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MORNING SESSION
DECEMBER 12, 2022

THE COURT: This is C.P. and others versus Blue Cross
Blue Shield of I11inois, and comes on this morning for oral
argument.

A couple of preliminary matters -- I guess I should
make a record of who is present. Ms. Hamburger, Ms. Pizer
and Mr. Gross are here for plaintiff. Ms. Payton and
Ms. Bedard are here for the defendant.

A couple of preliminary matters. There is a motion to
strike pending regarding supervised -- regarding supplemental
authority filed; that motion, I think, should be granted.

There are a couple of things that should, for the record,
be stricken. The first is plaintiff opened up discussion on
this subject by quoting a bit of the Kadel case and that Tine
on line 23 of their Docket No. 135 will be stricken as to the
content of the Kadel case, and the defendant's response
should be stricken as well. That motion is granted. You can
discuss the issues you raised if you want to during argument.

I issued a draft order. That always causes some concern
to Tawyers. Let me explain a Tittle bit. When a judge has
the opportunity to read the pleadings before argument, you
can bet that the judge has drawn some conclusions and has
some ideas. Sometimes we have gone so far as to prepare an

order that we have not filed when we hear oral argument, and
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sometimes we do, as I did here, which is issue a discussion
draft.

I guess what I am trying to say is that the discussion
draft is only that. It should not be indicated as the
Court's final conclusion in any way. It is a matter that we
have worked on and got a draft together and offer it for your
discussion. It does not indicate the final order. There are
many issues that remain outstanding that may be covered in
our order, but are not the opinions of the Court for sure at
this point.

It is five after 11 now. I would 1like you to 1imit your
argument to 20 minutes a side so we have time for discussion
at the end as well, and I would invite comments on the
proposed class definition submitted as well as on any of the
matters raised in the motions for summary judgment.

The defendant started this with the filing for summary
judgment, so I guess, Ms. Payton, you are first, and I would
ask you to proceed with whatever comments you wish to make.

MS. PAYTON: Thank you, Your Honor.

We did appreciate getting the draft thoughts from the
Court. That will allow me to focus my argument today on a
number of issues that I think we want to raise with you. I
will use my time on those, not necessarily everything in the
order.

Obviously, Your Honor, as you would expect, we have
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disagreements with the Court's draft order. I want to focus,
in particular, on the part of the order which the Court
concluded that it does not have to give deference to the 2020
HHS regulations on this issue.

Before I really get into that issue, I want to give you
some more high-level thoughts on this case. I think it is
important to think about where this case sits in this
universe that we have on this issue.

As the Court knows, there is a lot of regulatory activity
on this specific issue. There are a 1ot of cases out there
that are coming fast and furious. In fact, this morning, we
filed a notice of supplemental authority with no quotations
from the case of an Eighth Circuit opinion that came out on
many of these same issues here today. It came out late on
Friday. In this case for the Court's consideration as well,
I will reference that a Tittle bit as I go forward.

I think, Your Honor, your order acknowledges this: At the
end of the day, a Tot of what ITlinois is saying to you here,
the third-party administrator in front of you is not the
correct party for this particular lawsuit. There is no cause
of action under Section 1557 against a third-party
administrator, TPA, as a matter of Tlaw.

There is most emphatically a cause of action available for
this plaintiff against the proper party, and that would be

the employer that designed, implemented and funds this plan.
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If the plaintiffs are correct here that the exclusion at
issue is a violation of Section 1557, they have a remedy and
they have a remedy against the actor who can correct that
violation, if it exists.

What we have here is a lawsuit that would create an
illusory victory, even if the plaintiffs were successful,
because this employer can just go get a new third-party
administrator. There are thousands of them. The plaintiffs
have made a strategic decision, and it is creating problems
because we don't have the right party in front of you, and
that creates gaps and analytical jumps and all sorts of
problems in the analysis that really stems from that
fundamental problem.

We know the Court is aware, these transgender exclusions
are common. We know that than for no other reason than we
see a lot of regulatory activity on this issue and a lot of
cases filed all throughout the country on this exact same
issue.

This case in front of you, Your Honor, is different in the
way of no other case that I am aware of in that it is against
a vendor, a third-party administrator. It is not the entity
that drafted or funded this exclusion.

That makes you wonder why, right? Why are we novel here
sitting in the Western District that we have one of these

cases against a third-party administrator?
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I think that the answer may lie in the clarity of the
regulations. The regulations that are sitting in existence
right now and operative are clear that a third-party
administrator is not responsible for a Section 1557
violation, and the regulations are emphatic through the
entire course of the regulatory history that the action
belongs against the employer or the ERISA group that is
creating the plan design at issue.

Your Honor's draft order acknowledged there is a lot of
regulatory activity on this issue. I think with respect to
the regulatory issues, the questions we need to answer 1in
this case are really two-fold. First of all, what do the
regulations say? Then secondly, does this Court have to
defer to them?

So I want to talk about those two questions. The first
question, what do the regulations say? The regulatory
history is really interesting here, right? Because we see an
up and down and a change of position almost, you know,
completely diametrically opposed. So we had, of course, the
2016 HHS regulations that said, I think that these exclusions
violate Section 1557. Then we have the 2020 regulations come
along and say two things. One, they were not violations of
1557 and made more clear what was in the 2016 regulations
already, that the third-party administrator was not the

proper party for 1557 violations in this context.
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One reason that the 2020 regulations found that exclusion
did not violate Section 1557 was that there was a good-faith
disagreement on the science in this area. It wasn't an issue
of animus. It was an issue of what the science was saying
and what the regulatory entity said. This is not a civil
rights issue. It is an issue that needs to be decided within
the scientific community, and we are not going to find a
categorical 1557 violation. To that point, Your Honor, that
there is a legitimate debate in the science, it is
acknowledged by the Ninth Circuit recently in the Snyder
case, which acknowledges that point. We have the 2020 regs,
and that is what they say.

So now we have proposed rule making from the Biden
administration in 2022. And interestingly, they have been
very clear about what they think they want to do. These rules
are not final, of course. They haven't gone through the
notice and comment period. They appear to indicate they are
going to move back to the position that the exclusions are
violations of 1557, but they have also reemphasized two
additional things. One is that the third-party administrator
is not the proper target of an enforcement action under 1557;
the employer is. There is a lot of clarity around that
point.

The other thing they emphasized, they are not going to

visit the Religious Freedom Restoration Act issues arising

-Angela Nicolavo - Court Reporter - 1717 Pacific Ave, Tacoma, WA - 253-882-3832

SER-9



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Case: 23-4331, 06/12/2024, DktEntry: 43.2, Page 10 of 38

Case 3:20-cv-06145-RJB Document 145 Filed 12/16/22 Page 9 of 34

from the 2016 regulations. There, they don't want to revisit
the injunction as in the Whitman-Walker case, such that there
is a carve-out on this issue related to RFRA issues.

They have pretty much told us where they are going. We
are left in the situation right now, as we sit here on
December 12th of 2022, that we have operative regulations in
effect that say the exclusions are allowed and that the
third-party administrator is not the party that can be liable
for a 15 -- a 1557 violation on this issue. Those rules
cannot be -- the 2020 rules cannot be applied retroactively.
Really, the situation is we do have regulations in front of
you that allow the conduct that is being complained of
against at least this defendant in front of you. So there
really is no dispute that I1linois was complying with the
operative regulation that is in place as of today.

That Teaves the second question, that's the question of
whether this Court can still find I1linois Tiable despite
compliance with the regulations. That is the Chevron
question. Here, the question is -- I think we all agree the
Court must defer to the regulatory interpretation unless they
are either arbitrary and capricious or the statute itself is
so clear that no regulatory overlay is necessary for this
Court to interpret the statute.

I think this -- Your Honor, I am honing into the big issue

of where we diverge. That is the issue of whether the
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Court -- whether the Court finds in the draft order that the
statute is clear and you don't need the regulations.
Therefore, you don't need to do the Chevron analysis of
whether or not they are arbitrary and capricious.

Here, Your Honor, in all respects, I think the order is
wrong. Numerous courts have found that Section 1557 is
ambiguous on the issue of whether or not it prohibits
transgender exclusion. This Court's order -- well, Tet me
say this: To make the argument, the plaintiffs are relying
on a completely separate third case which is Bostock. We
have to Took at Bostock to determine that it is a 1557
violation. By its very face, that is not relying on the
language of the statute itself.

You know, the fact that we have had this roller coaster of
regulatory regimes saying one thing then the exact opposite
about the same statute is an indication that the statute is
not clear and unambiguous on this particular issue. With all
due respect to Your Honor, I think that is an error in the
order.

I think that leads you to the next step, which is to find
that you are not bound by the 2020 regulations with respect
to I1Tinois. You need to find that the 2020 regulations are
arbitrary and capricious. That is not in that draft order.

Even were you to do that, Your Honor, that wouldn't solve

the problem here with this particular case because you have a
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11

third-party administrator. The 2016, the 2020 and the 2022
proposed rule making all make it clear that it 1is not the
liability of the third-party administrator. They give a lot
of reasons why. They are the reasons I touched on before
which is: This isn't the right party; not the party with
control; not the party that can solve the issue; if it is
indeed discrimination, it is a vendor that can be swapped
out; that there are many of them and it just isn't the right
way to do this.

Then on top of that, we have the problem of RFRA. Were
the proper party in front of the Court on this issue, the
RFRA issue would be much clearer and we wouldn't have to do
this sort of convoluted analysis about RFRA.

The Supreme Court and HHS have repeatedly said that
Section 1557 and RFRA must be read in conjunction together.
Your Honor, I just want to be clear, this is not an issue
where I11inois is saying we have a cause of action under
RFRA, or we are bringing affirmative defenses under RFRA.
You will find that is not in the answer.

What our argument is, is you cannot read 1557 without
looking at the parameters and the boundaries of 1557 with
respect to RFRA. 1In other words, it is one thing to say I
have a cause of action under a statute. It is another thing
to say that when interpreting the parameters of one

statute -- here that is the Affordable Care Act -- you must

-Angela Nicolavo - Court Reporter - 1717 Pacific Ave, Tacoma, WA - 253-882-3832
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understand that its parameters are sculpted with another
statute, which here is RFRA. You cannot think about the
Affordable Care Act without also thinking about the
boundaries created by RFRA. The Supreme Court has said that
numerous times. The regulations clearly say that when they
are looking at it. They don't care who the target is. They
care what the statute says. That's what this Court also
needs to be looking at.

Our Supreme Court has made clear you cannot -- you
cannot make a TPA do something that the group would not have
to do under RFRA. That is Hobby Lobby and that is Sisters of
the Poor case. There, in those cases, the government claimed
that it could just bypass the RFRA issues of the group by
having the TPA do what the group didn't have to do. They said
it is not a problem because we will even fund it. They will
fund the contraception and have the TPA pay for the
contraception with government funds. Our Supreme Court said
no, that is still a RFRA violation. What you cannot do is
cause the TPA to do something that the employer would
otherwise not have to do under RFRA. That's what we are
doing here. That runs afoul of what our Supreme Court has
told us are the parameters of the Affordable Care Act and
RFRA.

Your Honor, this is an important issue we all care about.

We all care about doing the right thing. There is a lot to

-Angela Nicolavo - Court Reporter - 1717 Pacific Ave, Tacoma, WA - 253-882-3832
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balance here. There are a lTot of issues, a lot of concerns,
a lot of entities with a vested interest in this. A TPA is
not a good defendant for this case. It is a vendor. It is
not the actor with the interest at stake.

Moving ahead a 1ittle bit to your proposed order. One
thing I would respectfully request the Court change is
"ITTinois asserts a RFRA defense." Il1linois doesn't.
IT1inois says there are RFRA issues the Court must consider
when adjudicating the parameters of the 1liabilities under
this case. It is a slight distinction, but it is an
important distinction and really goes to the issue that this
is just not an action the regulators, courts, or anybody else
has said can be brought against a third-party administrator
and for good reasons.

The plaintiffs here are not without a proper avenue to
resolution. They could sue the employer. They could sue the
actor. They chose strategically not to do this. That would
have given the Court the proper parties to adjudicate
fulsomely.

As I said, it is an important issue. It should not be
done without the proper defendant because that Teads to
incorrect decisions.

The operative regulations that I1linois was operating
under say that these exclusions are legal. It is the 2020

regulations, and that the TPA regardless is not liable in
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this situation.

With that overlay, there simply is no finding of liability
against ITlinois. The plaintiffs are not left without a
remedy. This is just the improper way to do this.

I will sum up by saying this is ERISA. These are all
ERISA self-funded plans. ERISA is about employers.

Employers have the right to design plans that afford coverage
to their employees. ERISA is designed to encourage employers
to provide health care coverage because we have an
employer-based system in the United States. We afford those
employers a lot of flexibility. We give them deference in
the court. We allow expedited Titigation. We give
encouragement for them to offer multiple plan designs that
can create affordability. We incentivize them to create
coverage.

What we don't want to do is bypass that system by creating
substantive and significant rulings with them not present and
with a vendor who is not the ultimate controller of this
issue.

Again, there are a 1ot of third-party administrators out
there. Saying no to one doesn't actually solve the issue
that the plaintiffs are here saying that they want decided.
It is a legitimate issue to be decided, but not with this
party as a defendant.

I will stop there, unless the Court has questions for me.
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15

THE COURT: I may have. I will defer them.

Ms. Hamburger, I am pointing at the screen, but you can't
tell.

MS. HAMBURGER: Thank you, Your Honor, and good
morning.

May it please the Court, I am Eleanor Hamburger.

Let me just start where Ms. Payton left off. Third-party
administrators are proper defendants, both under ERISA and
under Section 1557. The Ninth Circuit has long concluded that
under ERISA, TPAs can be held Tiable for their decisions.
Courts across the country have held TPAs responsible.

Not only are they responsible for their benefit decisions,
but they are also responsible to follow the non-preempted
federal Taws. That is under 29 U.S.C. 1144(d), which defense
counsel has not addressed at all in the briefing or today.
This is the exact situation in Doe vs United Behavioral
Health.

Suing a TPA is not unique. People do it all the time,
because they are where the rubber hits the road when it comes
to administering benefits and administering exclusions. It
is the TPA that is add -- making the decisions, reviewing the
claims, enforcing the exclusions. So the TPA is actually the
perfect place to pursue these claims because you can in one
stroke of the pen address an illegal action that is being

implemented by a TPA across hundreds of employer plans, which

-Angela Nicolavo - Court Reporter - 1717 Pacific Ave, Tacoma, WA - 253-882-3832

SER-16



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Case: 23-4331, 06/12/2024, DktEntry: 43.2, Page 17 of 38

Case 3:20-cv-06145-RJB Document 145 Filed 12/16/22 Page 16 of 34 e

is exactly what is going on here.

The Affordable Care Act has no exception for covered
entities that are third-party administrators.

Blue Cross's four main defenses don't solve its problems.
First of all, TPAs are covered entities under Section 1557.

Defense counsel wants you to go straight to the HHS rules,
but that is not what Chevron directs. The first stop on
Chevron is to Took at the plain language of the statute.

That is exactly what this Court did in its draft opinion.

The plain Tanguage of the statute says a health program
cannot engage in discrimination under 1557, and it
specifically calls out contracts of insurance to be included.

This was new. Very similar language had appeared in the
Section 504 regulations, but the 504 regs excluded contracts
of insurance. For the first time, Congress explicitly
included contracts of insurance in anti-discrimination Taw.
That was what was groundbreaking about the Affordable Care
Act.

Now, many insurers have a wide -- have operations that are
both insurance and third-party administrators. Employers that
don't want to buy an insurance product may use the insurers
to administer the plans as a TPA. That is exactly what has
happened with Blue Cross Blue Shield of Illinois.

An employer can go to someone outside of Tike the Blue

Cross Blue Shield system and get a TPA not covered by Section
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1557. That's their right. We think the value of the
insurers that are providing insurance and TPA services is so
significant that if they can't discriminate on the basis of
this section, this will not be an illusory victory. The
coverage will be put in place for thousands and thousands of
plans.

I always kind of Taugh when a defense counsel tells you if
I win, our victory will be illusory. I think that is really
for us to determine.

Looking at the statute, Your Honor, the statute says
health insurance is in. Blue Cross Blue Shield has among its
operations health insurance on the exchange. It receives
various federal financial assistance. It admits to that. It
is undisputed. Then under the plain Tanguage of the statute,
all of its operations are in. No need to resort to the 2020
rules on whether it is a health program or activity.

The second way that Blue Cross resorts to the 2020 rules
is to say that the rules permit gender-affirming care
exclusions for any reason. There is no point in the rules,
no rule that they can point to where that is articulated. In
fact, the 2020 rules say they are continuing the status quo.

The only place where Blue Cross Blue Shield of ITlinois
can rest its hat on this issue is in the preamble. The
regulatory preamble is unenforceable. It makes 1little sense

here because of the changes in the preamble language. If
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Blue Cross was right, the exclusion would be illegal from
2016 to 2020, then there is this period of time where it is
not illegal, and then based on the 2020 rules, it is going to
be illegal again.

We ask Your Honor, as you did appropriately, to look to
the plain language of the statute and to both Bostock and Doe
vs Snyder to determine that under Bostock (inaudible) section
plays an unmistakable and impermissible role in the
administration of exclusion by Blue Cross Blue Shield. That
is textbook sex discrimination.

Blue Cross -- the third way in which Blue Cross would 1like
to rely on the rules instead of the statute is to say that
the Court should rely on the preamble language that says
TPAs -- Blue Cross says it indicates TPAs are not responsible
when they administer a discriminatory exclusion for an
employer. That is a misreading of the preamble. The
preamble says, where the alleged discrimination relates to
the administration of a plan by a covered third-party
administrator, which is exactly what we allege, OCR will
process the complaint against the third-party administrator
because it is the entity responsible for the decision being
challenged in the complaint. That is exactly what we are
doing here.

Blue Cross Blue Shield standard administration red flags

(inaudible) gender affirming care for denial based solely on
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the diagnosis on the claim of gender dysphoria, a condition
that only people who are transgender are diagnosed with.

Most importantly here, the rule -- HHS is getting it wrong
when it thinks that TPAs are not responsible for following
federal Taw that is not preempted by ERISA. A TPA does not
get to evade anti-discrimination law based upon the design of
the plan. They must also obey non-preempted federal Tlaw.

Finally, Your Honor, turning to the RFRA argument. The
nuance that Ms. Payton is describing here, to me, is lost and
does not appear in the briefing. Blue Cross is arguing that
it should be protected by RFRA. It is neither an entity with
a sincerely-held religious belief, nor is a government party
present in this case.

Blue Cross seems to say if there are two parties and they
are both private parties, no government involved, no
sincerely-held religious belief, the Court should nonetheless
assume a religious entity is involved and rule as if one of
the parties is.

That is not what RFRA says. The plain language of RFRA
limits its protections to just disputes between the
government and entities with sincerely-held religious
beliefs.

The Little Sisters case that is referenced doesn't say
anything different. That case, just 1like the Mercy case

referenced this morning, both involve the government and an
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entity with a sincerely-held religious belief.

What is critically important here is if you rule in our
favor, no employer will have to change their plan. No
religious employer will have to change their plan. They just
won't be able to contract with Blue Cross Blue Shield of
IT1inois any more to implement the exclusion.

That's because Section 1557, if it is to have any teeth,
it must mean that it prohibits discrimination in all
operations, even when the subject entity is operating as a
TPA.

In short, there is no TPA or (inaudible) just following
ordinary exclusion or exception to the Affordable Care Act.
Since Blue Cross is a covered health program or activity and
it is subject to 1557, it cannot administer discriminatory
categoric exclusion for coverage for gender-affirming care,
even when it acts as a TPA.

Just to comment on the class motion -- class -- proposed
class order, we are fine with the proposed order as
Your Honor drafted. The only comment is, we understood the
rule to require -- to distinguish between individual claims
and class claims, so we are trying to call out the individual
claim for Ms. Pritchard in the proposed order. That may be
something you want to consider, Your Honor, as you move to
finalize the class certification order.

Unless Your Honor has other questions, I will defer the
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rest of my time.

THE COURT: Ms. Payton, I guess you have an
opportunity for a response, if you wish, if it is something
we haven't already heard.

MS. PAYTON: I will be brief.

I think the argument that we are having here comes down to
whether or not you need to defer to the 2020 rule or not. It
is true, as counsel says, you can sue a third-party
administrator, but that is in the context where it fails to
comply with the ERISA plan. We see that over and over. When
it comes to the issue of plan design, that's the employer,
not the third-party administrator. It is absolutely
emphatically clear from the 2020 rule that HHS concluded that
the exclusions were allowed under 1557, and I quote from the
federal register, but it is stated above, even if it were
appropriate policy, such an end would not be achieved through
the application of 1557 and Title IX. There is no statutory
authority to require the provision of coverage for such
procedure under Title IX protection for discrimination on the
basis of sex. It is in there, and quoted in the brief.

It is very simple. Your Honor, you have an entity that is
a vendor in this complicated system of employer-based health
care who is operating under regulations and complying with
them. It just simply is a question of whether or not -- we

all may agree or disagree with the 2020 rules, but they are
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the rules. Until they are changed, there really is no
liability for anybody, certainly not a third-party
administrator, that has been explicitly carved out by courts
and by the regulator from Tiability in this context.

This is not -- I know the Court understands this. I want
to make sure we are clear. This is not a contract of
insurance. This is third-party administration, which is
outside of the context of a contract of insurance. That is
upheld in the regulations in that division and affirmed by
numerous courts in finding the parameters of who is liable
for a 1557 violation in this context.

THE COURT: Hold on a minute. You can watch
something that most people don't get to see. I have to
change my batteries. It becomes very difficult to hear if I
don't do that because the computer puts the sound right
through my telephone and into my hearing aid. I got the
signal just as we were starting that I was getting low, my
battery level. We will change the batteries and then we will
be ready to go.

Okay. Somebody talk to me.

MS. PAYTON: How about this. Does it sound good?

THE COURT: It sounds good. Problems of aging.

You know, as we have worked on this, we have had sort of a
double approach. One is the plaintiffs are asking for an

injunction that directs Blue Cross not to decline coverage on
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the gender dysphoria issue. Then there is another angle
about who pays if the Court goes along with the plaintiffs'
theories.

Are there two issues that are separate there? Can Blue
Cross be directed to change its instructions without
incurring financial Tiability? Of course, the Tiability of
the plaintiffs is comparatively small as compared to all of
the potential liability in pending matters.

Any comments on that?

MS. HAMBURGER: Let me go first since our suggestion
has been that we brief the remedies for you in this case.

You know, I would break it down a 1little bit differently.
I would say we have kind of three potential remedies here.
One is the injunctive relief going forward, which does not
have an impact on who pays because Blue Cross would have to
notify its employers that this was happening. Those
employers that didn't want to pay for it could go find other
TPAs. The prospective relief does not hit the "who pays"
issue because the employers that stay will obviously be on
the hook to pay.

Second, the retrospective reprocessing we have asked for,
we believe it is Blue Cross's Tiability. It was Blue Cross's
responsibility under the administrative services agreement to
always comply with the law. It is Blue Cross's

responsibility to fully comply with the statute. So we
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believe that any damage related to uncovered medical expenses
is borne by Blue Cross Blue Shield of Illinois.

That said, as a contract matter, Blue Cross has
indemnification agreements with every single employer that it
administered this exclusion for. Even if Your Honor orders
Blue Cross to pay, Blue Cross, outside of this courtroom, has
a means of redress with those employers under their existing
indemnity provisions.

I would suggest, Your Honor, and we will do this in the
briefing, that that's between them. They will work it out or
they won't work it out. What is important is the
reprocessing occur. Blue Cross would pay for it, and then
sort it out with the employers how they are going to handle
it.

The third issue we think is outstanding is how are we
going to handle Pattie Pritchard's individual damages, the
$12,000, which is small. Blue Cross did not dispute that in
the briefing that we did. We think that is ripe for
adjudication. If you want to wait to have it addressed in
remedies briefing, that is also fine. That's how we see
those three issues.

MS. PAYTON: I agree with Ms. Hamburger that this
issue merits additional briefing to the Court. I would love
to get a schedule in place to do that.

A couple of precursors on the problem we have here.
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Your Honor has certified a (b)(1)/(b)(2) class. It cannot
have monetary damages. It can be injunctive relief only.
This whole idea, while I1linois can just pay the claims,
that's money damages. That cannot be allowed in what the
Court has done. There is also a requirement that any relief
afforded under Rule 23 be final. We have a myriad of cases
saying you can't issue an injunction that will be the
beginning of a process to find a resolution of the claim.
Reprocessing, getting employers to pay, whatever it may be,
outside of the parameters of what the Court has conducted
under Rule 23, cannot do that. That is as clear as anything
under the Tlaw.

We have a double problem here. They just told you they
are seeking money, which they cannot do under the class that
they have certified.

Secondly, they have told you that alternately it would be
something that someone can (inaudible). That cannot happen
under Rule 23. That remedy fails and does not satisfy Rule
23, and we'll be glad to brief that in addition.

THE COURT: Another question. I think in general
terms, I have thought of RFRA as a defense that may be
raised. I haven't thoroughly analyzed that, but that has
been my impression. If it is a defense that the payors under
these policies have to raise, at what point do they raise it

and how is it raised? I don't see how -- well, I am not as
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familiar with TPAs perhaps as I should be, but I don't see
how someone that is managing insurance can make a decision
that can go along with their daily work in what is covered by
some religious or other exception to the work they are doing.
How are they going to do that? Here, we have this letter
that says CHI is the Catholic organization. What do you draw
from that? I don't know how that turns this particular plan
into one that is totally covered by RFRA. I guess part of
the thought that passed through my mind here is let them have
a rule that they tell people your claim is covered under the
law, but there may be some exception when you go to the
doctor. There may be some 1imit in the actual application
for services if someone says we can't do this because of the
religious issue and then have to prove it on a case-by-case
basis, which obviously doesn't sound 1like a very practical
result.

Anyway, those are thoughts about RFRA. I would be
interested in comments you have on that.

You go first, Ms. Hamburger.

MS. HAMBURGER: Thank you, Your Honor.

I think there are complicated issues about RFRA, but none
of them enter into this case because, for whatever reason,
CHI has not shown up. They clearly have some relationship
going on with Blue Cross Blue Shield of Illinois, but they

decline to submit any declaration or to participate in any
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way in this case. So we don't know if the hospital at which
Ms. Pritchard works is subject to any religious exemption.

In fact, there is evidence in the record that even CHI
considers the facility that Ms. Pritchard is at, what used to
be Harrison Medical Center, to be part of CHI's for-profit
arm and not subject to the religious exemption.

Yes, there are a Tot of complications, but I don't believe
we have evidence in this case that necessarily means that
there is a party in here with a sincerely-held religious
belief that needs to be accommodated. That's my response on
that.

These questions will have to be sorted out. I am sure
they will be sooner or later.

Where you have a third-party administrator with no
sincerely-held religious belief that is subject to 1557,
there is no exception for that TPA. Those employers that may
or may not have an exception, they can find a different TPA
to administer their coverage. That seems to me the answer to
that issue here, for this case.

THE COURT: Ms. Payton.

MS. PAYTON: This, Your Honor, is why every single
court, every single court and regulator have said the party
is the group when you are enforcing 1557 because they are the
ones that are dealing with the panoply of issues that come

into 1557. We have the United States Supreme Court and
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numerous other courts saying when you analyze the Affordable
Care Act and 1557, 1in particular, you must also consider the
parameters of RFRA. You can't do an end run around RFRA, but
go after the TPA. That is Hobby Lobby and Sisters of the
Poor.

This problem is created by having the wrong defendant in
front of the Court. We do, however, have the only evidence,
and it is uncontradicted in the case, of a letter to these
named plaintiffs saying the exclusion was included for
religious beliefs. That is in this record. We can go beyond
that. We know from the ample number of cases brought by
Catholic institutions throughout the United States, all of
these leading cases enforcing and upholding these exclusions
are from Catholic institutions. Nobody is contesting these
are bona fide, good faith, religiously-held views. They are
important. It is impossible to adjudicate a 1557 claim
without taking them into consideration.

One thing we know from Hobby Lobby is that it is not just
the name of the group that you can tell. 1In Hobby Lobby, it
was the shareholders that had the bona fide religious view
that was protected by the RFRA defense in that case.

What we have here is the wrong party to even make that
analysis. So we have a problem we know is real. Right? We
know that RFRA is an issue here, and it will stop the payment

of many of these claims. Maybe not all of them. Maybe some
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of them. We don't have that information in front of this
Court right now. We know there has to be some sort of
mechanism before affording relief to determine that. We
simply cannot do that within the parameters of this class.

This goes back to what I was saying at the beginning of
this discussion, which you have an injunctive class that
cannot afford monetary damages and then you don't have
finality because you don't really have the people in front of
you to make a determination of whether these claims should be
paid or not. We simply don't have means to give final relief
in this particular case.

There is really no legitimate question from anybody who
has analyzed Section 1557, courts, regulators, that you
should do that in a vacuum outside of the RFRA issues. You
cannot do that if you don't have the RFRA entity in front of
you. They are real, and they are here.

I will note, Your Honor, that at the beginning of this
case we moved under Rule 19, indispensable parties. Many of
these entities (inaudible) because Blue Cross Blue Shield of
I1Tinois only administers plans for groups that are
headquartered in the state of Illinois. This case really
doesn't have a lot of nexus to the state of Washington. We
do have a plaintiff who resided in the state of Washington.
A11 of the employer groups are based in the state of

I1Tinois. Many of them are not subject to the jurisdiction
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of this Court. We have a really peculiar situation going on
here.

When I started this argument, I said to Your Honor, a Tlot
of problems that we have here, and they are real problems
that we have to sort through, are created by the fact we have
a TPA and not a group. That is why -- that is why the courts
and the regulators say you need to deal with the group on
this issue, not the TPA. They have said it clearly. They
said it explicitly. They said it over and over since 2016.
None of the rulemaking has changed on that issue. The Biden
administration has doubled down on that and made it very
clear they are not going to do this with a TPA for many of
the reasons we are running into here. We just can't figure
it out unless we have the institutions that are responsible
for these claims in front of us. An injunctive order saying
reprocess these claims does not satisfy Rule 23 because we
get to a stop. Rule 23 doesn't (inaudible).

THE COURT: Let me ask you: How does Blue Cross feel
about being required to give what basically could be contrary
advice that forecloses coverage that perhaps should be
allowed? Doesn't it put Blue Cross in a position where you
are putting out bad information to your patients, or
potentially bad, at least?

MS. PAYTON: Let me say it this way, Your Honor:

What Blue Cross's position is, is it wants to comply with the
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law. It wants to have the law to be consistent through the
industry, right? So we are not just putting one business out
of business. That is one consideration in Rule 23. There
are thousands of third-party administrators out there. They
all have these exclusions. We have Aetna, Signa,

United Health, all the Blue Cross Blue Shield plans. They
are all doing this. What Blue Cross wants to know is what
the law is, to follow the Taw and to be consistent with the
rest of the industry so it can still operate. Otherwise,
what you are doing is targeting and put a death knell on one
carrier and not on the rest. That really does nothing on
this issue. We do want an answer on this issue. We want to
do the right thing. We want to follow the Taw.

It is very hard to know what is going on here. You have
an entity in good faith following the regulatory regime that
it was subjected to. It did. It did everything required
under those regulations. Were the regulations to change, it
would comply with the changed regulations. It is not the
actor that has the interest in this issue.

It is really peculiar because I don't think there has been
any argument that Blue Cross Blue Shield of I1linois violated
the regulatory regime that it T1ives under. It is the
obstruction (inaudible) of, well, it might have been illegal
for somebody else, therefore it is illegal for you. That's

just not how the law works.
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To your question of what are we going to tell people about
this, I don't know. It is very unclear what is going on here
because we cannot afford the relief that the plaintiffs are
requesting. We simply do not have the power to do this.
There was nothing, absolutely nothing, Your Honor, stopping
them from suing the entity that did. They chose not to do
that. That is the plaintiffs' burden.

THE COURT: Okay. Ms. Hamburger, quickly.

MS. HAMBURGER: Yes, Your Honor, there is no --
plaintiffs get to chose their defendant. It is clear we have
a cause of action against TPAs. TPAs are correctly subject
to this law if they are a covered health entity, which we
believe your draft decision found that they are.

Blue Cross Blue Shield of I11inois represented to its
members, to its enrollees, to the Pritchards, in every letter
they included a tag 1ine "we do not discriminate on the basis
of sex." They promised they wouldn't do that time and time
again in every communication with these plaintiffs. They
also promised in their contract with Blue Cross -- with CHI
and with other employers that they would always follow the
relevant federal Taw.

The failure to follow 1557 and to not discriminate on the
basis of sex rests solely with Blue Cross Blue Shield of
ITTinois. They did their own analysis when the ACA came out

and concluded in 2015 that they were going to remove these

-Angela Nicolavo - Court Reporter - 1717 Pacific Ave, Tacoma, WA - 253-882-3832
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exclusions from all of their insured plans. They understood
they needed to follow this law in their insured plans, but
because they wanted to keep the business of the entities that
wished to continue to discriminate, they agreed to administer
the exclusions putting their own financial interest ahead of
the promises they made to the Pritchards. That
responsibility for following the Taw rests solely at Blue
Cross Blue Shield of Il1linois' feet.

THE COURT: Okay. It is quitting time for me. Only
for an hour or so for Tunch and then we will dive into this
further and try and get everything back to you as soon as we
can. It will take a 1ittle while.

Okay. Thank you very much.

MS. PAYTON: Thank you.

MS. HAMBURGER: Thank you.

MS. PAYTON: Good-bye, everyone.

(The proceedings adjourned.)

CERTIFICATE

I certify that the foregoing is a correct transcript from

the record of proceedings in the above-entitled matter.

/s/ Angela Nicolavo

ANGELA NICOLAVO
COURT REPORTER

-Angela Nicolavo - Court Reporter - 1717 Pacific Ave, Tacoma, WA - 253-882-3832
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UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF WASHINGTON

AT TACOMA
C. P., by and through his parents, Patricia CASE NO. 3:20-cv-06145-RJB
Pritchard and Nolle Pritchard, individually
and on behalf of others similarly situated; AMENDED ORDER CERTIFYING
and PATRICIA PRITCHARD, CLASS

Plaintiff,
v.

BLUE CROSS BLUE SHIELD OF
ILLINOIS,

Defendant.

This matter comes before the Court sua sponte on review of the record. The Court has
reviewed the record and is fully advised.

On November 9, 2022, a class was certified in this case. Dkt. 113. The Court issued an
order noting that orders on class certifications can be amended before final judgment under Fed.
R. Civ. P. 23(¢)(1)(C) and that the one entered in this case should have included the “class

claims, issues and defenses.” Dkt. 119. The Plaintiffs were ordered to file a proposed amended

AMENDED ORDER CERTIFYING CLASS - 1
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order. /d. On November 29, 2022, the Plaintiffs filed a proposed order recommending that the
Court adopt the claims and relief sought as they appear in the Amended Complaint. Dkt. 131.

The order certifying a class in this case should be amended (with the newly added
provisions in bold) to read as follows:

The class is composed of all individuals who:

10

11

12

13

14

15

16

17

18

19

20

(1) have been, are, or will be participants or beneficiaries in an
ERISA self-funded “group health plan” (as defined in 29 U.S.C. §
1167(1)) administered by Blue Cross Blue Shield of Illinois during
the Class Period and that contains a categorical exclusion of some
or all Gender-Affirming Health Care services; and

(2) were, are, or will be denied pre-authorization or coverage of
treatment with excluded Gender Affirming Health Care services

DEFINITIONS:

“Class Period” means November 23, 2016 through the termination
of the litigation.

“Gender-Affirming Health Care” means any health care service—
physical, mental, or otherwise—administered or prescribed for the
treatment of gender dysphoria; related diagnoses such as gender
identity disorder, gender incongruence, or transsexualism; or
gender transition. This includes but is not limited to the
administration of puberty delaying medication (such as
gonadotropin-releasing hormone (GnRH) analogues); exogenous
endocrine agents to induce feminizing or masculinizing changes
(“hormone replacement therapy”); gender-affirming or “sex-
reassignment” surgery or procedures; and other medical services or
preventative medical care provided to treat gender dysphoria
and/or related diagnoses, as outlined in World Professional
Association for Transgender Health, Standards of Care for the
Health of Transsexual, Transgender, and Gender Nonconforming
People, 7th Version (2012).

The class asserts claims that Blue Cross Blue Shield of Illinois violated the
anti-discrimination provision of the Affordable Care Act, 42 U.S.C. § 18116,
when it administered discriminatory exclusions of gender-affirming care in a
self-funded health care plans governed by the Employee Retirement Income
Security Act of 1974,

AMENDED ORDER CERTIFYING CLASS -2
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The class seeks declaratory relief. They seek an order enjoining Blue Cross
Blue Shield of Illinois from administering or enforcing health benefit plans
that exclude coverage for gender-affirming health care, including applying or
enforcing the plans’ exclusions of services for, or leading to, gender
reassignment surgery,” and other similar exclusions during the class period,
now and in the future. The class seeks an order requiring Blue Cross Blue
Shield of Illinois to reprocess denied pre-authorizations and claims for
gender affirming care under the relevant self-funded health care plans
without applying the discriminatory exclusions, and when medically
necessary and meeting the other terms and conditions of the relevant plans,
provide coverage (payment) for those denied pre-authorizations and claims
that were based solely on exclusions for gender affirming care.

Blue Cross Blue Shield of Illinois raises several defenses, including that the
anti-discrimination provision of the Affordable Care Act, 42 U.S.C. § 18116
does not apply to it, and even if it did, its third-party administration of the
exclusions was not discriminatory. Blue Cross Blue Shield also contends that
it is protected by the Religious Freedom Restoration Act.

Plaintiff C.P., by and through his parents, is appointed as class representative, and
Eleanor Hamburger and Daniel Gross of Sirianni Youtz Spoonemore Hamburger,

as well as Jennifer Pizer and Omar Gonzalez-Pagan of the Lambda Legal Defense
and Education Fund are appointed as class counsel.

The reasoning from the prior order (Dkt. 119) applies.

IT IS SO ORDERED.

The Clerk is directed to send uncertified copies of this Order to all counsel of record and

to any party appearing pro se at said party’s last known address.

Dated this 12" day of December, 2022.

folobTE e

ROBERT J. BRYAN
United States District Judge

AMENDED ORDER CERTIFYING CLASS -3
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WORLD PROFESSIONAL
WP ATH ASSOCIATION for
TRANSGENDER HEALTH

Standards of Care

for the Health of Transsexual,

Transgender, and Gender

Nonconforming People

The World Professiona Association for Transgender Health

7th Version' | www.wpath.org

1 This is the seventh version of the Standards of Care. The original SOC were published in 1979. Previous revisions were in 1980, 1981,

1990, 1998, and 2001.
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for gender and sexual diversity and that eliminate prejudice, discrimination, and stigma. WPATH is
committed to advocacy for these changes in public policies and legal reforms.

The Standards of Care Are Flexible Clinical Guidelines

The SOC are intended to be flexible in order to meet the diverse health care needs of transsexual,
transgender, and gender nonconforming people. While flexible, they offer standards for promoting
optimal health care and guiding the treatment of people experiencing gender dysphoria — broadly
defined as discomfort or distress that is caused by a discrepancy between a person’s gender
identity and that person’s sex assigned at birth (and the associated gender role and/or primary and
secondary sex characteristics) (Fisk, 1974; Knudson, De Cuypere, & Bockting, 2010b).

As for all previous versions of the SOC, the criteria put forth in this document for hormone therapy
and surgical treatments for gender dysphoria are clinical guidelines; individual health professionals
and programs may modify them. Clinical departures from the SOC may come about because of a
patient’s unique anatomic, social, or psychological situation; an experienced health professional’s
evolving method of handling a common situation; a research protocol; lack of resources in various
parts of the world; or the need for specific harm reduction strategies. These departures should
be recognized as such, explained to the patient, and documented through informed consent for
quality patient care and legal protection. This documentation is also valuable for the accumulation
of new data, which can be retrospectively examined to allow for health care — and the SOC - to
evolve.

The SOC articulate standards of care but also acknowledge the role of making informed choices
and the value of harm reduction approaches. In addition, this version of the SOC recognizes and
validates various expressions of gender that may not necessitate psychological, hormonal, or surgical
treatments. Some patients who present for care will have made significant self-directed progress
towards gender role changes, transition, or other resolutions regarding their gender identity or
gender dysphoria. Other patients will require more intensive services. Health professionals can use
the SOC to help patients consider the full range of health services open to them, in accordance with
their clinical needs and goals for gender expression.
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Among adolescents who are referred to gender identity clinics, the number considered eligible for
early medical treatment — starting with GnRH analogues to suppress puberty in the first Tanner
stages — differs among countries and centers. Not all clinics offer puberty suppression. If such
treatment is offered, the pubertal stage at which adolescents are allowed to start varies from Tanner
stage 2 to stage 4 (Delemarre-van de Waal & Cohen-Kettenis, 2006; Zucker et al., in press). The
percentages of treated adolescents are likely influenced by the organization of health care, insurance
aspects, cultural differences, opinions of health professionals, and diagnostic procedures offered
in different settings.

Inexperienced clinicians may mistake indications of gender dysphoria for delusions.
Phenomenologically, there is a qualitative difference between the presentation of gender dysphoria
and the presentation of delusions or other psychotic symptoms. The vast majority of children and
adolescents with gender dysphoria are not suffering from underlying severe psychiatric illness such
as psychotic disorders (Steensma, Biemond, de Boer, & Cohen-Kettenis, published online ahead
of print January 7, 2011).

It is more common for adolescents with gender dysphoria to have co-existing internalizing
disorders such as anxiety and depression, and/or externalizing disorders such as oppositional
defiant disorder (de Vries et al., 2010). As in children, there seems to be a higher prevalence of

autistic spectrum disorders in clinically referred, gender dysphoric adolescents than in the general
adolescent population (de Vries et al., 2010).

Competency of Mental Health Professionals Working
with Children or Adolescents with Gender Dysphoria

The following are recommended minimum credentials for mental health professionals who assess,
refer, and offer therapy to children and adolescents presenting with gender dysphoria:

1. Meet the competency requirements for mental health professionals working with adults, as
outlined in section VII;

2. Trained in childhood and adolescent developmental psychopathology;

3. Competent in diagnosing and treating the ordinary problems of children and adolescents.
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Competency of Mental Health Professionals Working
with Adults Who Present with Gender Dysphoria

The training of mental health professionals competent to work with gender dysphoric adults
rests upon basic general clinical competence in the assessment, diagnosis, and treatment of
mental health concerns. Clinical training may occur within any discipline that prepares mental
health professionals for clinical practice, such as psychology, psychiatry, social work, mental
health counseling, marriage and family therapy, nursing, or family medicine with specific training
in behavioral health and counseling. The following are recommended minimum credentials for
mental health professionals who work with adults presenting with gender dysphoria:

1. A master’s degree or its equivalent in a clinical behavioral science field. This degree or a more
advanced one should be granted by an institution accredited by the appropriate national or re-
gional accrediting board. The mental health professional should have documented credentials
from a relevant licensing board or equivalent for that country.

2. Competence in using the Diagnostic Statistical Manual of Mental Disorders and/or the Interna-
tional Classification of Diseases for diagnostic purposes.

3. Ability to recognize and diagnose co-existing mental health concerns and to distinguish these
from gender dysphoria.

4. Documented supervised training and competence in psychotherapy or counseling.

5. Knowledgeable about gender nonconforming identities and expressions, and the assessment
and treatment of gender dysphoria.

6. Continuing education in the assessment and treatment of gender dysphoria. This may include
attending relevant professional meetings, workshops, or seminars; obtaining supervision from
a mental health professional with relevant experience; or participating in research related to
gender nonconformity and gender dysphoria.

In addition to the minimum credentials above, it is recommended that mental health professionals
develop and maintain cultural competence to facilitate their work with transsexual, transgender,
and gender nonconforming clients. This may involve, for example, becoming knowledgeable about
current community, advocacy, and public policy issues relevant to these clients and their families.
Additionally, knowledge about sexuality, sexual health concerns, and the assessment and treatment
of sexual disorders is preferred.
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CLINICAL PRACTICE GUIDELINE

Endocrine Treatment of Gender-Dysphoric/
Gender-Incongruent Persons: An Endocrine Society*
Clinical Practice Guideline

Wylie C. Hembree," Peggy T. Cohen-Kettenis,? Louis Gooren,® Sabine E. Hannema,*
Walter J. Meyer,> M. Hassan Murad,® Stephen M. Rosenthal,” Joshua D. Safer,®
Vin Tangpricha,® and Guy G. T'Sjoen'®

"New York Presbyterian Hospital, Columbia University Medical Center, New York, New York 10032
(Retired); VU University Medical Center, 1007 MB Amsterdam, Netherlands (Retired); VU University
Medical Center, 1007 MB Amsterdam, Netherlands (Retired); “Leiden University Medical Center, 2300 RC
Leiden, Netherlands; ®University of Texas Medical Branch, Galveston, Texas 77555; ®Mayo Clinic Evidence-
Based Practice Center, Rochester, Minnesota 55905; ’University of California San Francisco, Benioff
Children’s Hospital, San Francisco, California 94143; Boston University School of Medicine, Boston,
Massachusetts 02118; °Emory University School of Medicine and the Atlanta VA Medical Center, Atlanta,
Georgia 30322; and '°Ghent University Hospital, 9000 Ghent, Belgium

*Cosponsoring Associations: American Association of Clinical Endo-
crinologists, American Society of Andrology, European Society for
Pediatric Endocrinology, European Society of Endocrinology, Pedi-
atric Endocrine Society, and World Professional Association for
Transgender Health.

Objective: To update the “Endocrine Treatment of Transsexual Persons: An Endocrine Society
Clinical Practice Guideline,” published by the Endocrine Society in 2009.

Participants: The participants include an Endocrine Society—appointed task force of nine experts, a
methodologist, and a medical writer.

Evidence: This evidence-based guideline was developed using the Grading of Recommendations,
Assessment, Development, and Evaluation approach to describe the strength of recommendations
and the quality of evidence. The task force commissioned two systematic reviews and used the best
available evidence from other published systematic reviews and individual studies.

Consensus Process: Group meetings, conference calls, and e-mail communications enabled
consensus. Endocrine Society committees, members and cosponsoring organizations reviewed
and commented on preliminary drafts of the guidelines.

Conclusion: Gender affirmation is multidisciplinary treatment in which endocrinologists play an
important role. Gender-dysphoric/gender-incongruent persons seek and/or are referred to
endocrinologists to develop the physical characteristics of the affirmed gender. They require a
safe and effective hormone regimen that will (1) suppress endogenous sex hormone
secretion determined by the person’s genetic/gonadal sex and (2) maintain sex hormone
levels within the normal range for the person’s affirmed gender. Hormone treatment is not
recommended for prepubertal gender-dysphoric/gender-incongruent persons. Those clinicians
who recommend gender-affirming endocrine treatments—appropriately trained diagnosing
clinicians (required), a mental health provider for adolescents (required) and mental health

ISSN Print 0021-972X ISSN Online 1945-7197 Abbreviations: BMD, bone mineral density; DSD, disorder/difference of sex development;

Printed in USA
Copyright © 2017 Endocrine Society

DSM, Diagnostic and Statistical Manual of Mental Disorders; GD, gender dysphoria;
GnRH, gonadotropin-releasing hormone; ICD, International Statistical Classification of

Received 24 July 2017. Accepted 24 August 2017. Diseases and Related Health Problems; MHP, mental health professional; VTE, venous
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Summary of Recommendations

1.0 Evaluation of youth and adults

1.1. We advise that only trained mental health pro-
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professional for adults (recommended)—should be knowledgeable about the diagnostic criteria
and criteria for gender-affirming treatment, have sufficient training and experience in assessing
psychopathology, and be willing to participate in the ongoing care throughout the endocrine
transition. We recommend treating gender-dysphoric/gender-incongruent adolescents who have
entered puberty at Tanner Stage G2/B2 by suppression with gonadotropin-releasing hormone
agonists. Clinicians may add gender-affirming hormones after a multidisciplinary team has
confirmed the persistence of gender dysphoria/gender incongruence and sufficient mental
capacity to give informed consent to this partially irreversible treatment. Most adolescents
have this capacity by age 16 years old. We recognize that there may be compelling reasons to
initiate sex hormone treatment prior to age 16 years, although there is minimal published
experience treating prior to 13.5 to 14 years of age. For the care of peripubertal youths and
older adolescents, we recommend that an expert multidisciplinary team comprised of medical
professionals and mental health professionals manage this treatment. The treating physician
must confirm the criteria for treatment used by the referring mental health practitioner and
collaborate with them in decisions about gender-affirming surgery in older adolescents. For adult
gender-dysphoric/gender-incongruent persons, the treating clinicians (collectively) should have
expertise in transgender-specific diagnostic criteria, mental health, primary care, hormone
treatment, and surgery, as needed by the patient. We suggest maintaining physiologic
levels of gender-appropriate hormones and monitoring for known risks and complications.
When high doses of sex steroids are required to suppress endogenous sex steroids and/or in
advanced age, clinicians may consider surgically removing natal gonads along with reducing sex
steroid treatment. Clinicians should monitor both transgender males (female to male) and
transgender females (male to female) for reproductive organ cancer risk when surgical removal
is incomplete. Additionally, clinicians should persistently monitor adverse effects of sex steroids. For
gender-affirming surgeries in adults, the treating physician must collaborate with and confirm the
criteria for treatment used by the referring physician. Clinicians should avoid harming individuals (via
hormone treatment) who have conditions other than gender dysphoria/gender incongruence and
who may not benefit from the physical changes associated with this treatment. (J Clin Endocrinol
Metab 102: 3869-3903, 2017)

1.2. We advise that only MHPs who meet the fol-
lowing criteria should diagnose GD/gender in-
congruence in children and adolescents: (1)
training in child and adolescent developmental

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869
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fessionals (MHPs) who meet the following cri-
teria should diagnose gender dysphoria (GD)/
gender incongruence in adults: (1) competence
in using the Diagnostic and Statistical Manual
of Mental Disorders (DSM) and/or the In-
ternational Statistical Classification of Diseases
and Related Health Problems (ICD) for di-
agnostic purposes, (2) the ability to diagnose GD/
gender incongruence and make a distinction
between GD/gender incongruence and conditions
that have similar features (e.g., body dysmorphic
disorder), (3) training in diagnosing psychiatric
conditions, (4) the ability to undertake or refer
for appropriate treatment, (5) the ability to
psychosocially assess the person’s understanding,
mental health, and social conditions that can
impact gender-affirming hormone therapy, and
(6) a practice of regularly attending relevant
professional meetings. (Ungraded Good Practice
Statement)

1.3.

psychology and psychopathology, (2) competence
in using the DSM and/or the ICD for diagnostic
purposes, (3) the ability to make a distinction
between GD/gender incongruence and conditions
that have similar features (e.g., body dysmorphic
disorder), (4) training in diagnosing psychiatric
conditions, (5) the ability to undertake or refer for
appropriate treatment, (6) the ability to psycho-
socially assess the person’s understanding and
social conditions that can impact gender-affirming
hormone therapy, (7) a practice of regularly at-
tending relevant professional meetings, and (8)
knowledge of the criteria for puberty blocking and
gender-affirming hormone treatment in adoles-
cents. (Ungraded Good Practice Statement)

We advise that decisions regarding the social
transition of prepubertal youths with GD/gender
incongruence are made with the assistance of
an MHP or another experienced professional.
(Ungraded Good Practice Statement).
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1.4. We recommend against puberty blocking and

gender-affirming hormone treatment in pre-
pubertal children with GD/gender incongruence.
(1 1BdO0)

. We recommend that clinicians inform and
counsel all individuals seeking gender-affirming
medical treatment regarding options for fertility
preservation prior to initiating puberty sup-
pression in adolescents and prior to treating with
hormonal therapy of the affirmed gender in both
adolescents and adults. (1 |BHBO)

2.0 Treatment of adolescents

. We suggest that adolescents who meet diagnostic
criteria for GD/gender incongruence, fulfill cri-
teria for treatment, and are requesting treatment
should initially undergo treatment to suppress
pubertal development. (2 |HPHOO)

https://academic.oup.com/jcem 3871

the criteria for the endocrine phase of gender
transition before beginning treatment. (1 |5HPO)

. We recommend that clinicians evaluate and ad-

dress medical conditions that can be exacerbated
by hormone depletion and treatment with sex
hormones of the affirmed gender before begin-
ning treatment. (1 |HHDO)

. We suggest that clinicians measure hormone

levels during treatment to ensure that endog-
enous sex steroids are suppressed and admin-
istered sex steroids are maintained in the
normal physiologic range for the affirmed
gender. (2 |HHOO)

. We suggest that endocrinologists provide edu-

cation to transgender individuals undergoing
treatment about the onset and time course of
physical changes induced by sex hormone
treatment. (2 [HOOO)

2.2. We suggest that clinicians begin pubertal hor-
mone suppression after girls and boys first exhibit
physical changes of puberty. (2 |HHO0)

4.0 Adverse outcome prevention and long-term care

4.1. We suggest regular clinical evaluation for phys-

. We recommend that, where indicated, GnRH
analogues are used to suppress pubertal hor-
mones. (1 [HHOO)

. In adolescents who request sex hormone treat-
ment (given this is a partly irreversible treatment),
we recommend initiating treatment using a
gradually increasing dose schedule after a mul-
tidisciplinary team of medical and MHPs has
confirmed the persistence of GD/gender in-
congruence and sufficient mental capacity to give
informed consent, which most adolescents have
by age 16 years. (1 [BHOO).

. We recognize that there may be compelling
reasons to initiate sex hormone treatment prior
to the age of 16 years in some adolescents with GD/
gender incongruence, even though there are
minimal published studies of gender-affirming
hormone treatments administered before age 13.5
to 14 years. As with the care of adolescents
=16 years of age, we recommend that an ex-
pert multidisciplinary team of medical and
MHPs manage this treatment. (1 [O00)

. We suggest monitoring clinical pubertal devel-
opment every 3 to 6 months and laboratory
parameters every 6 to 12 months during sex
hormone treatment. (2 |HBOO)

ical changes and potential adverse changes in
response to sex steroid hormones and laboratory
monitoring of sex steroid hormone levels every
3 months during the first year of hormone
therapy for transgender males and females and
then once or twice yearly. (2 |HHO0)

. We suggest periodically monitoring prolactin

levels in transgender females treated with estro-
gens. (2 |&E00)

. We suggest that clinicians evaluate transgender

persons treated with hormones for cardiovas-
cular risk factors using fasting lipid profiles, di-
abetes screening, and/or other diagnostic tools.
(2 lP00)

. We recommend that clinicians obtain bone

mineral density (BMD) measurements when risk
factors for osteoporosis exist, specifically in those
who stop sex hormone therapy after gonadec-
tomy. (1 IPEO0)

. We suggest that transgender females with no

known increased risk of breast cancer follow
breast-screening guidelines recommended for
non-transgender females. (2 |HSHO0)

. We suggest that transgender females treated

with estrogens follow individualized screening
according to personal risk for prostatic disease
and prostate cancer. (2 [BOOO)

4.7. We advise that clinicians determine the medical

3.0 Hormonal therapy for transgender adults . . .
necessity of including a total hysterectomy and

oophorectomy as part of gender-affirming sur-

gery. (Ungraded Good Practice Statement)

3.1. We recommend that clinicians confirm the di-
agnostic criteria of GD/gender incongruence and
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5.0 Surgery for sex reassignment and
gender confirmation

5.1. We recommend that a patient pursue genital
gender-affirming surgery only after the MHP and
the clinician responsible for endocrine transition
therapy both agree that surgery is medically
necessary and would benefit the patient’s overall
health and/or well-being. (1 |&HOO)

5.2. We advise that clinicians approve genital gender-
affirming surgery only after completion of at least
1 year of consistent and compliant hormone
treatment, unless hormone therapy is not desired
or medically contraindicated. (Ungraded Good
Practice Statement)

5.3. We advise that the clinician responsible for en-
docrine treatment and the primary care provider
ensure appropriate medical clearance of trans-
gender individuals for genital gender-affirming
surgery and collaborate with the surgeon re-
garding hormone use during and after surgery.
(Ungraded Good Practice Statement)

5.4. We recommend that clinicians refer hormone-
treated transgender individuals for genital sur-
gery when: (1) the individual has had a satisfactory
social role change, (2) the individual is satisfied
about the hormonal effects, and (3) the individual
desires definitive surgical changes. (1 I60O00)

5.5. We suggest that clinicians delay gender-affirming
genital surgery involving gonadectomy and/or
hysterectomy until the patient is at least 18
years old or legal age of majority in his or her
country. (2 196B00).

5.6. We suggest that clinicians determine the timing of
breast surgery for transgender males based upon
the physical and mental health status of the in-
dividual. There is insufficient evidence to rec-
ommend a specific age requirement. (2 ISO00)

Changes Since the Previous Guideline

Both the current guideline and the one published in 2009
contain similar sections. Listed here are the sections
contained in the current guideline and the corresponding
number of recommendations: Introduction, Evaluation
of Youth and Adults (5), Treatment of Adolescents (6),
Hormonal Therapy for Transgender Adults (4), Adverse
Outcomes Prevention and Long-term Care (7), and
Surgery for Sex Reassignment and Gender Confirmation
(6). The current introduction updates the diagnostic
classification of “gender dysphoria/gender incongru-
ence.” Italso reviews the development of “gender identity”
and summarizes its natural development. The section on
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clinical evaluation of both youth and adults, defines in
detail the professional qualifications required of those
who diagnose and treat both adolescents and adults.
We advise that decisions regarding the social transition
of prepubertal youth are made with the assistance of a
mental health professional or similarly experienced
professional. We recommend against puberty blocking
followed by gender-affirming hormone treatment of pre-
pubertal children. Clinicians should inform pubertal
children, adolescents, and adults seeking gender-
confirming treatment of their options for fertility preser-
vation. Prior to treatment, clinicians should evaluate the
presence of medical conditions that may be worsened
by hormone depletion and/or treatment. A multidis-
ciplinary team, preferably composed of medical and
mental health professionals, should monitor treat-
ments. Clinicians evaluating transgender adults for
endocrine treatment should confirm the diagnosis of
persistent gender dysphoria/gender
Physicians should educate transgender persons re-
garding the time course of steroid-induced physical
changes. Treatment should include periodic monitoring of
hormone levels and metabolic parameters, as well as as-
sessments of bone density and the impact upon prostate,
gonads, and uterus. We also make recommendations for
transgender persons who plan genital gender-affirming

incongruence.

surgery.

Method of Development of Evidence-Based
Clinical Practice Guidelines

The Clinical Guidelines Subcommittee (CGS) of the Endocrine
Society deemed the diagnosis and treatment of individuals with
GD/gender incongruence a priority area for revision and
appointed a task force to formulate evidence-based recom-
mendations. The task force followed the approach recom-
mended by the Grading of Recommendations, Assessment,
Development, and Evaluation group, an international group
with expertise in the development and implementation of
evidence-based guidelines (1). A detailed description of the
grading scheme has been published elsewhere (2). The task force
used the best available research evidence to develop the rec-
ommendations. The task force also used consistent language
and graphical descriptions of both the strength of a recom-
mendation and the quality of evidence. In terms of the strength
of the reccommendation, strong recommendations use the phrase
“we recommend” and the number 1, and weak recommenda-
tions use the phrase “we suggest” and the number 2. Cross-filled
circles indicate the quality of the evidence, such that OO0
denotes very low—quality evidence; GBOO, low quality;
BPPO, moderate quality; and PHDP, high quality. The task
force has confidence that persons who receive care according to
the strong recommendations will derive, on average, more
benefit than harm. Weak recommendations require more
careful consideration of the person’s circumstances, values, and
preferences to determine the best course of action. Linked to
each recommendation is a description of the evidence and the
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values that the task force considered in making the recom-
mendation. In some instances, there are remarks in which the
task force offers technical suggestions for testing conditions,
dosing, and monitoring. These technical comments reflect the
best available evidence applied to a typical person being treated.
Often this evidence comes from the unsystematic observations
of the task force and their preferences; therefore, one should
consider these remarks as suggestions.

In this guideline, the task force made several statements to
emphasize the importance of shared decision-making, general
preventive care measures, and basic principles of the treatment
of transgender persons. They labeled these “Ungraded Good
Practice Statement.” Direct evidence for these statements was
either unavailable or not systematically appraised and consid-
ered out of the scope of this guideline. The intention of these
statements is to draw attention to these principles.

The Endocrine Society maintains a rigorous conflict-of-
interest review process for developing clinical practice guide-
lines. All task force members must declare any potential
conflicts of interest by completing a conflict-of-interest form.
The CGS reviews all conflicts of interest before the Society’s
Council approves the members to participate on the task force
and periodically during the development of the guideline. All
others participating in the guideline’s development must also
disclose any conflicts of interest in the matter under study, and
most of these participants must be without any conflicts of
interest. The CGS and the task force have reviewed all disclo-
sures for this guideline and resolved or managed all identified
conflicts of interest.

Conflicts of interest are defined as remuneration in any
amount from commercial interests; grants; research support;
consulting fees; salary; ownership interests [e.g., stocks and
stock options (excluding diversified mutual funds)]; honoraria
and other payments for participation in speakers’ bureaus,
advisory boards, or boards of directors; and all other financial
benefits. Completed forms are available through the Endocrine
Society office.

The Endocrine Society provided the funding for this
guideline; the task force received no funding or remuneration
from commercial or other entities.

Commissioned Systematic Review

The task force commissioned two systematic reviews to
support this guideline. The first one aimed to summarize
the available evidence on the effect of sex steroid use in
transgender individuals on lipids and cardiovascular
outcomes. The review identified 29 eligible studies at
moderate risk of bias. In transgender males (female to
male), sex steroid therapy was associated with a statis-
tically significant increase in serum triglycerides and
low-density lipoprotein cholesterol levels. High-density
lipoprotein cholesterol levels decreased significantly
across all follow-up time periods. In transgender females
(male to female), serum triglycerides were significantly
higher without any changes in other parameters. Few
myocardial infarction, stroke, venous thromboembolism
(VTE), and death events were reported. These events were
more frequent in transgender females. However, the

https://academic.oup.com/jcem 3873

quality of the evidence was low. The second review
summarized the available evidence regarding the effect of
sex steroids on bone health in transgender individuals
and identified 13 studies. In transgender males, there was
no statistically significant difference in the lumbar spine,
femoral neck, or total hip BMD at 12 and 24 months
compared with baseline values before initiating mascu-
linizing hormone therapy. In transgender females, there
was a statistically significant increase in lumbar spine
BMD at 12 months and 24 months compared with
baseline values before initiation of feminizing hormone
therapy. There was minimal information on fracture
rates. The quality of evidence was also low.

Introduction

Throughout recorded history (in the absence of an en-
docrine disorder) some men and women have experi-
enced confusion and anguish resulting from rigid, forced
conformity to sexual dimorphism. In modern history,
there have been numerous ongoing biological, psycho-
logical, cultural, political, and sociological debates over
various aspects of gender variance. The 20th century
marked the emergence of a social awakening for men and
women with the belief that they are “trapped” in the
wrong body (3). Magnus Hirschfeld and Harry Benja-
min, among others, pioneered the medical responses to
those who sought relief from and a resolution to their
profound discomfort. Although the term transsexual
became widely known after Benjamin wrote “The
Transsexual Phenomenon” (4), it was Hirschfeld who
coined the term “transsexual” in 1923 to describe people
who want to live a life that corresponds with their ex-
perienced gender vs their designated gender (5). Magnus
Hirschfeld (6) and others (4, 7) have described other types
of trans phenomena besides transsexualism. These early
researchers proposed that the gender identity of these
people was located somewhere along a unidimensional
continuum. This continuum ranged from all male
through “something in between” to all female. Yet such a
classification does not take into account that people may
have gender identities outside this continuum. For in-
stance, some experience themselves as having both a male
and female gender identity, whereas others completely
renounce any gender classification (8, 9). There are also
reports of individuals experiencing a continuous and
rapid involuntary alternation between a male and female
identity (10) or men who do not experience themselves as
men but do not want to live as women (11, 12). In some
countries, (e.g., Nepal, Bangladesh, and Australia), these
nonmale or nonfemale genders are officially recognized
(13). Specific treatment protocols, however, have not yet
been developed for these groups.
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Instead of the term transsexualism, the current
classification system of the American Psychiatric As-
sociation uses the term gender dysphoria in its di-
agnosis of persons who are not satisfied with their
designated gender (14). The current version of the
World Health Organization’s ICD-10 still uses the term
transsexualism when diagnosing adolescents and
adults. However, for the ICD-11, the World Health
Organization has proposed using the term “gender in-
congruence” (15).

Treating persons with GD/gender incongruence (15)
was previously limited to relatively ineffective elixirs or
creams. However, more effective endocrinology-based
treatments became possible with the availability of
testosterone in 1935 and diethylstilbestrol in 1938.
Reports of individuals with GD/gender incongruence
who were treated with hormones and gender-affirming
surgery appeared in the press during the second half of
the 20th century. The Harry Benjamin International
Gender Dysphoria Association was founded in Sep-
tember 1979 and is now called the World Professional
Association for Transgender Health (WPATH). WPATH
published its first Standards of Care in 1979. These
standards have since been regularly updated, providing
guidance for treating persons with GD/gender in-
congruence (16).

Prior to 1975, few peer-reviewed articles were pub-
lished concerning endocrine treatment of transgender
persons. Since then, more than two thousand articles
about various aspects of transgender care have appeared.

It is the purpose of this guideline to make detailed
recommendations and suggestions, based on existing
medical literature and clinical experience, that will enable
treating physicians to maximize benefit and minimize risk
when caring for individuals diagnosed with GD/gender
incongruence.

In the future, we need more rigorous evaluations of the
effectiveness and safety of endocrine and surgical pro-
tocols. Specifically, endocrine treatment protocols for
GD/gender incongruence should include the careful as-
sessment of the following: (1) the effects of prolonged
delay of puberty in adolescents on bone health, gonadal
function, and the brain (including effects on cognitive,
emotional, social, and sexual development); (2) the ef-
fects of treatment in adults on sex hormone levels; (3)
the requirement for and the effects of progestins and
other agents used to suppress endogenous sex ste-
roids during treatment; and (4) the risks and benefits
of gender-affirming hormone treatment in older trans-
gender people.

To successfully establish and enact these protocols,
a commitment of mental health and endocrine investi-
gators is required to collaborate in long-term, large-scale
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studies across countries that use the same diagnostic and
inclusion criteria, medications, assay methods, and re-
sponse assessment tools (e.g., the European Network for
the Investigation of Gender Incongruence) (17, 18).

Terminology and its use vary and continue to evolve.
Table 1 contains the definitions of terms as they are used
throughout this guideline.

Biological Determinants of Gender
Identity Development

One’s self-awareness as male or female changes
gradually during infant life and childhood. This pro-
cess of cognitive and affective learning evolves with
interactions with parents, peers, and environment. A
fairly accurate timetable exists outlining the steps in
this process (19). Normative psychological literature,
however, does not address if and when gender identity
becomes crystallized and what factors contribute to
the development of a gender identity that is not con-
gruent with the gender of rearing. Results of studies
from a variety of biomedical disciplines—genetic,
endocrine, and neuroanatomic—support the concept
that gender identity and/or gender expression (20)
likely reflect a complex interplay of biological, envi-
ronmental, and cultural factors (21, 22).

With respect to endocrine considerations, studies
have failed to find differences in circulating levels of sex
steroids between transgender and nontransgender in-
dividuals (23). However, studies in individuals with a
disorder/difference of sex development (DSD) have in-
formed our understanding of the role that hormones
may play in gender identity outcome, even though most
persons with GD/gender incongruence do not have
a DSD. For example, although most 46,XX adult in-
dividuals with virilizing congenital adrenal hyperplasia
caused by mutations in CYP21A2 reported a female
gender identity, the prevalence of GD/gender in-
congruence was much greater in this group than in the
general population without a DSD. This supports the
concept that there is a role for prenatal/postnatal an-
drogens in gender development (24-26), although some
studies indicate that prenatal androgens are more likely
to affect gender behavior and sexual orientation rather
than gender identity per se (27, 28).

Researchers have made similar observations regarding
the potential role of androgens in the development of gender
identity in other individuals with DSD. For example, a
review of two groups of 46,XY persons, each with an-
drogen synthesis deficiencies and female raised, reported
transgender male (female-to-male) gender role changes in
56% to 63% and 39% to 64% of patients, respectively
(29). Also, in 46,XY female-raised individuals with cloacal
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Table 1. Definitions of Terms Used in This Guideline

Biological sex, biological male or female: These terms refer to physical aspects of maleness and femaleness. As these may not be in line
with each other (e.g., a person with XY chromosomes may have female-appearing genitalia), the terms biological sex and biological
male or female are imprecise and should be avoided.

Cisgender: This means not transgender. An alternative way to describe individuals who are not transgender is “non-transgender
people.”

Gender-affirming (hormone) treatment: See "gender reassignment”

Gender dysphoria: This is the distress and unease experienced if gender identity and designated gender are not completely congruent
(see Table 2). In 2013, the American Psychiatric Association released the fifth edition of the DSM-5, which replaced “gender identity
disorder” with “gender dysphoria” and changed the criteria for diagnosis.

Gender expression: This refers to external manifestations of gender, expressed through one’s name, pronouns, clothing, haircut,
behavior, voice, or body characteristics. Typically, transgender people seek to make their gender expression align with their gender
identity, rather than their designated gender.

Gender identity/experienced gender: This refers to one’s internal, deeply held sense of gender. For transgender people, their gender
identity does not match their sex designated at birth. Most people have a gender identity of man or woman (or boy or girl). For some
people, their gender identity does not fit neatly into one of those two choices. Unlike gender expression (see below), gender identity is
not visible to others.

Gender identity disorder: This is the term used for GD/gender incongruence in previous versions of DSM (see “gender dysphoria”). The
ICD-10 still uses the term for diagnosing child diagnoses, but the upcoming ICD-11 has proposed using “gender incongruence of
childhood.”

Gender incongruence: This is an umbrella term used when the gender identity and/or gender expression differs from what is typically
associated with the designated gender. Gender incongruence is also the proposed name of the gender identity-related diagnoses in
ICD-11. Not all individuals with gender incongruence have gender dysphoria or seek treatment.

Gender variance: See "gender incongruence”

Gender reassignment: This refers to the treatment procedure for those who want to adapt their bodies to the experienced gender by
means of hormones and/or surgery. This is also called gender-confirming or gender-affirming treatment.

Gender-reassignment surgery (gender-confirming/gender-affirming surgery): These terms refer only to the surgical part of gender-
confirming/gender-affirming treatment.

Gender role: This refers to behaviors, attitudes, and personality traits that a society (in a given culture and historical period) designates as
masculine or feminine and/or that society associates with or considers typical of the social role of men or women.

Sex designated at birth: This refers to sex assigned at birth, usually based on genital anatomy.

Sex: This refers to attributes that characterize biological maleness or femaleness. The best known attributes include the sex-determining
genes, the sex chromosomes, the H-Y antigen, the gonads, sex hormones, internal and external genitalia, and secondary sex
characteristics.

Sexual orientation: This term describes an individual’s enduring physical and emotional attraction to another person. Gender identity and
sexual orientation are not the same. Irrespective of their gender identity, transgender people may be attracted to women (gynephilic),
attracted to men (androphilic), bisexual, asexual, or queer.

Transgender: This is an umbrella term for people whose gender identity and/or gender expression differs from what is typically associated
with their sex designated at birth. Not all transgender individuals seek treatment.

Transgender male (also. trans man, female-to-male, transgender male): This refers to individuals assigned female at birth but who
identify and live as men.

Transgender woman (also: trans woman, male-to female, transgender female): This refers to individuals assigned male at birth but who
identify and live as women.

Transition: This refers to the process during which transgender persons change their physical, social, and/or legal characteristics
consistent with the affirmed gender identity. Prepubertal children may choose to transition socially.

Transsexual: This is an older term that originated in the medical and psychological communities to refer to individuals who have
permanently transitioned through medical interventions or desired to do so.

exstrophy and penile agenesis, the occurrence of trans-
gender male changes was significantly more prevalent
than in the general population (30, 31). However, the fact
that a high percentage of individuals with the same
conditions did not change gender suggests that cultural
factors may play a role as well.

With respect to genetics and gender identity, several
studies have suggested heritability of GD/gender in-
congruence (32, 33). In particular, a study by Heylens
et al. (33) demonstrated a 39.1% concordance rate for
gender identity disorder (based on the DSM-1V criteria) in
23 monozygotic twin pairs but no concordance in 21
same-sex dizygotic or seven opposite-sex twin pairs.
Although numerous investigators have sought to identify

specific genes associated with GD/gender incongruence,
such studies have been inconsistent and without strong
statistical significance (34-38).

Studies focusing on brain structure suggest that the
brain phenotypes of people with GD/gender incongru-
ence differ in various ways from control males and fe-
males, but that there is not a complete sex reversal in
brain structures (39).

In summary, although there is much that is still
unknown with respect to gender identity and its ex-
pression, compelling studies support the concept that
biologic factors, in addition to environmental fac-
tors, contribute to this fundamental aspect of human
development.
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Natural History of Children With
GD/Gender Incongruence

With current knowledge, we cannot predict the psy-
chosexual outcome for any specific child. Prospective
follow-up studies show that childhood GD/gender in-
congruence does not invariably persist into adolescence
and adulthood (so-called “desisters”). Combining all
outcome studies to date, the GD/gender incongruence
of a minority of prepubertal children appears to persist
in adolescence (20, 40). In adolescence, a significant
number of these desisters identify as homosexual or
bisexual. It may be that children who only showed some
gender nonconforming characteristics have been in-
cluded in the follow-up studies, because the DSM-IV
text revision criteria for a diagnosis were rather broad.
However, the persistence of GD/gender incongruence
into adolescence is more likely if it had been extreme in
childhood (41, 42). With the newer, stricter criteria of
the DSM-5 (Table 2), persistence rates may well be
different in future studies.

1.0 Evaluation of Youth and Adults

Gender-affirming treatment is a multidisciplinary effort.
After evaluation, education, and diagnosis, treatment may
include mental health care, hormone therapy, and/or
surgical therapy. Together with an MHP, hormone-
prescribing clinicians should examine the psychosocial
impact of the potential changes on people’s lives, including
mental health, friends, family, jobs, and their role in so-
ciety. Transgender individuals should be encouraged to
experience living in the new gender role and assess whether
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this improves their quality of life. Although the focus of
this guideline is gender-affirming hormone therapy, col-
laboration with appropriate professionals responsible for
each aspect of treatment maximizes a successful outcome.

Diagnostic assessment and mental health care

GD/gender incongruence may be accompanied with
psychological or psychiatric problems (43-51). It is
therefore necessary that clinicians who prescribe hor-
mones and are involved in diagnosis and psychosocial
assessment meet the following criteria: (1) are competent
in using the DSM and/or the ICD for diagnostic pur-
poses, (2) are able to diagnose GD/gender incongruence
and make a distinction between GD/gender incongru-
ence and conditions that have similar features (e.g., body
dysmorphic disorder), (3) are trained in diagnosing
psychiatric conditions, (4) undertake or refer for ap-
propriate treatment, (5) are able to do a psychosocial
assessment of the patient’s understanding, mental
health, and social conditions that can impact gender-
affirming hormone therapy, and (6) regularly attend
relevant professional meetings.

Because of the psychological vulnerability of many
individuals with GD/gender incongruence, it is important
that mental health care is available before, during, and
sometimes also after transitioning. For children and
adolescents, an MHP who has training/experience in
child and adolescent gender development (as well as child
and adolescent psychopathology) should make the di-
agnosis, because assessing GD/gender incongruence in
children and adolescents is often extremely complex.

During assessment, the clinician obtains information from
the individual seeking gender-affirming treatment. In the case

Table 2.

DSM-5 Criteria for Gender Dysphoria in Adolescents and Adults

A. A marked incongruence between one’s experienced/expressed gender and natal gender of at least 6 mo in duration, as manifested by

at least two of the following:

1. A marked incongruence between one’s experienced/expressed gender and primary and/or secondary sex characteristics (or in
young adolescents, the anticipated secondary sex characteristics)

2. A strong desire to be rid of one’s primary and/or secondary sex characteristics because of a marked incongruence with one’s
experienced/expressed gender (or in young adolescents, a desire to prevent the development of the anticipated secondary sex

characteristics)

Ul bW

one's designated gender)

. A strong desire for the primary and/or secondary sex characteristics of the other gender

. A strong desire to be of the other gender (or some alternative gender different from one’s designated gender)

. A strong desire to be treated as the other gender (or some alternative gender different from one’s designated gender)

. A strong conviction that one has the typical feelings and reactions of the other gender (or some alternative gender different from

B. The condition is associated with clinically significant distress or impairment in social, occupational, or other important areas of

functioning.
Specify if:
1. The condition exists with a disorder of sex development.

2. The condition is posttransitional, in that the individual has transitioned to full-time living in the desired gender (with or without
legalization of gender change) and has undergone (or is preparing to have) at least one sex-related medical procedure or treatment
regimen—namely, regular sex hormone treatment or gender reassignment surgery confirming the desired gender (e.g.,
penectomy, vaginoplasty in natal males; mastectomy or phalloplasty in natal females).

Reference: American Psychiatric Association (14).
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of adolescents, the clinician also obtains informa-
tion from the parents or guardians regarding various
aspects of the child’s general and psychosexual devel-
opment and current functioning. On the basis of this
information, the clinician:

o decides whether the individual fulfills criteria for
treatment (see Tables 2 and 3) for GD/gender in-
congruence (DSM-5) or transsexualism (DSM-$
and/or ICD-10);

e informs the individual about the possibilities and
limitations of various kinds of treatment (hormonal/
surgical and nonhormonal), and if medical treat-
ment is desired, provides correct information to
prevent unrealistically high expectations;

o assesses whether medical interventions may result in
unfavorable psychological and social outcomes.

In cases in which severe psychopathology, circumstances,
or both seriously interfere with the diagnostic work or make
satisfactory treatment unlikely, clinicians should assist the
adolescent in managing these other issues. Literature on
postoperative regret suggests that besides poor quality of
surgery, severe psychiatric comorbidity and lack of support
may interfere with positive outcomes (52-56).

For adolescents, the diagnostic procedure usually
includes a complete psychodiagnostic assessment (57)
and an assessment of the decision-making capability of
the youth. An evaluation to assess the family’s ability to
endure stress, give support, and deal with the complex-
ities of the adolescent’s situation should be part of the
diagnostic phase (58).

Social transitioning

A change in gender expression and role (which may
involve living part time or full time in another gender role
that is consistent with one’s gender identity) may test the
person’s resolve, the capacity to function in the affirmed
gender, and the adequacy of social, economic, and psy-
chological supports. It assists both the individual and the
clinician in their judgments about how to proceed (16).
During social transitioning, the person’s feelings about
the social transformation (including coping with the re-
sponses of others) is a major focus of the counseling.
The optimal timing for social transitioning may differ
between individuals. Sometimes people wait until they
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start gender-affirming hormone treatment to make social
transitioning easier, but individuals increasingly start
social transitioning long before they receive medically
supervised, gender-affirming hormone treatment.

Criteria

Adolescents and adults seeking gender-affirming
hormone treatment and surgery should satisfy certain
criteria before proceeding (16). Criteria for gender-
affirming hormone therapy for adults are in Table 4,
and criteria for gender-affirming hormone therapy for
adolescents are in Table 5. Follow-up studies in adults
meeting these criteria indicate a high satisfaction rate
with treatment (59). However, the quality of evidence is
usually low. A few follow-up studies on adolescents who
fulfilled these criteria also indicated good treatment
results (60-63).

Recommendations for Those Involved
in the Gender-Affirming Hormone
Treatment of Individuals With
GD/Gender Incongruence

1.1. We advise that only trained MHPs who meet the
following criteria should diagnose GD/gender
incongruence in adults: (1) competence in using
the DSM and/or the ICD for diagnostic purposes,
(2) the ability to diagnose GD/gender incongru-
ence and make a distinction between GD/gender
incongruence and conditions that have similar
features (e.g., body dysmorphic disorder), (3)
training in diagnosing psychiatric conditions, (4)
the ability to undertake or refer for appropriate
treatment, (5) the ability to psychosocially assess
the person’s understanding, mental health, and
social conditions that can impact gender-affirming
hormone therapy, and (6) a practice of regularly
attending relevant professional meetings. (Un-
graded Good Practice Statement)

1.2. We advise that only MHPs who meet the fol-
lowing criteria should diagnose GD/gender in-
congruence in children and adolescents: (1)
training in child and adolescent developmental
psychology and psychopathology, (2) compe-
tence in using the DSM and/or ICD for diagnostic

Table 3. ICD-10 Criteria for Transsexualism

Transsexualism (F64.0) has three criteria:

1. The desire to live and be accepted as a member of the opposite sex, usually accompanied by the wish to make his or her body as
congruent as possible with the preferred sex through surgery and hormone treatments.

2. The transsexual identity has been present persistently for at least 2 .

3. The disorder is not a symptom of another mental disorder or a genetic, DSD, or chromosomal abnormality.
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Table 4. Criteria for Gender-Affirming Hormone Therapy for Adults

1. Persistent, well-documented gender dysphoria/gender incongruence

2. The capacity to make a fully informed decision and to consent for treatment

3. The age of majority in a given country (if younger, follow the criteria for adolescents)
4. Mental health concerns, if present, must be reasonably well controlled

Reproduced from World Professional Association for Transgender Health (16).

purposes, (3) the ability to make a distinction
between GD/gender incongruence and conditions
that have similar features (e.g., body dysmorphic
disorder), (4) training in diagnosing psychiatric
conditions, (35) the ability to undertake or refer for
appropriate treatment, (6) the ability to psycho-
socially assess the person’s understanding and
social conditions that can impact gender-affirming
hormone therapy, (7) a practice of regularly at-
tending relevant professional meetings, and (8)
knowledge of the criteria for puberty blocking
and gender-affirming hormone treatment in ad-
olescents. (Ungraded Good Practice Statement)

Evidence

Individuals with gender identity issues may have
psychological or psychiatric problems (43-48, 50, 51, 64,
65). It is therefore necessary that clinicians making the
diagnosis are able to make a distinction between GD/
gender incongruence and conditions that have similar
features. Examples of conditions with similar features are
body dysmorphic disorder, body identity integrity dis-
order (a condition in which individuals have a sense that
their anatomical configuration as an able-bodied person
is somehow wrong or inappropriate) (66), or certain
forms of eunuchism (in which a person is preoccupied
with or engages in castration and/or penectomy for

Table 5.

Criteria for Gender-Affirming Hormone Therapy for Adolescents

Adolescents are eligible for GnRH agonist treatment if:
1. A qualified MHP has confirmed that:

«the adolescent has demonstrated a long-lasting and intense pattern of gender nonconformity or gender dysphoria (whether

suppressed or expressed),
egender dysphoria worsened with the onset of puberty,

eany coexisting psychological, medical, or social problems that could interfere with treatment (e.g., that may compromise treatment
adherence) have been addressed, such that the adolescent’s situation and functioning are stable enough to start treatment,
«the adolescent has sufficient mental capacity to give informed consent to this (reversible) treatment,

2. And the adolescent:

«has been informed of the effects and side effects of treatment (including potential loss of fertility if the individual subsequently
continues with sex hormone treatment) and options to preserve fertility,

«has given informed consent and (particularly when the adolescent has not reached the age of legal medical consent, depending on
applicable legislation) the parents or other caretakers or guardians have consented to the treatment and are involved in supporting

the adolescent throughout the treatment process,

3. And a pediatric endocrinologist or other clinician experienced in pubertal assessment

eagrees with the indication for GnRH agonist treatment,

«has confirmed that puberty has started in the adolescent (Tanner stage =G2/B2),
«has confirmed that there are no medical contraindications to GnRH agonist treatment.

Adolescents are eligible for subsequent sex hormone treatment if:

1. A qualified MHP has confirmed:
«the persistence of gender dysphoria,

=any coexisting psychological, medical, or social problems that could interfere with treatment (e.g., that may compromise treatment
adherence) have been addressed, such that the adolescent’s situation and functioning are stable enough to start sex hormone

treatment,

«the adolescent has sufficient mental capacity (which most adolescents have by age 16 years) to estimate the consequences of this
(partly) irreversible treatment, weigh the benefits and risks, and give informed consent to this (partly) irreversible treatment,

2. And the adolescent:

«has been informed of the (irreversible) effects and side effects of treatment (including potential loss of fertility and options to preserve

fertility),

«has given informed consent and (particularly when the adolescent has not reached the age of legal medical consent, depending on
applicable legislation) the parents or other caretakers or guardians have consented to the treatment and are involved in supporting

the adolescent throughout the treatment process,

3. And a pediatric endocrinologist or other clinician experienced in pubertal induction:

eagrees with the indication for sex hormone treatment,

«has confirmed that there are no medical contraindications to sex hormone treatment.

Reproduced from World Professional Association for Transgender Health (16).
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reasons that are not gender identity related) (11). Clini-
cians should also be able to diagnose psychiatric condi-
tions accurately and ensure that these conditions are
treated appropriately, particularly when the conditions
may complicate treatment, affect the outcome of gender-
affirming treatment, or be affected by hormone use.

Values and preferences

The task force placed a very high value on avoiding
harm from hormone treatment in individuals who have
conditions other than GD/gender incongruence and who
may not benefit from the physical changes associated
with this treatment and placed a low value on any po-
tential benefit these persons believe they may derive from
hormone treatment. This justifies the good practice
statement.

1.3. We advise that decisions regarding the social
transition of prepubertal youths with GD/gender
incongruence are made with the assistance of
an MHP or another experienced professional.
(Ungraded Good Practice Statement).

1.4. We recommend against puberty blocking and
gender-affirming hormone treatment in pre-
pubertal children with GD/gender incongruence.
(1 1BdO0)

Evidence

In most children diagnosed with GD/gender in-
congruence, it did not persist into adolescence. The
percentages differed among studies, probably dependent
on which version of the DSM clinicians used, the patient’s
age, the recruitment criteria, and perhaps cultural factors.
However, the large majority (about 85%) of prepubertal
children with a childhood diagnosis did not remain GD/
gender incongruent in adolescence (20). If children have
completely socially transitioned, they may have great
difficulty in returning to the original gender role upon
entering puberty (40). Social transition is associated with
the persistence of GD/gender incongruence as a child
progresses into adolescence. It may be that the presence of
GD/gender incongruence in prepubertal children is the
earliest sign that a child is destined to be transgender as
an adolescent/adult (20). However, social transition (in
addition to GD/gender incongruence) has been found to
contribute to the likelihood of persistence.

This recommendation, however, does not imply that
children should be discouraged from showing gender-
variant behaviors or should be punished for exhibiting
such behaviors. In individual cases, an early complete
social transition may result in a more favorable out-
come, but there are currently no criteria to identify the

https://academic.oup.com/jcem 3879

GD/gender-incongruent children to whom this applies.
At the present time, clinical experience suggests that per-
sistence of GD/gender incongruence can only be reliably
assessed after the first signs of puberty.

Values and preferences

The task force placed a high value on avoiding harm
with gender-affirming hormone therapy in prepubertal
children with GD/gender incongruence. This justifies
the strong recommendation in the face of low-quality
evidence.

1.5. We recommend that clinicians inform and
counsel all individuals seeking gender-affirming
medical treatment regarding options for fertility
preservation prior to initiating puberty sup-
pression in adolescents and prior to treating with
hormonal therapy of the affirmed gender in both
adolescents and adults. (1 |PBBO)

Remarks

Persons considering hormone use for gender affir-
mation need adequate information about this treatment
in general and about fertility effects of hormone treatment
in particular to make an informed and balanced decision
(67, 68). Because young adolescents may not feel qual-
ified to make decisions about fertility and may not fully
understand the potential effects of hormonal interven-
tions, consent and protocol education should include
parents, the referring MHP(s), and other members of the
adolescent’s support group. To our knowledge, there are
no formally evaluated decision aids available to assist
in the discussion and decision regarding the future fertil-
ity of adolescents or adults beginning gender-affirming
treatment.

Treating early pubertal youth with GnRH analogs will
temporarily impair spermatogenesis and oocyte matu-
ration. Given that an increasing number of transgender
youth want to preserve fertility potential, delaying or
temporarily discontinuing GnRH analogs to promote
gamete maturation is an option. This option is often not
preferred, because mature sperm production is associated
with later stages of puberty and with the significant de-
velopment of secondary sex characteristics.

For those designated male at birth with GD/gender
incongruence and who are in early puberty, sperm pro-
duction and the development of the reproductive tract are
insufficient for the cryopreservation of sperm. However,
prolonged pubertal suppression using GnRH analogs is
reversible and clinicians should inform these individuals
that sperm production can be initiated following pro-
longed gonadotropin suppression. This can be accom-
plished by spontaneous gonadotropin recovery after
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cessation of GnRH analogs or by gonadotropin treat-
ment and will probably be associated with physical
manifestations of testosterone production, as stated
above. Note that there are no data in this population
concerning the time required for sufficient spermato-
genesis to collect enough sperm for later fertility. In males
treated for precocious puberty, spermarche was reported
0.7 to 3 years after cessation of GnRH analogs (69). In
adult men with gonadotropin deficiency, sperm are noted
in seminal fluid by 6 to 12 months of gonadotropin
treatment. However, sperm numbers when partners of
these patients conceive are far below the “normal range”
(70, 71).

In girls, no studies have reported long-term, adverse
effects of pubertal suppression on ovarian function after
treatment cessation (72, 73). Clinicians should inform
adolescents that no data are available regarding either
time to spontaneous ovulation after cessation of GnRH
analogs or the response to ovulation induction following
prolonged gonadotropin suppression.

In males with GD/gender incongruence, when medical
treatment is started in a later phase of puberty or in
adulthood, spermatogenesis is sufficient for cryopreser-
vation and storage of sperm. In vitro spermatogenesis is
currently under investigation. Restoration of spermato-
genesis after prolonged estrogen treatment has not
been studied.

In females with GD/gender incongruence, the effect of
prolonged treatment with exogenous testosterone on
ovarian function is uncertain. There have been reports of
an increased incidence of polycystic ovaries in trans-
gender males, both prior to and as a result of androgen
treatment (74-77), although these reports were not
confirmed by others (78). Pregnancy has been reported in
transgender males who have had prolonged androgen
treatment and have discontinued testosterone but have
not had genital surgery (79, 80). A reproductive endo-
crine gynecologist can counsel patients before gender-
affirming hormone treatment or surgery regarding
potential fertility options (81). Techniques for cryo-
preservation of oocytes, embryos, and ovarian tissue
continue to improve, and oocyte maturation of immature
tissue is being studied (82).

2.0 Treatment of Adolescents

During the past decade, clinicians have progressively
acknowledged the suffering of young adolescents with
GD/gender incongruence. In some forms of GD/gender
incongruence, psychological interventions may be useful
and sufficient. However, for many adolescents with GD/
gender incongruence, the pubertal physical changes are
unbearable. As early medical intervention may prevent

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons
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psychological harm, various clinics have decided to start
treating young adolescents with GD/gender incongruence
with puberty-suppressing medication (a GnRH analog).
As compared with starting gender-affirming treatment
long after the first phases of puberty, a benefit of pubertal
suppression at early puberty may be a better psycho-
logical and physical outcome.

In girls, the first physical sign of puberty is the budding
of the breasts followed by an increase in breast and fat
tissue. Breast development is also associated with the
pubertal growth spurt, and menarche occurs ~2 years
later. In boys, the first physical change is testicular
growth. A testicular volume =4 mL is seen as consistent
with the initiation of physical puberty. At the beginning
of puberty, estradiol and testosterone levels are still low
and are best measured in the early morning with an ul-
trasensitive assay. From a testicular volume of 10 mL,
daytime testosterone levels increase, leading to viriliza-
tion (83). Note that pubic hair and/or axillary hair/odor
may not reflect the onset of gonadarche; instead, it may
reflect adrenarche alone.

2.1. We suggest that adolescents who meet diagnostic
criteria for GD/gender incongruence, fulfill cri-
teria for treatment (Table 5), and are requesting
treatment should initially undergo treatment to
suppress pubertal development. (2 |HHOO)

2.2. We suggest that clinicians begin pubertal hor-
mone suppression after girls and boys first ex-
hibit physical changes of puberty (Tanner stages
G2/B2). (2 l®&®0O0)

Evidence

Pubertal suppression can expand the diagnostic phase
by a long period, giving the subject more time to explore
options and to live in the experienced gender before
making a decision to proceed with gender-affirming sex
hormone treatments and/or surgery, some of which is ir-
reversible (84, 85). Pubertal suppression is fully reversible,
enabling full pubertal development in the natal gender,
after cessation of treatment, if appropriate. The experience
of full endogenous puberty is an undesirable condition for
the GD/gender-incongruent individual and may seri-
ously interfere with healthy psychological functioning
and well-being. Treating GD/gender-incongruent ad-
olescents entering puberty with GnRH analogs has
been shown to improve psychological functioning in
several domains (86).

Another reason to start blocking pubertal hormones
early in puberty is that the physical outcome is improved
compared with initiating physical transition after puberty
has been completed (60, 62). Looking like a man or
woman when living as the opposite sex creates difficult
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barriers with enormous life-long disadvantages. We
therefore advise starting suppression in early puberty to
prevent the irreversible development of undesirable sec-
ondary sex characteristics. However, adolescents with
GD/gender incongruence should experience the first
changes of their endogenous spontaneous puberty, be-
cause their emotional reaction to these first physical
changes has diagnostic value in establishing the persis-
tence of GD/gender incongruence (85). Thus, Tanner
stage 2 is the optimal time to start pubertal suppression.
However, pubertal suppression treatment in early pu-
berty will limit the growth of the penis and scrotum,
which will have a potential effect on future surgical
treatments (87).

Clinicians can also use pubertal suppression in ado-
lescents in later pubertal stages to stop menses in trans-
gender males and prevent facial hair growth in
transgender females. However, in contrast to the effects
in early pubertal adolescents, physical sex characteristics
(such as more advanced breast development in trans-
gender boys and lowering of the voice and outgrowth of
the jaw and brow in transgender girls) are not reversible.

Values and preferences

These recommendations place a high value on
avoiding an unsatisfactory physical outcome when sec-
ondary sex characteristics have become manifest and
irreversible, a higher value on psychological well-being,
and a lower value on avoiding potential harm from early
pubertal suppression.

Remarks

Table 6 lists the Tanner stages of breast and male
genital development. Careful documentation of hall-
marks of pubertal development will ensure precise timing
when initiating pubertal suppression once puberty has
started. Clinicians can use pubertal LH and sex steroid
levels to confirm that puberty has progressed sufficiently
before starting pubertal suppression (88). Reference

https://academic.oup.com/jcem 3881

ranges for sex steroids by Tanner stage may vary
depending on the assay used. Ultrasensitive sex steroid
and gonadotropin assays will help clinicians document
early pubertal changes.

Irreversible and, for GD/gender-incongruent adoles-
cents, undesirable sex characteristics in female puberty
are breasts, female body habitus, and, in some cases,
relative short stature. In male puberty, they are a
prominent Adam’s apple; low voice; male bone config-
uration, such as a large jaw, big feet and hands, and tall
stature; and male hair pattern on the face and extremities.

2.3. We recommend that, where indicated, GnRH
analogues are used to suppress pubertal hor-
mones. (1 IEHOO)

Evidence

Clinicians can suppress pubertal development and
gonadal function most effectively via gonadotropin
suppression using GnRH analogs. GnRH analogs are
long-acting agonists that suppress gonadotropins by
GnRH receptor desensitization after an initial increase of
gonadotropins during ~10 days after the first and (to a
lesser degree) the second injection (89). Antagonists
immediately suppress pituitary gonadotropin secretion
(90, 91). Long-acting GnRH analogs are the currently
preferred treatment option. Clinicians may consider long-
acting GnRH antagonists when evidence on their safety
and efficacy in adolescents becomes available.

During GnRH analog treatment, slight development
of secondary sex characteristics may regress, and in a
later phase of pubertal development, it will stop. In girls,
breast tissue will become atrophic, and menses will stop.
In boys, virilization will stop, and testicular volume may
decrease (92).

An advantage of using GnRH analogs is the reversibility
of the intervention. If, after extensive exploration of his/her
transition wish, the individual no longer desires transition,
they can discontinue pubertal suppression. In subjects with

Table 6. Tanner Stages of Breast Development and Male External Genitalia

The description of Tanner stages for breast development:
1. Prepubertal

2. Breast and papilla elevated as small mound; areolar diameter increased

3. Breast and areola enlarged, no contour separation
4. Areola and papilla form secondary mound

5. Mature; nipple projects, areola part of general breast contour

For penis and testes:
1. Prepubertal, testicular volume <4 mL

2. Slight enlargement of penis; enlarged scrotum, pink, texture altered, testes 4-6 mL

3. Penis longer, testes larger (8-12 mL)

4. Penis and glans larger, including increase in breadth; testes larger (12-15 mL), scrotum dark

5. Penis adult size; testicular volume > 15 ml

Adapted from Lawrence (56).
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precocious puberty, spontaneous pubertal development
has been shown to resume after patients discontinue taking
GnRH analogs (93).

Recommendations 2.1 to 2.3 are supported by a
prospective follow-up study from The Netherlands. This
report assessed mental health outcomes in 55 transgender
adolescents/young adults (22 transgender females and 33
transgender males) at three time points: (1) before the
start of GnRH agonist (average age of 14.8 years at start
of treatment), (2) at initiation of gender-affirming hor-
mones (average age of 16.7 years at start of treatment),
and (3) 1 year after “gender-reassignment surgery”
(average age of 20.7 years) (63). Despite a decrease in
depression and an improvement in general mental health
functioning, GD/gender incongruence persisted through
pubertal suppression, as previously reported (86). How-
ever, following sex hormone treatment and gender-
reassignment surgery, GD/gender incongruence was
resolved and psychological functioning steadily improved
(63). Furthermore, well-being was similar to or better than
that reported by age-matched young adults from the
general population, and none of the study participants
regretted treatment. This study represents the first long-
term follow-up of individuals managed according to
currently existing clinical practice guidelines for trans-
gender youth, and it underscores the benefit of the mul-
tidisciplinary approach pioneered in The Netherlands;
however, further studies are needed.

Side effects

The primary risks of pubertal suppression in GD/
gender-incongruent adolescents may include adverse ef-
fects on bone mineralization (which can theoretically be
reversed with sex hormone treatment), compromised
fertility if the person subsequently is treated with sex
hormones, and unknown effects on brain development.
Few data are available on the effect of GnRH analogs on
BMD in adolescents with GD/gender incongruence. Ini-
tial data in GD/gender-incongruent subjects demon-
strated no change of absolute areal BMD during 2 years
of GnRH analog therapy but a decrease in BMD z scores
(85). A recent study also suggested suboptimal bone
mineral accrual during GnRH analog treatment. The
study reported a decrease in areal BMD z scores and of
bone mineral apparent density z scores (which takes the
size of the bone into account) in 19 transgender males
treated with GnRH analogs from a mean age of 15.0
years (standard deviation = 2.0 years) for a median du-
ration of 1.5 years (0.3 to 5.2 years) and in 15 transgender
females treated from 14.9 (=1.9) years for 1.3 years (0.5
to 3.8 years), although not all changes were statistically
significant (94). There was incomplete catch-up at age 22
years after sex hormone treatment from age 16.6 (=1.4)
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years for a median duration of 5.8 years (3.0 to 8.0 years)
in transgender females and from age 16.4 (=2.3) years for
5.4 years (2.8 to 7.8 years) in transgender males. Little is
known about more prolonged use of GnRH analogs.
Researchers reported normal BMD z scores at age 35
years in one individual who used GnRH analogs from age
13.7 years until age 18.6 years before initiating sex
hormone treatment (65).

Additional data are available from individuals with
late puberty or GnRH analog treatment of other in-
dications. Some studies reported that men with consti-
tutionally delayed puberty have decreased BMD in
adulthood (95). However, other studies reported that
these men have normal BMD (96, 97). Treating adults
with GnRH analogs results in a decrease of BMD (98). In
children with central precocious puberty, treatment with
GnRH analogs has been found to result in a decrease of
BMD during treatment by some (99) but not others (100).
Studies have reported normal BMD after discontinuing
therapy (69, 72, 73, 101, 102). In adolescents treated
with growth hormone who are small for gestational age
and have normal pubertal timing, 2-year GnRH analog
treatments did not adversely affect BMD (103). Calcium
supplementation may be beneficial in optimizing bone
health in GnRH analog—treated individuals (104). There
are no studies of vitamin D supplementation in this
context, but clinicians should offer supplements to vi-
tamin D-deficient adolescents. Physical activity, espe-
cially during growth, is important for bone mass in
healthy individuals (103) and is therefore likely to be
beneficial for bone health in GnRH analog-treated
subjects.

GnRH analogs did not induce a change in body
mass index standard deviation score in GD/gender-
incongruent adolescents (94) but caused an increase in
fat mass and decrease in lean body mass percentage (92).
Studies in girls treated for precocious puberty also
reported a stable body mass index standard deviation
score during treatment (72) and body mass index and
body composition comparable to controls after treat-
ment (73).

Arterial hypertension has been reported as an adverse
effect in a few girls treated with GnRH analogs for
precocious/early puberty (105, 106). Blood pressure
monitoring before and during treatment is recommended.

Individuals may also experience hot flashes, fatigue,
and mood alterations as a consequence of pubertal
suppression. There is no consensus on treatment of these
side effects in this context.

It is recommended that any use of pubertal blockers
(and subsequent use of sex hormones, as detailed below)
include a discussion about implications for fertility (see
recommendation 1.3). Transgender adolescents may
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want to preserve fertility, which may be otherwise
compromised if puberty is suppressed at an early stage
and the individual completes phenotypic transition with
the use of sex hormones.

Limited data are available regarding the effects of
GnRH analogs on brain development. A single cross-
sectional study demonstrated no compromise of execu-
tive function (107), but animal data suggest there may be
an effect of GnRH analogs on cognitive function (108).

Values and preferences

Our recommendation of GnRH analogs places a higher
value on the superior efficacy, safety, and reversibility of
the pubertal hormone suppression achieved (as compared
with the alternatives) and a relatively lower value on
limiting the cost of therapy. Of the available alternatives,
depot and oral progestin preparations are effective. Ex-
perience with this treatment dates back prior to the
emergence of GnRH analogs for treating precocious pu-
berty in papers from the 1960s and early 1970s (109-112).
These compounds are usually safe, but some side effects
have been reported (113-115). Only two recent studies
involved transgender youth (116, 117). One of these
studies described the use of oral lynestrenol monotherapy
followed by the addition of testosterone treatment in
transgender boys who were at Tanner stage B4 or further
atthe start of treatment (117). They found lynestrenol safe,
but gonadotropins were not fully suppressed. The study
reported metrorrhagia in approximately half of the in-
dividuals, mainly in the first 6 months. Acne, headache,
hot flashes, and fatigue were other frequent side effects.
Another progestin that has been studied in the United
States is medroxyprogesterone. This agent is not as ef-
fective as GnRH analogs in lowering endogenous sex
hormones either and may be associated with other side
effects (116). Progestin preparations may be an acceptable
treatment for persons without access to GnRH analogs or
with a needle phobia. If GnRH analog treatment is not
available (insurance denial, prohibitive cost, or other
reasons), postpubertal, transgender female adolescents
may be treated with an antiandrogen that directly sup-
presses androgen synthesis or action (see adult section).

https://academic.oup.com/jcem 3883

Remarks

Measurements of gonadotropin and sex steroid levels
give precise information about gonadal axis suppression,
although there is insufficient evidence for any specific
short-term monitoring scheme in children treated with
GnRH analogs (88). If the gonadal axis is not completely
suppressed—as evidenced by (for example) menses, erec-
tions, or progressive hair growth—the interval of GnRH
analog treatment can be shortened or the dose increased.
During treatment, adolescents should be monitored for
negative effects of delaying puberty, including a halted
growth spurt and impaired bone mineral accretion. Table 7
illustrates a suggested clinical protocol.

Anthropometric measurements and X-rays of the left
hand to monitor bone age are informative for evaluating
growth. To assess BMD, clinicians can perform dual-
energy X-ray absorptiometry scans.

2.4. In adolescents who request sex hormone treat-
ment (given this is a partly irreversible treatment),
we recommend initiating treatment using a
gradually increasing dose schedule (see Table 8)
after a multidisciplinary team of medical and
MHPs has confirmed the persistence of GD/
gender incongruence and sufficient mental ca-
pacity to give informed consent, which most
adolescents have by age 16 years (Table 5).
(1 le®00)

2.5. We recognize that there may be compelling
reasons to initiate sex hormone treatment prior to
the age of 16 years in some adolescents with GD/
gender incongruence, even though there are
minimal published studies of gender-affirming
hormone treatments administered before age
13.5 to 14 years. As with the care of adolescents
=16 years of age, we recommend that an expert
multidisciplinary team of medical and MHPs
manage this treatment. (1 [HOOQ)

2.6. We suggest monitoring clinical pubertal devel-
opment every 3 to 6 months and laboratory
parameters every 6 to 12 months during sex
hormone treatment (Table 9). (2 |HHOO)

Table 7.

Baseline and Follow-Up Protocol During Suppression of Puberty

Every 3-6 mo

Anthropometry: height, weight, sitting height, blood pressure, Tanner stages

Every 6-12 mo
Laboratory: LH, FSH, E2/T, 250H vitamin D
Every 1-2y
Bone density using DXA
Bone age on X-ray of the left hand (if clinically indicated)

Adapted from Hembree et al. (118).

Abbreviations: DXA, dual-energy X-ray absorptiometry; E2, estradiol; FSH, follicle stimulating hormone; LH, luteinizing hormone; T, testosterone;
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Table 8. Protocol Induction of Puberty

Induction of female puberty with oral 178-estradiol, increasing the dose every 6 mo:

5 pg/kg/d

10 pg/kg/d

15 pg/kg/d

20 pg/kg/d

Adult dose = 2-6 mg/d

In postpubertal transgender female adolescents, the dose of 17B-estradiol can be increased more rapidly:

1 mg/d for 6 mo
2 mg/d

Induction of female puberty with transdermal 178-estradiol, increasing the dose every 6 mo (new patch is placed every 3.5 d):

6.25-12.5 wg/24 h (cut 25-pg patch into quarters, then halves)

25 pg/24 h

37.5 png/l24 h

Adult dose = 50-200 wg/24 h

For alternatives once at adult dose, see Table 11.

Adjust maintenance dose to mimic physiological estradiol levels (see Table 15).

Induction of male puberty with testosterone esters increasing the dose every 6 mo (IM or SC):
25 mg/m2/2 wk (or alternatively, half this dose weekly, or double the dose every 4 wk)

50 mg/m?/2 wk

75 mg/m?/2 wk

100 mg/m?/2 wk

Adult dose = 100-200 mg every 2 wk

In postpubertal transgender male adolescents the dose of testosterone esters can be increased more rapidly:

75 mg/2 wk for 6 mo
125 mg/2 wk
For alternatives once at adult dose, see Table 11.

Adjust maintenance dose to mimic physiological testosterone levels (see Table 14).

Adapted from Hembree et al. (118).
Abbreviations: IM, intramuscularly; SC, subcutaneously.

Evidence

Adolescents develop competence in decision making at
their own pace. Ideally, the supervising medical pro-
fessionals should individually assess this competence,
although no objective tools to make such an assessment
are currently available.

Many adolescents have achieved a reasonable level of
competence by age 15 to 16 years (119), and in many
countries 16-year-olds are legally competent with regard
to medical decision making (120). However, others be-
lieve that although some capacities are generally achieved
before age 16 years, other abilities (such as good risk

assessment) do not develop until well after 18 years (121).
They suggest that health care procedures should be di-
vided along a matrix of relative risk, so that younger
adolescents can be allowed to decide about low-risk
procedures, such as most diagnostic tests and common
therapies, but not about high-risk procedures, such as
most surgical procedures (121).

Currently available data from transgender adolescents
support treatment with sex hormones starting at age 16
years (63, 122). However, some patients may incur po-
tential risks by waiting until age 16 years. These include
the potential risk to bone health if puberty is suppressed

Table 9.

Baseline and Follow-up Protocol During Induction of Puberty

Every 3-6 mo

*Anthropometry: height, weight, sitting height, blood pressure, Tanner stages

Every 6-12 mo

«In transgender males: hemoglobin/hematocrit, lipids, testosterone, 250H vitamin D

«In transgender females: prolactin, estradiol, 250H vitamin D

Every 1-2y
*BMD using DXA
*Bone age on X-ray of the left hand (if clinically indicated)

BMD should be monitored into adulthood (until the age of 25-30 y or until peak bone mass has been reached).
For recommendations on monitoring once pubertal induction has been completed, see Tables 14 and 15.

Adapted from Hembree et al. (118).
Abbreviation: DXA, dual-energy X-ray absorptiometry.

on 05 December 2017



Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-62

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 24 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 360 of 598

doi: 10.1210/jc.2017-01658

for 6 to 7 years before initiating sex hormones (e.g., if
someone reached Tanner stage 2 at age 9-10 years old).
Additionally, there may be concerns about inappropriate
height and potential harm to mental health (emotional
and social isolation) if initiation of secondary sex char-
acteristics must wait until the person has reached 16 years
of age. However, only minimal data supporting earlier
use of gender-affirming hormones in transgender ado-
lescents currently exist (63). Clearly, long-term studies
are needed to determine the optimal age of sex hormone
treatment in GD/gender-incongruent adolescents.

The MHP who has followed the adolescent during
GnRH analog treatment plays an essential role in
assessing whether the adolescent is eligible to start sex
hormone therapy and capable of consenting to this
treatment (Table 5). Support of the family/environment is
essential. Prior to the start of sex hormones, clinicians
should discuss the implications for fertility (see recom-
mendation 1.5). Throughout pubertal induction, an
MHP and a pediatric endocrinologist (or other clinician
competent in the evaluation and induction of pubertal
development) should monitor the adolescent. In addition
to monitoring therapy, it is also important to pay at-
tention to general adolescent health issues, including
healthy life style choices, such as not smoking, con-
traception, and appropriate vaccinations (e.g., human
papillomavirus).

For the induction of puberty, clinicians can use a similar
dose scheme for hypogonadal adolescents with GD/gender
incongruence as they use in other individuals with
hypogonadism, carefully monitoring for desired and un-
desired effects (Table 8). In transgender female adoles-
cents, transdermal 178-estradiol may be an alternative for
oral 17B-estradiol. It is increasingly used for pubertal
induction in hypogonadal females. However, the absence
of low-dose estrogen patches may be a problem. As a
result, individuals may need to cut patches to size them-
selves to achieve appropriate dosing (123). In transgender
male adolescents, clinicians can give testosterone injections
intramuscularly or subcutaneously (124, 125).

When puberty is initiated with a gradually increasing
schedule of sex steroid doses, the initial levels will not
be high enough to suppress endogenous sex steroid se-
cretion. Gonadotropin secretion and endogenous pro-
duction of testosterone may resume and interfere with
the effectiveness of estrogen treatment, in transgender
female adolescents (126, 127). Therefore, continuation of
GnRH analog treatment is advised until gonadectomy.
Given that GD/gender-incongruent adolescents may opt
not to have gonadectomy, long-term studies are necessary
to examine the potential risks of prolonged GnRH analog
treatment. Alternatively, in transgender male adolescents,
GnRH analog treatment can be discontinued once an

https://academic.oup.com/jcem 3885

adult dose of testosterone has been reached and the in-
dividual is well virilized. If uterine bleeding occurs, a
progestin can be added. However, the combined use of a
GnRH analog (for ovarian suppression) and testosterone
may enable phenotypic transition with a lower dose of
testosterone in comparison with testosterone alone. If
there is a wish or need to discontinue GnRH analog
treatment in transgender female adolescents, they may be
treated with an antiandrogen that directly suppresses
androgen synthesis or action (see section 3.0 “Hormonal
Therapy for Transgender Adults”).

Values and preferences

The recommendation to initiate pubertal induction
only when the individual has sufficient mental capacity
(roughly age 16 years) to give informed consent for this
partly irreversible treatment places a higher value on the
ability of the adolescent to fully understand and oversee
the partially irreversible consequences of sex hormone
treatment and to give informed consent. It places a lower
value on the possible negative effects of delayed puberty.
We may not currently have the means to weigh ade-
quately the potential benefits of waiting until around age
16 years to initiate sex hormones vs the potential risks/
harm to BMD and the sense of social isolation from
having the timing of puberty be so out of sync with
peers (128).

Remarks

Before starting sex hormone treatment, effects on fer-
tility and options for fertility preservation should be dis-
cussed. Adult height may be a concern in transgender
adolescents. In a transgender female adolescent, clinicians
may consider higher doses of estrogen or a more rapid
tempo of dose escalation during pubertal induction. There
are no established treatments yet to augment adult height
in a transgender male adolescent with open epiphyses
during pubertal induction. It is not uncommon for
transgender adolescents to present for clinical services after
having completed or nearly completed puberty. In such
cases, induction of puberty with sex hormones can be done
more rapidly (see Table 8). Additionally, an adult dose of
testosterone in transgender male adolescents may suffice to
suppress the gonadal axis without the need to use a sep-
arate agent. At the appropriate time, the multidisciplinary
team should adequately prepare the adolescent for tran-
sition to adult care.

3.0 Hormonal Therapy for
Transgender Adults

The two major goals of hormonal therapy are (1) to
reduce endogenous sex hormone levels, and thus reduce
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the secondary sex characteristics of the individual’s
designated gender, and (2) to replace endogenous sex
hormone levels consistent with the individual’s gender
identity by using the principles of hormone re-
placement treatment of hypogonadal patients. The
timing of these two goals and the age at which to begin
treatment with the sex hormones of the chosen gender
is codetermined in collaboration with both the person
pursuing transition and the health care providers. The
treatment team should include a medical provider
knowledgeable in transgender hormone therapy, an
MHP knowledgeable in GD/gender incongruence and
the mental health concerns of transition, and a primary
care provider able to provide care appropriate for
transgender individuals. The physical changes in-
duced by this sex hormone transition are usually ac-
companied by an improvement in mental well-being

(129, 130).

3.1. We recommend that clinicians confirm the di-
agnostic criteria of GD/gender incongruence
and the criteria for the endocrine phase of
gender transition before beginning treatment.
(1 1edDO)

3.2. We recommend that clinicians evaluate and ad-
dress medical conditions that can be exacerbated
by hormone depletion and treatment with sex
hormones of the affirmed gender before begin-
ning treatment (Table 10). (1 [PEHDO)

3.3. We suggest that clinicians measure hormone
levels during treatment to ensure that endogenous
sex steroids are suppressed and administered sex
steroids are maintained in the normal physiologic
range for the affirmed gender. (2 I®BOO)

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons

J Clin Endocrinol Metab, November 2017, 102(11):3869-3903

Evidence

It is the responsibility of the treating clinician to
confirm that the person fulfills criteria for treatment.
The treating clinician should become familiar with the
terms and criteria presented in Tables 1-5 and take a
thorough history from the patient in collaboration with
the other members of the treatment team. The treating
clinician must ensure that the desire for transition is
appropriate; the consequences, risks, and benefits of
treatment are well understood; and the desire for
transition persists. They also need to discuss fertil-
ity preservation options (see recommendation 1.3)
(67, 68).

Transgender males

Clinical studies have demonstrated the efficacy of
several different androgen preparations to induce mas-
culinization in transgender males (Appendix A) (113,
114, 131-134). Regimens to change secondary sex
characteristics follow the general principle of hormone
replacement treatment of male hypogonadism (135).
Clinicians can use either parenteral or transdermal
preparations to achieve testosterone values in the normal
male range (this is dependent on the specific assay, but is
typically 320 to 1000 ng/dL) (Table 11) (136). Sustained
supraphysiologic levels of testosterone increase the risk
of adverse reactions (see section 4.0 “Adverse Out-
come Prevention and Long-Term Care”) and should
be avoided.

Similar to androgen therapy in hypogonadal men,
testosterone treatment in transgender males results in
increased muscle mass and decreased fat mass, increased
facial hair and acne, male pattern baldness in those ge-
netically predisposed, and increased sexual desire (137).

Table 10.

Medical Risks Associated With Sex Hormone Therapy

Transgender female: estrogen

Very high risk of adverse outcomes:
«Thromboembolic disease

Moderate risk of adverse outcomes:
*Macroprolactinoma
*Breast cancer
«Coronary artery disease
«Cerebrovascular disease
«Cholelithiasis
»Hypertriglyceridemia

Transgender male: testosterone
Very high risk of adverse outcomes:
«Erythrocytosis (hematocrit > 50%)
Moderate risk of adverse outcomes:

«Severe liver dysfunction (transaminases > threefold upper limit of normal)

«Coronary artery disease
«Cerebrovascular disease
«Hypertension

*Breast or uterine cancer
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Table 11.

Hormone Regimens in Transgender Persons

Transgender females?
Estrogen

Oral
Estradiol

Transdermal
Estradiol transdermal patch
(New patch placed every 3-5 d)

Parenteral
Estradiol valerate or cypionate

Anti-androgens
Spironolactone
Cyproterone acetate®

GnRH agonist

Transgender males
Testosterone

Parenteral testosterone
Testosterone enanthate or cypionate
Testosterone undecanoate®

Transdermal testosterone
Testosterone gel 1.6%¢
Testosterone transdermal patch

2.0-6.0 mg/d

0.025-0.2 mg/d

5-30 mg IM every 2 wk
2-10 mg IM every week

100-300 mg/d
25-50 mg/d
3.75 mg SQ (SC) monthly
11.25 mg SQ (SC) 3-monthly

100-200 mg SQ (IM) every 2 wk or SQ (SC) 50% per week
1000 mg every 12 wk

50-100 mg/d
2.5-7.5 mg/d

Abbreviations: IM, intramuscularly; SQ, sequentially; SC, subcutaneously.

9Estrogens used with or without antiandrogens or GnRH agonist.
bNot available in the United States.

“One thousand milligrams initially followed by an injection at 6 wk then at 12-wk intervals.

9Avoid cutaneous transfer to other individuals.

In transgender males, testosterone will result in clit-
oromegaly, temporary or permanent decreased fertility,
deepening of the voice, cessation of menses (usually),
and a significant increase in body hair, particularly on the
face, chest, and abdomen. Cessation of menses may occur
within a few months with testosterone treatment alone,
although high doses of testosterone may be required. If
uterine bleeding continues, clinicians may consider the
addition of a progestational agent or endometrial abla-
tion (138). Clinicians may also administer GnRH analogs
or depot medroxyprogesterone to stop menses prior to
testosterone treatment.

Transgender females

The hormone regimen for transgender females is more
complex than the transgender male regimen (Appendix
B). Treatment with physiologic doses of estrogen alone is
insufficient to suppress testosterone levels into the normal
range for females (139). Most published clinical studies
report the need for adjunctive therapy to achieve tes-
tosterone levels in the female range (21, 113, 114,
132-134, 139, 140).

Multiple adjunctive medications are available, such as
progestins with antiandrogen activity and GnRH ago-
nists (141). Spironolactone works by directly blocking
androgens during their interaction with the androgen

receptor (114, 133, 142). It may also have estrogenic
activity (143). Cyproterone acetate, a progestational
compound with antiandrogenic properties (113, 132,
144), is widely used in Europe. Sa-Reductase inhibitors
do not reduce testosterone levels and have adverse ef-
fects (145).

Dittrich et al. (141) reported that monthly doses of the
GnRH agonist goserelin acetate in combination with
estrogen were effective in reducing testosterone levels
with a low incidence of adverse reactions in 60 trans-
gender females. Leuprolide and transdermal estrogen
were as effective as cyproterone and transdermal estrogen
in a comparative retrospective study (146).

Patients can take estrogen as oral conjugated estro-
gens, oral 17B-estradiol, or transdermal 17B-estradiol.
Among estrogen options, the increased risk of throm-
boembolic events associated with estrogens in general
seems most concerning with ethinyl estradiol specifically
(134, 140, 141), which is why we specifically suggest that
it not be used in any transgender treatment plan. Data
distinguishing among other estrogen options are less well
established although there is some thought that oral
routes of administration are more thrombogenic due to
the “first pass effect” than are transdermal and paren-
teral routes, and that the risk of thromboembolic events
is dose-dependent. Injectable estrogen and sublingual
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estrogen may benefit from avoiding the first pass effect,
but they can result in more rapid peaks with greater
overall periodicity and thus are more difficult to monitor
(147, 148). However, there are no data demonstrating
that increased periodicity is harmful otherwise.
Clinicians can use serum estradiol levels to monitor
oral, transdermal, and intramuscular estradiol. Blood
tests cannot monitor conjugated estrogens or synthetic
estrogen use. Clinicians should measure serum estra-
diol and serum testosterone and maintain them at the
level for premenopausal females (100 to 200 pg/mL
and <50 ng/dL, respectively). The transdermal preparations
and injectable estradiol cypionate or valerate preparations
may confer an advantage in older transgender females who
may be at higher risk for thromboembolic disease (149).

Values

Our recommendation to maintain levels of gender-
affirming hormones in the normal adult range places a
high value on the avoidance of the long-term complica-
tions of pharmacologic doses. Those patients receiving
endocrine treatment who have relative contraindications
to hormones should have an in-depth discussion with their
physician to balance the risks and benefits of therapy.

Remarks

Clinicians should inform all endocrine-treated in-
dividuals of all risks and benefits of gender-affirming
hormones prior to initiating therapy. Clinicians should
strongly encourage tobacco use cessation in transgender
females to avoid increased risk of VTE and cardiovas-
cular complications. We strongly discourage the un-
supervised use of hormone therapy (150).

Not all individuals with GD/gender incongruence seek
treatment as described (e.g., male-to-eunuchs and in-
dividuals seeking partial transition). Tailoring current
protocols to the individual may be done within the
context of accepted safety guidelines using a multidisci-
plinary approach including mental health. No evidence-
based protocols are available for these groups (151). We
need prospective studies to better understand treatment
options for these persons.

3.4. We suggest that endocrinologists provide edu-
cation to transgender individuals undergoing
treatment about the onset and time course of
physical changes induced by sex hormone
treatment. (2 [HOOOQ)

Evidence

Transgender males
Physical changes that are expected to occur during
the first 1 to 6 months of testosterone therapy include

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons
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cessation of menses, increased sexual desire, increased
facial and body hair, increased oiliness of skin, increased
muscle, and redistribution of fat mass. Changes that
occur within the first year of testosterone therapy include
deepening of the voice (152, 153), clitoromegaly, and
male pattern hair loss (in some cases) (114, 144, 154,
155) (Table 12).

Transgender females

Physical changes that may occur in transgender fe-
males in the first 3 to 12 months of estrogen and anti-
androgen therapy include decreased sexual desire,
decreased spontaneous erections, decreased facial and
body hair (usually mild), decreased oiliness of skin, in-
creased breast tissue growth, and redistribution of fat
mass (114, 139, 149, 154, 155, 161) (Table 13). Breast
development is generally maximal at 2 years after initi-
ating hormones (114, 139, 149, 155). Over a long
period of time, the prostate gland and testicles will
undergo atrophy.

Although the time course of breast development in
transgender females has been studied (150), precise in-
formation about other changes induced by sex hormones
is lacking (141). There is a great deal of variability among
individuals, as evidenced during pubertal development.
We all know that a major concern for transgender fe-
males is breast development. If we work with estro-
gens, the result will be often not what the transgender
female expects.

Alternatively, there are transgender females who re-
port an anecdotal improved breast development, mood,
or sexual desire with the use of progestogens. However,
there have been no well-designed studies of the role of
progestogens in feminizing hormone regimens, so the
question is still open.

Our knowledge concerning the natural history and
effects of different cross-sex hormone therapies on breast

Table 12. Masculinizing Effects in Transgender
Males

Effect Onset Maximum
Skin oiliness/acne 1-6 mo 1-2y
Facial/body hair growth 6-12 mo 4-5y
Scalp hair loss 6-12 mo -
Increased muscle mass/strength 6-12 mo 2-5y
Fat redistribution 1-6 mo 2-5y
Cessation of menses 1-6 mo —b
Clitoral enlargement 1-6 mo 12y
Vaginal atrophy 1-6 mo 1-2y
Deepening of voice 6-12 mo 12y

Estimates represent clinical observations: Toorians et al. (149), Assche-
man et al. (156), Gooren et al. (157), Wierckx et al. (158).

“Prevention and treatment as recommended for biological men.
bMenorrhagia requires diagnosis and treatment by a gynecologist.
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Table 13. Feminizing Effects in Transgender
Females

Effect Onset Maximum
Redistribution of body fat 3-6 mo 2-3y
Decrease in muscle mass and strength  3-6 mo 1-2y
Softening of skin/decreased oiliness 3-6 mo  Unknown
Decreased sexual desire 1-3 mo 3-6 mo
Decreased spontaneous erections 1-3 mo 3-6 mo
Male sexual dysfunction Variable  Variable
Breast growth 3-6 mo 2-3y
Decreased testicular volume 3-6 mo 2-3y
Decreased sperm production Unknown >3y
Decreased terminal hair growth 6-12 mo >3 Ev‘a
Scalp hair Variable —
Voice changes None <

Estimates represent clinical observations: Toorians et al. (149),
Asscheman et al. (156), Gooren et al. (157).

?Complete removal of male sexual hair requires electrolysis or laser
treatment or both.

bEamilial scalp hair loss may occur if estrogens are stopped.
“Treatment by speech pathologists for voice training is most effective.

development in transgender females is extremely sparse
and based on the low quality of evidence. Current evi-
dence does not indicate that progestogens enhance breast
development in transgender females, nor does evidence
prove the absence of such an effect. This prevents us from
drawing any firm conclusion at this moment and dem-
onstrates the need for further research to clarify these
important clinical questions (162).

Values and preferences

Transgender persons have very high expectations re-
garding the physical changes of hormone treatment and
are aware that body changes can be enhanced by sur-
gical procedures (e.g., breast, face, and body habitus).
Clear expectations for the extent and timing of sex
hormone-induced changes may prevent the potential
harm and expense of unnecessary procedures.

4.0 Adverse Outcome Prevention and
Long-Term Care

Hormone therapy for transgender males and females
confers many of the same risks associated with sex
hormone replacement therapy in nontransgender per-
sons. The risks arise from and are worsened by in-
advertent or intentional use of supraphysiologic doses of
sex hormones, as well as use of inadequate doses of sex
hormones to maintain normal physiology (131, 139).

4.1. We suggest regular clinical evaluation for phys-
ical changes and potential adverse changes in
response to sex steroid hormones and laboratory
monitoring of sex steroid hormone levels every

https://academic.oup.com/jcem 3889

3 months during the first year of hormone
therapy for transgender males and females and
then once or twice yearly. (2 |HPOQO)

Evidence

Pretreatment screening and appropriate regular
medical monitoring are recommended for both trans-
gender males and females during the endocrine transition
and periodically thereafter (26, 155). Clinicians should
monitor weight and blood pressure, conduct physical
exams, and assess routine health questions, such as to-
bacco use, symptoms of depression, and risk of adverse
events such as deep vein thrombosis/pulmonary embo-
lism and other adverse effects of sex steroids.

Transgender males

Table 14 contains a standard monitoring plan for
transgender males on testosterone therapy (154, 159).
Key issues include maintaining testosterone levels in the
physiologic normal male range and avoiding adverse
events resulting from excess testosterone therapy, par-
ticularly erythrocytosis, sleep apnea, hypertension, ex-
cessive weight gain, salt retention, lipid changes, and
excessive or cystic acne (135).

Because oral 17-alkylated testosterone is not recom-
mended, serious hepatic toxicity is not anticipated with
parenteral or transdermal testosterone use (163, 164).
Past concerns regarding liver toxicity with testosterone
have been alleviated with subsequent reports that indicate
the risk of serious liver disease is minimal (144, 165, 166).

Transgender females

Table 15 contains a standard monitoring plan for
transgender females on estrogens, gonadotropin suppres-
sion, or antiandrogens (160). Key issues include avoiding
supraphysiologic doses or blood levels of estrogen that may
lead to increased risk for thromboembolic disease, liver
dysfunction, and hypertension. Clinicians should monitor
serum estradiol levels using laboratories participating in
external quality control, as measurements of estradiol in
blood can be very challenging (167).

VTE may be a serious complication. A study re-
ported a 20-fold increase in venous thromboembolic
disease in a large cohort of Dutch transgender subjects
(161). This increase may have been associated with the use
of the synthetic estrogen, ethinyl estradiol (149). The in-
cidence decreased when clinicians stopped administering
ethinyl estradiol (161). Thus, the use of synthetic estrogens
and conjugated estrogens is undesirable because of the
inability to regulate doses by measuring serum levels and
the risk of thromboembolic disease. In a German gender
clinic, deep vein thrombosis occurred in 1 of 60 of
transgender females treated with a GnRH analog and oral
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Table 14. Monitoring of Transgender Persons on Gender-Affirming Hormone Therapy: Transgender Male

1. Evaluate patient every 3 mo in the first year and then one to two times per year to monitor for appropriate signs of virilization and for

development of adverse reactions.

2. Measure serum testosterone every 3 mo until levels are in the normal physiologic male range:®
a. For testosterone enanthate/cypionate injections, the testosterone level should be measured midway between injections. The target
level is 400-700 ng/dL to 400 ng/dL. Alternatively, measure peak and trough levels to ensure levels remain in the normal male range.
b. For parenteral testosterone undecanoate, testosterone should be measured just before the following injection. If the level is

<400 ng/dL, adjust dosing interval.

c. For transdermal testosterone, the testosterone level can be measured no sooner than after 1 wk of daily application (at least 2 h after

application).

3. Measure hematocrit or hemoglobin at baseline and every 3 mo for the first year and then one to two times a year. Monitor weight,

blood pressure, and lipids at regular intervals.

4. Screening for osteoporosis should be conducted in those who stop testosterone treatment, are not compliant with hormone therapy,

or who develop risks for bone loss.

5. If cervical tissue is present, monitoring as recommended by the American College of Obstetricians and Gynecologists.
6. Ovariectomy can be considered after completion of hormone transition.
7. Conduct sub- and periareolar annual breast examinations if mastectomy performed. If mastectomy is not performed, then consider

mammograms as recommended by the American Cancer Society.

9Adapted from Lapauw et al. (154) and Ott et al. (159).

estradiol (141). The patient who developed a deep vein
thrombosis was found to have a homozygous C677 T
mutation in the methylenetetrahydrofolate reductase
gene. In an Austrian gender clinic, administering gender-
affirming hormones to 162 transgender females and 89
transgender males was not associated with VTE, despite
an 8.0% and 5.6 % incidence of thrombophilia (159). A
more recent multinational study reported only 10 cases
of VTE from a cohort of 1073 subjects (168). Throm-
bophilia screening of transgender persons initiating
hormone treatment should be restricted to those with
a personal or family history of VTE (159). Monitor-
ing D-dimer levels during treatment is not recom-
mended (169).

4.2. We suggest periodically monitoring prolactin
levels in transgender females treated with estro-
gens. (2 [PBOO)

Evidence

Estrogen therapy can increase the growth of pituitary
lactrotroph cells. There have been several reports of
prolactinomas occurring after long-term, high-dose

estrogen therapy (170-173). Up to 20% of transgender
females treated with estrogens may have elevations in
prolactin levels associated with enlargement of the pi-
tuitary gland (156). In most cases, the serum prolactin
levels will return to the normal range with a reduction or
discontinuation of the estrogen therapy or discontinua-
tion of cyproterone acetate (157, 174, 175).

The onset and time course of hyperprolactinemia
during estrogen treatment are not known. Clinicians
should measure prolactin levels at baseline and then at
least annually during the transition period and every 2
years thereafter. Given that only a few case studies
reported prolactinomas, and prolactinomas were not
reported in large cohorts of estrogen-treated persons,
the risk is likely to be very low. Because the major
presenting findings of microprolactinomas (hypo-
gonadism and sometimes gynecomastia) are not ap-
parent in transgender females, clinicians may perform
radiologic examinations of the pituitary in those pa-
tients whose prolactin levels persistently increase
despite stable or reduced estrogen levels. Some trans-
gender individuals receive psychotropic medications that
can increase prolactin levels (174).

Table 15.

Monitoring of Transgender Persons on Gender-Affirming Hormone Therapy: Transgender Female

1. Evaluate patient every 3 mo in the first year and then one to two times per year to monitor for appropriate signs of feminization and for

development of adverse reactions.
2. Measure serum testosterone and estradiol every 3 mo.
a. Serum testosterone levels should be <50 ng/dL.

b. Serum estradiol should not exceed the peak physiologic range: 100-200 pg/mL.
3. For individuals on spironolactone, serum electrolytes, particularly potassium, should be monitored every 3 mo in the first year and

annually thereafter.

4. Routine cancer screening is recommended, as in nontransgender individuals (all tissues present).
5. Consider BMD testing at baseline (160). In individuals at low risk, screening for osteoporosis should be conducted at age 60 years or in

those who are not compliant with hormone therapy.

This table presents strong recommendations and does not include lower level recommendations.
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4.3. We suggest that clinicians evaluate transgender
persons treated with hormones for cardiovas-
cular risk factors using fasting lipid profiles, di-
abetes screening, and/or other diagnostic tools.
(2 1©®00)

Evidence

Transgender males

Administering testosterone to transgender males re-
sults in a more atherogenic lipid profile with lowered
high-density lipoprotein cholesterol and higher tri-
glyceride and low-density lipoprotein cholesterol values
(176-179). Studies of the effect of testosterone on insulin
sensitivity have mixed results (178, 180). A randomized,
open-label uncontrolled safety study of transgender
males treated with testosterone undecanoate demon-
strated no insulin resistance after 1 year (181, 182).
Numerous studies have demonstrated the effects of sex
hormone treatment on the cardiovascular system (160,
179, 183, 184). Long-term studies from The Netherlands
found no increased risk for cardiovascular mortality
(161). Likewise, a meta-analysis of 19 randomized trials
in nontransgender males on testosterone replacement
showed no increased incidence of cardiovascular events
(185). A systematic review of the literature found that
data were insufficient (due to very low—quality evidence)
to allow a meaningful assessment of patient-important
outcomes, such as death, stroke, myocardial infarction,
or VTE in transgender males (176). Future research is
needed to ascertain the potential harm of hormonal
therapies (176). Clinicians should manage cardiovascular
risk factors as they emerge according to established
guidelines (186).

Transgender females

A prospective study of transgender females found
favorable changes in lipid parameters with increased
high-density lipoprotein and decreased low-density li-
poprotein concentrations (178). However, increased
weight, blood pressure, and markers of insulin resis-
tance attenuated these favorable lipid changes. In a
meta-analysis, only serum triglycerides were higher
at =24 months without changes in other parameters
(187). The largest cohort of transgender females (mean
age 41 years, followed for a mean of 10 years) showed no
increase in cardiovascular mortality despite a 32% rate of
tobacco use (161).

Thus, there is limited evidence to determine whether
estrogen is protective or detrimental on lipid and glucose
metabolism in transgender females (176). With aging,
there is usually an increase of body weight. Therefore,
as with nontransgender individuals, clinicians should
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monitor and manage glucose and lipid metabolism
and blood pressure regularly according to established
guidelines (186).

4.4. We recommend that clinicians obtain BMD
measurements when risk factors for osteoporosis
exist, specifically in those who stop sex hormone
therapy after gonadectomy. (1 IHSHO0)

Evidence

Transgender males

Baseline bone mineral measurements in transgender
males are generally in the expected range for their pre-
treatment gender (188). However, adequate dosing of
testosterone is important to maintain bone mass in
transgender males (189, 190). In one study (190), serum
LH levels were inversely related to BMD, suggesting that
low levels of sex hormones were associated with bone
loss. Thus, LH levels in the normal range may serve as an
indicator of the adequacy of sex steroid administration to
preserve bone mass. The protective effect of testosterone
may be mediated by peripheral conversion to estradiol,
both systemically and locally in the bone.

Transgender females

A baseline study of BMD reported T scores less
than —2.5 in 16% of transgender females (191). In aging
males, studies suggest that serum estradiol more posi-
tively correlates with BMD than does testosterone (192,
193) and is more important for peak bone mass (194).
Estrogen preserves BMD in transgender females who
continue on estrogen and antiandrogen therapies (188,
190, 191, 195, 196).

Fracture data in transgender males and females are
not available. Transgender persons who have undergone
gonadectomy may choose not to continue consistent sex
steroid treatment after hormonal and surgical sex reas-
signment, thereby becoming at risk for bone loss. There
have been no studies to determine whether clinicians
should use the sex assigned at birth or affirmed gender for
assessing osteoporosis (e.g., when using the FRAX tool).
Although some researchers use the sex assigned at birth
(with the assumption that bone mass has usually peaked
for transgender people who initiate hormones in early
adulthood), this should be assessed on a case-by-case
basis until there are more data available. This assumption
will be further complicated by the increasing prevalence
of transgender people who undergo hormonal transition
at a pubertal age or soon after puberty. Sex for com-
parison within risk assessment tools may be based on the
age at which hormones were initiated and the length
of exposure to hormones. In some cases, it may be
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reasonable to assess risk using both the male and female
calculators and using an intermediate value. Because all
subjects underwent normal pubertal development, with
known effects on bone size, reference values for birth sex
were used for all participants (154).

4.5. We suggest that transgender females with no
known increased risk of breast cancer follow
breast-screening guidelines recommended for
those designated female at birth. (2 [EHOO)

4.6. We suggest that transgender females treated
with estrogens follow individualized screening
according to personal risk for prostatic disease
and prostate cancer. (2 [BOOO)

Evidence

Studies have reported a few cases of breast cancer in
transgender females (197-200). A Dutch study of 1800
transgender females followed for a mean of 15 years
(range of 1 30 years) found one case of breast cancer. The
Women’s Health Initiative study reported that females
taking conjugated equine estrogen without progesterone
for 7 years did not have an increased risk of breast cancer
as compared with females taking placebo (137).

In transgender males, a large retrospective study
conducted at the U.S. Veterans Affairs medical health
system identified seven breast cancers (194). The authors
reported that this was not above the expected rate of
breast cancers in cisgender females in this cohort. Fur-
thermore, they did report one breast cancer that de-
veloped in a transgender male patient after mastectomy,
supporting the fact that breast cancer can occur even
after mastectomy. Indeed, there have been case reports
of breast cancer developing in subareolar tissue in
transgender males, which occurred after mastectomy
(201, 202).

Women with primary hypogonadism (Turner syn-
drome) treated with estrogen replacement exhibited a
significantly decreased incidence of breast cancer as
compared with national standardized incidence ratios
(203, 204). These studies suggest that estrogen therapy
does not increase the risk of breast cancer in the short
term (<20 to 30 years). We need long-term studies to
determine the actual risk, as well as the role of screening
mammograms. Regular examinations and gynecologic
advice should determine monitoring for breast cancer.

Prostate cancer is very rare before the age of 40,
especially with androgen deprivation therapy (205).
Childhood or pubertal castration results in regression of
the prostate and adult castration reverses benign prostate
hypertrophy (206). Although van Kesteren et al. (207)
reported that estrogen therapy does not induce hyper-
trophy or premalignant changes in the prostates of

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons

J Clin Endocrinol Metab, November 2017, 102(11):3869-3903

transgender females, studies have reported cases of be-
nign prostatic hyperplasia in transgender females treated
with estrogens for 20 to 25 years (208, 209). Studies have
also reported a few cases of prostate carcinoma in
transgender females (210-214).

Transgender females may feel uncomfortable sched-
uling regular prostate examinations. Gynecologists are
not trained to screen for prostate cancer or to monitor
prostate growth. Thus, it may be reasonable for trans-
gender females who transitioned after age 20 years to have
annual screening digital rectal examinations after age
50 years and prostate-specific antigen tests consistent
with U.S. Preventive Services Task Force Guidelines
(215).

4.7. We advise that clinicians determine the medical
necessity of including a total hysterectomy and
oophorectomy as part of gender-affirming sur-
gery. (Ungraded Good Practice Statement)

Evidence

Although aromatization of testosterone to estradiol in
transgender males has been suggested as a risk factor for
endometrial cancer (216), no cases have been reported.
When transgender males undergo hysterectomy, the
uterus is small and there is endometrial atrophy (217,
218). Studies have reported cases of ovarian cancer (219,
220). Although there is limited evidence for increased risk
of reproductive tract cancers in transgender males, health
care providers should determine the medical necessity of
a laparoscopic total hysterectomy as part of a gender-
affirming surgery to prevent reproductive tract can-
cer (221).

Values

Given the discomfort that transgender males experi-
ence accessing gynecologic care, our recommendation for
the medical necessity of total hysterectomy and oopho-
rectomy places a high value on eliminating the risks of
female reproductive tract disease and cancer and a lower
value on avoiding the risks of these surgical procedures
(related to the surgery and to the potential undesir-
able health consequences of oophorectomy) and their
associated costs.

Remarks

The sexual orientation and type of sexual practices will
determine the need and types of gynecologic care required
following transition. Additionally, in certain countries,
the approval required to change the sex in a birth cer-
tificate for transgender males may be dependent on
having a complete hysterectomy. Clinicians should help
patients research nonmedical administrative criteria and
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provide counseling. If individuals decide not to undergo
hysterectomy, screening for cervical cancer is the same as
all other females.

5.0 Surgery for Sex Reassignment and
Gender Confirmation

For many transgender adults, genital gender-affirming
surgery may be the necessary step toward achieving their
ultimate goal of living successfully in their desired gender
role. The type of surgery falls into two main categories:
(1) those that directly affect fertility and (2) those that do
not. Those that change fertility (previously called sex
reassignment surgery) include genital surgery to remove
the penis and gonads in the male and removal of the
uterus and gonads in the female. The surgeries that effect
fertility are often governed by the legal system of the state
or country in which they are performed. Other gender-
conforming surgeries that do not directly affect fertility
are not so tightly governed.

Gender-affirming surgical techniques have improved
markedly during the past 10 years. Reconstructive genital
surgery that preserves neurologic sensation is now the
standard. The satisfaction rate with surgical reassignment
of sex is now very high (187). Additionally, the mental
health of the individual seems to be improved by par-
ticipating in a treatment program that defines a pathway
of gender-affirming treatment that includes hormones
and surgery (130, 144) (Table 16).

Surgery that affects fertility is irreversible. The World
Professional Association for Transgender Health Stan-
dards of Care (222) emphasizes that the “threshold of 18
should not be seen as an indication in itself for active
intervention.” If the social transition has not been sat-
isfactory, if the person is not satisfied with or is ambiv-
alent about the effects of sex hormone treatment, or if the
person is ambivalent about surgery then the individual
should not be referred for surgery (223, 224).

Gender-affirming genital surgeries for transgender
females that affect fertility include gonadectomy,
penectomy, and creation of a neovagina (225, 226).
Surgeons often invert the skin of the penis to form the
wall of the vagina, and several literatures reviews have
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reported on outcomes (227). Sometimes there is in-
adequate tissue to form a full neovagina, so clinicians
have revisited using intestine and found it to be successful
(87,228,229). Some newer vaginoplasty techniques may
involve autologuous oral epithelial cells (230, 231).

The scrotum becomes the labia majora. Surgeons
use reconstructive surgery to fashion the clitoris and
its hood, preserving the neurovascular bundle at the
tip of the penis as the neurosensory supply to the
clitoris. Some surgeons are also creating a sensate
pedicled-spot adding a G spot to the neovagina to
increase sensation (232). Most recently, plastic sur-
geons have developed techniques to fashion labia
minora. To further complete the feminization, uterine
transplants have been proposed and even attempted
(233).

Neovaginal prolapse, rectovaginal fistula, delayed
healing, vaginal stenosis, and other complications do
sometimes occur (234, 235). Clinicians should strongly
remind the transgender person to use their dilators to
maintain the depth and width of the vagina throughout
the postoperative period. Genital sexual responsivity and
other aspects of sexual function are usually preserved
following genital gender-affirming surgery (236, 237).

Ancillary surgeries for more feminine or masculine
appearance are not within the scope of this guideline.
Voice therapy by a speech language pathologist is
available to transform speech patterns to the affirmed
gender (148). Spontaneous voice deepening occurs dur-
ing testosterone treatment of transgender males (152,
238). No studies have compared the effectiveness
of speech therapy, laryngeal surgery, or combined
treatment.

Breast surgery is a good example of gender-confirming
surgery that does not affect fertility. In all females, breast
size exhibits a very broad spectrum. For transgender
females to make the best informed decision, clinicians
should delay breast augmentation surgery until the pa-
tient has completed at least 2 years of estrogen therapy,
because the breasts continue to grow during that time
(141, 155).

Another major procedure is the removal of facial and
masculine-appearing body hair using either electrolysis or

Table 16. Criteria for Gender-Affirming Surgery, Which Affects Fertility

1. Persistent, well-documented gender dysphoria
2. Legal age of majority in the given country

3. Having continuously and responsibly used gender-affirming hormones for 12 mo (if there is no medical contraindication to receiving

such therapy)

4. Successful continuous full-time living in the new gender role for 12 mo
5. If significant medical or mental health concerns are present, they must be well controlled
6. Demonstrable knowledge of all practical aspects of surgery (e.g., cost, required lengths of hospitalizations, likely complications,

postsurgical rehabilitation)
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laser treatments. Other feminizing surgeries, such as that
to feminize the face, are now becoming more popular
(239-241).

In transgender males, clinicians usually delay
gender-affirming genital surgeries until after a few
years of androgen therapy. Those surgeries that affect
fertility in this group include oophorectomy, vagi-
nectomy, and complete hysterectomy. Surgeons can
safely perform them vaginally with laparoscopy. These
are sometimes done in conjunction with the creation
of a neopenis. The cosmetic appearance of a neopenis is
now very good, but the surgery is multistage and very
expensive (242, 243). Radial forearm flap seems to be
the most satisfactory procedure (228, 244). Other flaps
also exist (245). Surgeons can make neopenile erections
possible by reinervation of the flap and subsequent
contraction of the muscle, leading to stiffening of the
neopenis (246, 247), but results are inconsistent (248).
Surgeons can also stiffen the penis by imbedding some
mechanical device (e.g., a rod or some inflatable ap-
paratus) (249, 250). Because of these limitations, the
creation of a neopenis has often been less than satis-
factory. Recently, penis transplants are being pro-
posed (233).

In fact, most transgender males do not have any
external genital surgery because of the lack of access,
high cost, and significant potential complications. Some
choose a metaoidioplasty that brings forward the cli-
toris, thereby allowing them to void in a standing po-
sition without wetting themselves (251, 252). Surgeons
can create the scrotum from the labia majora with good
cosmetic effect and can implant testicular prosthe-
ses (253).

The most important masculinizing surgery for the
transgender male is mastectomy, and it does not affect
fertility. Breast size only partially regresses with androgen
therapy (155). In adults, discussions about mastectomy
usually take place after androgen therapy has started.
Because some transgender male adolescents present after
significant breast development has occurred, they may
also consider mastectomy 2 years after they begin an-
drogen therapy and before age 18 years. Clinicians
should individualize treatment based on the physical and
mental health status of the individual. There are now
newer approaches to mastectomy with better outcomes
(254, 255). These often involve chest contouring (256).
Mastectomy is often necessary for living comfortably in
the new gender (256).

5.1. We recommend that a patient pursue genital
gender-affirming surgery only after the MHP and
the clinician responsible for endocrine transition
therapy both agree that surgery is medically
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necessary and would benefit the patient’s overall
health and/or well-being. (1 |&H0O0)

5.2. We advise that clinicians approve genital gender-
affirming surgery only after completion of at least
1 year of consistent and compliant hormone
treatment, unless hormone therapy is not desired
or medically contraindicated. (Ungraded Good
Practice Statement)

5.3. We advise that the clinician responsible for en-
docrine treatment and the primary care provider
ensure appropriate medical clearance of trans-
gender individuals for genital gender-affirming
surgery and collaborate with the surgeon re-
garding hormone use during and after surgery.
(Ungraded Good Practice Statement)

5.4. We recommend that clinicians refer hormone-
treated transgender individuals for genital
surgery when: (1) the individual has had a sat-
isfactory social role change, (2) the individual is
satisfied about the hormonal effects, and (3) the
individual desires definitive surgical changes.
(1 18000)

5.5. We suggest that clinicians delay gender-affirming
genital surgery involving gonadectomy and/or
hysterectomy until the patient is at least 18
years old or legal age of majority in his or her
country. (2 I®B00).

5.6. We suggest that clinicians determine the timing of
breast surgery for transgender males based upon
the physical and mental health status of the in-
dividual. There is insufficient evidence to rec-
ommend a specific age requirement. (2 [HOOO)

Evidence

Owing to the lack of controlled studies, incomplete
follow-up, and lack of valid assessment measures,
evaluating various surgical approaches and techniques
is difficult. However, one systematic review including a
large numbers of studies reported satisfactory cosmetic
and functional results for vaginoplasty/neovagina con-
struction (257). For transgender males, the outcomes are
less certain. However, the problems are now better
understood (258). Several postoperative studies report
significant long-term psychological and psychiatric
pathology (259-261). One study showed satisfaction
with breasts, genitals, and femininity increased signifi-
cantly and showed the importance of surgical treatment
as a key therapeutic option for transgender females
(262). Another analysis demonstrated that, despite the
young average age at death following surgery and the
relatively larger number of individuals with somatic
morbidity, the study does not allow for determination of
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causal relationships between, for example, specific types
of hormonal or surgical treatment received and somatic
morbidity and mortality (263). Reversal surgery in
regretful male-to-female transsexuals after sexual
reassignment surgery represents a complex, multistage
procedure with satisfactory outcomes. Further insight
into the characteristics of persons who regret their de-
cision postoperatively would facilitate better future se-
lection of applicants eligible for sexual reassignment
surgery. We need more studies with appropriate controls
that examine long-term quality of life, psychosocial
outcomes, and psychiatric outcomes to determine the
long-term benefits of surgical treatment.

When a transgender individual decides to have gender-
affirming surgery, both the hormone prescribing clinician
and the MHP must certify that the patient satisfies criteria
for gender-affirming surgery (Table 16).

There is some concern that estrogen therapy may
cause an increased risk for venous thrombosis during or
following surgery (176). For this reason, the surgeon
and the hormone-prescribing clinician should collabo-
rate in making a decision about the use of hormones
before and following surgery. One study suggests that
preoperative factors (such as compliance) are less im-
portant for patient satisfaction than are the physical
postoperative results (56). However, other studies and
clinical experience dictate that individuals who do not
follow medical instructions and do not work with their
physicians toward a common goal do not achieve
treatment goals (264) and experience higher rates of
postoperative infections and other complications (2635,
266). It is also important that the person requesting
surgery feels comfortable with the anatomical changes
that have occurred during hormone therapy. Dissatis-
faction with social and physical outcomes during the
hormone transition may be a contraindication to sur-
gery (223).

An endocrinologist or experienced medical provider
should monitor transgender individuals after surgery.
Those who undergo gonadectomy will require hormone
replacement therapy, surveillance, or both to prevent
adverse effects of chronic hormone deficiency.

Financial Disclosures of the Task Force*

Wylie C. Hembree (chair)—financial or business/
organizational interests: none declared, significant
financial interest or leadership position: none de-
clared. Peggy T. Cohen-Kettenis—financial or
business/organizational interests: none declared, sig-
nificant financial interest or leadership position: none
declared. Louis Gooren—financial or business/
organizational interests: none declared, significant financial

https://academic.oup.com/jcem 3895

interest or leadership position: none declared. Sabine E.
Hannema—financial or business/organizational in-
terests: none declared, significant financial interest
or leadership position: Ferring Pharmaceuticals
Inc. (lecture/conference), Pfizer (lecture). Walter
J. Meyer—financial or business/organizational in-
terests: none declared, significant financial interest
or leadership position: none declared. M. Hassan
Murad**—financial or business/organizational inter-
ests: Mayo Clinic, Evidence-based Practice Center, sig-
nificant financial interest or leadership position:
none declared. Stephen M. Rosenthal—financial or
business/organizational interests: AbbVie (consul-
tant), National Institutes of Health (grantee), signifi-
cant financial interest or leadership position: Pediatric
Endocrine Society (immediate past president). Joshua
D. Safer, FACP—financial or business/organizational
interests: none declared, significant financial inter-
est or leadership position: none declared. Vin
Tangpricha—financial or business/organizational inter-
ests: Cystic Fibrosis Foundation (grantee), National In-
stitutes of Health (grantee), significant financial interest
or leadership position, Elsevier Journal of Clinical
and Translational Endocrinology (editor). Guy G.
T’Sjoen—financial or business/organizational inter-
ests: none declared, significant financial interest or lead-
ership position: none declared.* Financial, business, and
organizational disclosures of the task force cover the
year prior to publication. Disclosures prior to this time
period are archived.**Evidence-based reviews for this
guideline were prepared under contract with the
Endocrine Society.

Acknowledgments

Correspondence and Reprint Requests: ~ The Endocrine So-
ciety, 2055 L Street NW, Suite 600, Washington, DC 20036.
E-mail: publications@endocrine.org; Phone: 202971-3636.

Disclosure Summary: See Financial Disclosures.

Disclaimer: The Endocrine Society’s clinical practice
guidelines are developed to be of assistance to endocrinologists
by providing guidance and recommendations for particular
areas of practice. The guidelines should not be considered in-
clusive of all proper approaches or methods, or exclusive of
others. The guidelines cannot guarantee any specific outcome,
nor do they establish a standard of care. The guidelines are
not intended to dictate the treatment of a particular patient.
Treatment decisions must be made based on the independent
judgement of healthcare providers and each patient’s indivi-
dual circumstances.

The Endocrine Society makes no warranty, express or im-
plied, regarding the guidelines and specifically excludes any
warranties of merchantability and fitness for a particular use or
purpose. The Society shall not be liable for direct, indirect,



3896

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 35 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 371 of 598

Hembree et al

special, incidental, or consequential damages related to the use
of the information contained herein.

References

1.

10.

11.
12.

13.

14.
15.

16.

17.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-73

by guest

on 05 December 2017

Atkins D, Best D, Briss PA, Eccles M, Falck-Ytter Y, Flottorp S,
Guyatt GH, Harbour RT, Haugh MC, Henry D, Hill S, Jaeschke
R, Leng G, Liberati A, Magrini N, Mason J, Middleton P,
Mrukowicz J, O’Connell D, Oxman AD, Phillips B, Schiinemann
HJ, Edejer T, Varonen H, Vist GE, Williams JW, Jr, Zaza S;
GRADE Working Group. Grading quality of evidence and
strength of recommendations. BMJ. 2004;328(7454):1490.

. Swiglo BA, Murad MH, Schiinemann HJ, Kunz R, Vigersky RA,

Guyatt GH, Montori VM. A case for clarity, consistency, and
helpfulness: state-of-the-art clinical practice guidelines in endo-
crinology using the grading of recommendations, assessment,
development, and evaluation system. | Clin Endocrinol Metab.
2008;93(3):666-673.

. Bullough VL. Transsexualism in history. Arch Sex Behav. 1975;

4(5):561-571.

. Benjamin H. The transsexual phenomenon. Trans N Y Acad Sci.

1967;29(4):428-430.

. Meyerowitz J. How Sex Changed: A History of Transsexuality in

the United States. Cambridge, MA: Harvard University Press;
2002.

. Hirschfeld M. Was muss das Volk vom Dritten Geschlecht wissen.

Verlag Max Spohr, Leipzig; 1901.

. Fisk NM. Editorial: Gender dysphoria syndrome—the concep-

tualization that liberalizes indications for total gender re-
orientation and implies a broadly based multi-dimensional
rehabilitative regimen. West | Med. 1974;120(5):386-391.

. Diamond L. Transgender experience and identity. In: Schwartz SJ,

Luyckx K, Vignoles VL, eds. Handbook of Identity Theory and
Research. New York, NY: Springer; 2011:629-647.

. Queen C, Schimel L, eds. PoMoSexuals: Challenging Assumptions

About Gender and Sexuality. San Francisco, CA: Cleis Press;
1997.

Case LK, Ramachandran VS. Alternating gender incongruity:
a new neuropsychiatric syndrome providing insight into the dy-
namic plasticity of brain-sex. Med Hypotheses. 2012;78(5):
626-631.

Johnson TW, Wassersug R]J. Gender identity disorder outside the
binary: when gender identity disorder-not otherwise specified is
not good enough. Arch Sex Behav. 2010;39(3):597-598.
Wibowo E, Wassersug R, Warkentin K, Walker L, Robinson J,
Brotto L, Johnson T. Impact of androgen deprivation therapy on
sexual function: a response. Asian | Androl. 2012;14(5):793-794.
Pasquesoone V. 7 countries giving transgender people fundamental
rights the U.S. still won’t. 2014. Available at: https:/mic.com/articles/
87149/7-countries-giving-transgender-people-fundamental-rights-the-
u-s-still-won-t. Accessed 26 August 2016.

American Psychiatric Association. Diagnostic and Statistical
Manual of Mental Disorders. Sth ed. Arlington, VA: American
Psychiatric Association Publishing.

Drescher ], Cohen-Kettenis P, Winter S. Minding the body: sit-
uating gender identity diagnoses in the ICD-11. Int Rev Psychi-
atry. 2012;24(6):568-577.

World Professional Association for Transgender Health. Stan-
dards of care for the health of transsexual, transgender, and
gender nonconforming people. Available at: http://www.wpath.
org/site_page.cfm?pk_association_webpage_menu=13518&pk_
association_webpage=3926. Accessed 1 September 2017.
Kreukels BP, Haraldsen IR, De Cuypere G, Richter-Appelt H, Gijs
L, Cohen-Kettenis PT. A European network for the investigation
of gender incongruence: the ENIGI initiative. Eur Psychiatry.
2012;27(6):445-450.

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

J Clin Endocrinol Metab, November 2017, 102(11):3869-3903

Dekker MJ, Wierckx K, Van Caenegem E, Klaver M, Kreukels BP,
Elaut E, Fisher AD, van Trotsenburg MA, Schreiner T, den Heijer
M, T°Sjoen G. A European network for the investigation of gender
incongruence: endocrine part. | Sex Med. 2016;13(6):994-999.
Ruble DN, Martin CL, Berenbaum SA. Gender development. In:
Damon WL, Lerner RM, Eisenberg N, eds. Handbook of Child
Psychology: Social, Emotional, and Personality Development.
Vol. 3. 6th ed. New York, NY: Wiley; 2006;858-931.
Steensma TD, Kreukels BP, de Vries AL, Cohen-Kettenis PT.
Gender identity development in adolescence. Horm Behav. 2013;
64(2):288-297.

Rosenthal SM. Approach to the patient: transgender youth: en-
docrine considerations. | Clin Endocrinol Metab. 2014;99(12):
4379-4389.

Saraswat A, Weinand JD, Safer JD. Evidence supporting the bi-
ologic nature of gender identity. Endocr Pract. 2015;21(2):
199-204.

Gooren L. The biology of human psychosexual differentiation.
Horm Behav. 2006;50(4):589-601.

Berenbaum SA, Meyer-Bahlburg HF. Gender development and
sexuality in disorders of sex development. Horm Metab Res. 2015;
47(5):361-366.

Dessens AB, Slijper FME, Drop SLS. Gender dysphoria and gender
change in chromosomal females with congenital adrenal hyper-
plasia. Arch Sex Behav. 2005;34(4):389-397.

Meyer-Bahlburg HFL, Dolezal C, Baker SW, Ehrhardt AA, New
MI. Gender development in women with congenital adrenal hy-
perplasia as a function of disorder severity. Arch Sex Behav. 2006,
35(6):667-684.

Frisén L, Nordenstrom A, Falhammar H, Filipsson H, Holmdahl
G, Janson PO, Thorén M, Hagenfeldt K, Méller A, Nordenskjold
A. Gender role behavior, sexuality, and psychosocial adaptation in
women with congenital adrenal hyperplasia due to CYP21A2
deficiency. | Clin Endocrinol Metab. 2009;94(9):3432-3439.
Meyer-Bahlburg HFL, Dolezal C, Baker SW, Carlson AD, Obeid
JS, New MI. Prenatal androgenization affects gender-related be-
havior but not gender identity in 5-12-year-old girls with con-
genital adrenal hyperplasia. Arch Sex Bebav.2004;33(2):97-104.
Cohen-Kettenis PT. Gender change in 46,XY persons with Sa-
reductase-2 deficiency and 178-hydroxysteroid dehydrogenase-3
deficiency. Arch Sex Behav. 2005;34(4):399-410.

Reiner WG, Gearhart JP. Discordant sexual identity in some
genetic males with cloacal exstrophy assigned to female sex at
birth. N Engl | Med. 2004;350(4):333-341.

Meyer-Bahlburg HFL. Gender identity outcome in female-raised
46,XY persons with penile agenesis, cloacal exstrophy of the
bladder, or penile ablation. Arch Sex Bebav.2005;34(4):423-438.
Coolidge FL, Thede LL, Young SE. The heritability of gender
identity disorder in a child and adolescent twin sample. Behav
Genet. 2002;32(4):251-257.

Heylens G, De Cuypere G, Zucker KJ, Schelfaut C, Elaut E,
Vanden Bossche H, De Baere E, T’Sjoen G. Gender identity dis-
order in twins: a review of the case report literature. | Sex Med.
2012;9(3):751-757.

Fernandez R, Esteva I, Gomez-Gil E, Rumbo T, Almaraz MC,
Roda E, Haro-Mora J-J, Guillamon A, Pasaro E. Association
study of ERB, AR, and CYP19A1 genes and MtF transsexualism.
J Sex Med. 2014;11(12):2986-2994.

Henningsson S, Westberg L, Nilsson S, Lundstrom B, Ekselius L,
Bodlund O, Lindstrom E, Hellstrand M, Rosmond R, Eriksson E,
Landén M. Sex steroid-related genes and male-to-female trans-
sexualism. Psychoneuroendocrinology. 2005;30(7):657-664.
Hare L, Bernard P, Sanchez FJ, Baird PN, Vilain E, Kennedy T,
Harley VR. Androgen receptor repeat length polymorphism as-
sociated with male-to-female transsexualism. Biol Psychiatry.
2009;65(1):93-96.

Lombardo F, Toselli L, Grassetti D, Paoli D, Masciandaro P,
Valentini F, Lenzi A, Gandini L. Hormone and genetic study in



doi:

38.

39.

40.

41.

42.

43.

44,
45.

46.

47.
48.
49.

50.

S1.

52.

53.
54.
55.

S6.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-74

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 36 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 372 of 598

10.1210/jc.2017-01658

male to female transsexual patients. | Endocrinol Invest. 2013;
36(8):550-557.

Ujike H, Otani K, Nakatsuka M, Ishii K, Sasaki A, Oishi T, Sato T,
Okahisa Y, Matsumoto Y, Namba Y, Kimata Y, Kuroda S. As-
sociation study of gender identity disorder and sex hormone-
related genes. Prog Neuropsychopharmacol Biol Psychiatry.
2009;33(7):1241-1244.

Kreukels BP, Guillamon A. Neuroimaging studies in people
with gender incongruence. Int Rev Psychiatry. 2016;28(1):
120-128.

Steensma TD, Biemond R, de Boer F, Cohen-Kettenis PT.
Desisting and persisting gender dysphoria after childhood:
a qualitative follow-up study. Clin Child Psychol Psychiatry.
2011;16(4):499-516.

Wallien MSC, Cohen-Kettenis PT. Psychosexual outcome of
gender-dysphoric children. | Am Acad Child Adolesc Psychiatry.
2008;47(12):1413-1423.

Steensma TD, McGuire JK, Kreukels BPC, Beckman AJ, Cohen-
Kettenis PT. Factors associated with desistence and persistence of
childhood gender dysphoria: a quantitative follow-up study. | Am
Acad Child Adolesc Psychiatry. 2013;52(6):582-590.
Cohen-Kettenis PT, Owen A, Kaijser VG, Bradley SJ, Zucker KJ.
Demographic characteristics, social competence, and behavior
problems in children with gender identity disorder: a cross-
national, cross-clinic comparative analysis. | Abnorm Child
Psychol. 2003;31(1):41-53.

Dhejne C, Van Vlerken R, Heylens G, Arcelus J. Mental health and
gender dysphoria: a review of the literature. Int Rev Psychiatry.
2016;28(1):44-57.

Pasterski V, Gilligan L, Curtis R. Traits of autism spectrum dis-
orders in adults with gender dysphoria. Arch Sex Behav. 2014;
43(2):387-393.

Spack NP, Edwards-Leeper L, Feldman HA, Leibowitz S, Mandel
F, Diamond DA, Vance SR. Children and adolescents with gender
identity disorder referred to a pediatric medical center. Pediatrics.
2012;129(3):418-425.

Terada S, Matsumoto Y, Sato T, Okabe N, Kishimoto Y, Uchitomi
Y. Factors predicting psychiatric co-morbidity in gender-
dysphoric adults. Psychiatry Res. 2012;200(2-3):469-474.
VanderLaan DP, Leef JH, Wood H, Hughes SK, Zucker KJ.
Autism spectrum disorder risk factors and autistic traits in gender
dysphoric children. ] Autism Dev Disord. 2015;45(6):1742-1750.
de Vries ALC, Doreleijers TAH, Steensma TD, Cohen-Kettenis PT.
Psychiatric comorbidity in gender dysphoric adolescents. | Child
Psychol Psychiatry. 2011;52(11):1195-1202.

de Vries ALC, Noens IL], Cohen-Kettenis PT, van Berckelaer-
Onnes IA, Doreleijers TA. Autism spectrum disorders in gender
dysphoric children and adolescents. | Autism Dev Disord. 2010;
40(8):930-936.

Wallien MSC, Swaab H, Cohen-Kettenis PT. Psychiatric comorbidity
among children with gender identity disorder. | Am Acad Child
Adolesc Psychiatry. 2007;46(10):1307-1314.

Kuiper AJ, Cohen-Kettenis PT. Gender role reversal among
postoperative transsexuals. Available at: https://www.atria.nl/
ezines/web/IJT/97-03/numbers/symposion/ijtc0502.htm.
Accessed 26 August 2016.

Landén M, Walinder J, Hambert G, Lundstrom B. Factors pre-
dictive of regret in sex reassignment. Acta Psychiatr Scand. 1998;
97(4):284-289.

Olsson S-E, Moller A. Regret after sex reassignment surgery in a
male-to-female transsexual: a long-term follow-up. Arch Sex
Behav. 2006;35(4):501-506.

Pfafflin F, Junge A, eds. Geschlechtsumwandlung: Abhand-
lungen zur Transsexualitdt. Stuttgart, Germany: Schattauer;
1992.

Lawrence AA. Factors associated with satisfaction or regret fol-
lowing male-to-female sex reassignment surgery. Arch Sex Behav.
2003;32(4):299-315.

57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

67.

68.

69.

70.

71.

72.

73.

https://academic.oup.com/jcem 3897

Cohen-Kettenis PT, Pfifflin F. Transgenderism and Intersexuality
in Childhood and Adolescence: Making Choices. Thousand Oaks,
CA: SAGE Publications; 2003.

Di Ceglie D, Freedman D, McPherson S, Richardson P. Children
and adolescents referred to a specialist gender identity devel-
opment service: clinical features and demographic character-
istics. Available at: https://www.researchgate.net/publication/
276061306_Children_and_Adolescents_Referred_to_a_Specialist_
Gender_Identity_Development_Service_Clinical_Features_and_
Demographic_Characteristics. Accessed 20 July 2017.

Gijs L, Brewaeys A. Surgical treatment of gender dysphoria in
adults and adolescents: recent developments, effectiveness, and
challenges. Annu Rev Sex Res. 2007;18:178-224.
Cohen-Kettenis PT, van Goozen SHM. Sex reassignment of ad-
olescent transsexuals: a follow-up study. ] Am Acad Child Adolesc
Psychiatry. 1997;36(2):263-271.

Smith YLS, van Goozen SHM, Cohen-Kettenis PT. Adolescents
with gender identity disorder who were accepted or rejected for
sex reassignment surgery: a prospective follow-up study. | Am
Acad Child Adolesc Psychiatry. 2001;40(4):472-481.

Smith YLS, Van Goozen SHM, Kuiper AJ, Cohen-Kettenis PT. Sex
reassignment: outcomes and predictors of treatment for adolescent
and adult transsexuals. Psychol Med. 2005;35(1):89-99.

de Vries ALC, McGuire JK, Steensma TD, Wagenaar ECF,
Doreleijers TAH, Cohen-Kettenis PT. Young adult psychological
outcome after puberty suppression and gender reassignment.
Pediatrics. 2014;134(4):696-704.

Cole CM, O’Boyle M, Emory LE, Meyer W] III. Comorbidity of
gender dysphoria and other major psychiatric diagnoses. Arch Sex
Behav. 1997;26(1):13-26.

Cohen-Kettenis PT, Schagen SEE, Steensma TD, de Vries ALC,
Delemarre-van de Waal HA. Puberty suppression in a gender-
dysphoric adolescent: a 22-year follow-up. Arch Sex Behav.2011;
40(4):843-847.

First MB. Desire for amputation of a limb: paraphilia, psychosis,
or a new type of identity disorder. Psychol Med. 2005;35(6):
919-928.

Wierckx K, Van Caenegem E, Pennings G, Elaut E, Dedecker D,
Van de Peer F, Weyers S, De Sutter P, T’Sjoen G. Reproductive
wish in transsexual men. Hum Reprod. 2012;27(2):483-487.
Wierckx K, Stuyver I, Weyers S, Hamada A, Agarwal A, De Sutter
P, T°Sjoen G. Sperm freezing in transsexual women. Arch Sex
Bebav. 2012:41(5):1069-1071.

Bertelloni S, Baroncelli GI, Ferdeghini M, Menchini-Fabris F,
Saggese G. Final height, gonadal function and bone mineral
density of adolescent males with central precocious puberty after
therapy with gonadotropin-releasing hormone analogues. Eur |
Pediatr. 2000;159(5):369-374.

Biichter D, Behre HM, Kliesch S, Nieschlag E. Pulsatile GnRH or
human chorionic gonadotropin/human menopausal gonadotro-
pin as effective treatment for men with hypogonadotropic
hypogonadism: a review of 42 cases. Eur | Endocrinol. 1998;
139(3):298-303.

Liu PY, Turner L, Rushford D, McDonald ], Baker HW, Conway
AJ, Handelsman D]J. Efficacy and safety of recombinant human
follicle stimulating hormone (Gonal-F) with urinary human
chorionic gonadotrophin for induction of spermatogenesis and
fertility in gonadotrophin-deficient men. Hum Reprod. 1999;
14(6):1540-1545.

Pasquino AM, Pucarelli I, Accardo F, Demiraj V, Segni M, Di
Nardo R. Long-term observation of 87 girls with idiopathic
central precocious puberty treated with gonadotropin-releasing
hormone analogs: impact on adult height, body mass index, bone
mineral content, and reproductive function. | Clin Endocrinol
Metab. 2008;93(1):190-195.

Magiakou MA, Manousaki D, Papadaki M, Hadjidakis D,
Levidou G, Vakaki M, Papaefstathiou A, Lalioti N, Kanaka-
Gantenbein C, Piaditis G, Chrousos GP, Dacou-Voutetakis C. The



3898

74.

75.

76.

77.

78.

79.

80.
81.

82.

83.

84.

85.

86.

87.

88.

89.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-75

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 37 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 373 of 598

Hembree et al

efficacy and safety of gonadotropin-releasing hormone analog
treatment in childhood and adolescence: a single center, long-term
follow-up study. | Clin Endocrinol Metab. 2010;95(1):109-117.
Baba T, Endo T, Honnma H, Kitajima Y, Hayashi T, Ikeda H,
Masumori N, Kamiya H, Moriwaka O, Saito T. Association
between polycystic ovary syndrome and female-to-male trans-
sexuality. Hum Reprod. 2007;22(4):1011-1016.

Spinder T, Spijkstra JJ, van den Tweel JG, Burger CW, van Kessel
H, Hompes PGA, Gooren L]JG. The effects of long term testos-
terone administration on pulsatile luteinizing hormone secretion
and on ovarian histology in eugonadal female to male transsexual
subjects. | Clin Endocrinol Metab. 1989;69(1):151-157.

Baba T, Endo T, Ikeda K, Shimizu A, Honnma H, Ikeda H,
Masumori N, Ohmura T, Kiya T, Fujimoto T, Koizumi M, Saito
T. Distinctive features of female-to-male transsexualism and
prevalence of gender identity disorder in Japan. | Sex Med. 2011;
8(6):1686-1693.

Vujovic S, Popovic S, Sbutega-Milosevic G, Djordjevic M, Gooren
L. Transsexualism in Serbia: a twenty-year follow-up study. | Sex
Med. 2009;6(4):1018-1023.

Ikeda K, Baba T, Noguchi H, Nagasawa K, Endo T, Kiya T, Saito
T. Excessive androgen exposure in female-to-male transsexual
persons of reproductive age induces hyperplasia of the ovarian
cortex and stroma but not polycystic ovary morphology. Hum
Reprod. 2013;28(2):453-461.

Trebay G. He’s pregnant. You’re speechles. New York Times. 22
June 2008.

Light AD, Obedin-Maliver J, Sevelius JM, Kerns JL. Transgender
men who experienced pregnancy after female-to-male gender
transitioning. Obstet Gynecol. 2014;124(6):1120-1127.

De Sutter P. Donor inseminations in partners of female-to-male
transsexuals: should the question be asked? Reprod Biomed
Online. 2003;6(3):382, author reply 282-283.

De Roo C, Tilleman K, T°Sjoen G, De Sutter P. Fertility options in
transgender people. Int Rev Psychiatry. 2016;28(1):112-119.
Wennink JMB, Delemarre-van de Waal HA, Schoemaker R,
Schoemaker H, Schoemaker J. Luteinizing hormone and follicle
stimulating hormone secretion patterns in boys throughout pu-
berty measured using highly sensitive immunoradiometric assays.
Clin Endocrinol (Oxf). 1989;31(5):551-564.

Cohen-Kettenis PT, Delemarre-van de Waal HA, Gooren LJG.
The treatment of adolescent transsexuals: changing insights. ] Sex
Med. 2008;5(8):1892-1897.

Delemarre-van de Waal HA, Cohen-Kettenis PT. Clinical man-
agement of gender identity disorder in adolescents: a protocol on
psychological and paediatric endocrinology aspects. Eur |
Endocrinol. 2006;155:5131-S137.

de Vries ALC, Steensma TD, Doreleijers TAH, Cohen-Kettenis PT.
Puberty suppression in adolescents with gender identity disorder:
a prospective follow-up study. | Sex Med. 2011;8(8):2276-2283.
Bouman MB, van Zeijl MCT, Buncamper ME, Meijerink WJH],
van Bodegraven AA, Mullender MG. Intestinal vaginoplasty
revisited: a review of surgical techniques, complications, and
sexual function. | Sex Med. 2014;11(7):1835-1847.

Carel JC, Eugster EA, Rogol A, Ghizzoni L, Palmert MR,
Antoniazzi F, Berenbaum S, Bourguignon JP, Chrousos GP, Coste
J, Deal S, de Vries L, Foster C, Heger S, Holland J, Jahnukainen K,
Juul A, Kaplowitz P, Lahlou N, Lee MM, Lee P, Merke DP, Neely
EK, Oostdijk W, Phillip M, Rosenfield RL, Shulman D, Styne D,
Tauber M, Wit JM; ESPE-LWPES GnRH Analogs Consensus
Conference Group. Consensus statement on the use of
gonadotropin-releasing hormone analogs in children. Pediatrics.
2009;123(4):¢752-¢762.

Roth CL, Brendel L, Riickert C, Hartmann K. Antagonistic and
agonistic GnRH analogue treatment of precocious puberty:
tracking gonadotropin concentrations in urine. Horm Res. 2005;
63(5):257-262.

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons

90

91.

92.

93.

94.

95.

96.

97.

98.

99.

100.

101.

102.

103.

104.

105.

106.

107.

J Clin Endocrinol Metab, November 2017, 102(11):3869-3903

. Roth C. Therapeutic potential of GnRH antagonists in the
treatment of precocious puberty. Expert Opin Investig Drugs.
2002;11(9):1253-1259.

Tuvemo T. Treatment of central precocious puberty. Expert Opin
Investig Drugs. 2006;15(5):495-505.

Schagen SE, Cohen-Kettenis PT, Delemarre-van de Waal HA,
Hannema SE. Efficacy and safety of gonadotropin-releasing
hormone agonist treatment to suppress puberty in gender dys-
phoric adolescents. | Sex Med. 2016;13(7):1125-1132.
Manasco PK, Pescovitz OH, Feuillan PP, Hench KD, Barnes KM,
Jones J, Hill SC, Loriaux DL, Cutler GB, Jr. Resumption of pu-
berty after long term luteinizing hormone-releasing hormone
agonist treatment of central precocious puberty. | Clin Endocrinol
Metab. 1988;67(2):368-372.

Klink D, Caris M, Heijboer A, van Trotsenburg M, Rotteveel J.
Bone mass in young adulthood following gonadotropin-releasing
hormone analog treatment and cross-sex hormone treatment in
adolescents with gender dysphoria. | Clin Endocrinol Metab.
2015;100(2):E270-E275.

Finkelstein JS, Klibanski A, Neer RM. A longitudinal evaluation of
bone mineral density in adult men with histories of delayed pu-
berty. | Clin Endocrinol Metab. 1996;81(3):1152-1155.
Bertelloni S, Baroncelli GI, Ferdeghini M, Perri G, Saggese G.
Normal volumetric bone mineral density and bone turnover in
young men with histories of constitutional delay of puberty. | Clin
Endocrinol Metab. 1998;83(12):4280-4283.

Darelid A, Ohlsson C, Nilsson M, Kindblom JM, Mellstrom D,
Lorentzon M. Catch up in bone acquisition in young adult men
with late normal puberty. | Bone Miner Res. 2012;27(10):
2198-2207.

Mittan D, Lee S, Miller E, Perez RC, Basler JW, Bruder JM. Bone
loss following hypogonadism in men with prostate cancer treated
with GnRH analogs. | Clin Endocrinol Metab. 2002;87(8):
3656-3661.

Saggese G, Bertelloni S, Baroncelli GI, Battini R, Franchi G. Re-
duction of bone density: an effect of gonadotropin releasing
hormone analogue treatment in central precocious puberty. Eur |
Pediatr. 1993;152(9):717-720.

Neely EK, Bachrach LK, Hintz RL, Habiby RL, Slemenda CW,
Feezle L, Pescovitz OH. Bone mineral density during treatment of
central precocious puberty. | Pediatr. 1995;127(5):819-822.
Bertelloni S, Baroncelli GI, Sorrentino MC, Perri G, Saggese G.
Effect of central precocious puberty and gonadotropin-releasing
hormone analogue treatment on peak bone mass and final height
in females. Eur | Pediatr. 1998;157(5):363-367.

Thornton P, Silverman LA, Geffner ME, Neely EK, Gould E,
Danoff TM. Review of outcomes after cessation of gonadotropin-
releasing hormone agonist treatment of girls with precocious
puberty. Pediatr Endocrinol Rev. 2014;11(3):306-317.

Lem A]J, van der Kaay DC, Hokken-Koelega AC. Bone mineral
density and body composition in short children born SGA during
growth hormone and gonadotropin releasing hormone analog
treatment. | Clin Endocrinol Metab. 2013;98(1):77-86.
Antoniazzi F, Zamboni G, Bertoldo F, Lauriola S, Mengarda F,
Pietrobelli A, Tato L. Bone mass at final height in precocious
puberty after gonadotropin-releasing hormone agonist with and
without calcium supplementation. | Clin Endocrinol Metab.
2003;88(3):1096-1101.

Calcaterra V, Mannarino S, Corana G, Codazzi AC, Mazzola A,
Brambilla P, Larizza D. Hypertension during therapy with trip-
torelin in a girl with precocious puberty. Indian | Pediatr. 2013;
80(10):884-885.

Siomou E, Kosmeri C, Pavlou M, Vlahos AP, Argyropoulou MI,
Siamopoulou A. Arterial hypertension during treatment with
triptorelin in a child with Williams-Beuren syndrome. Pediatr
Nephrol. 2014;29(9):1633-1636.

Staphorsius AS, Kreukels BPC, Cohen-Kettenis PT, Veltman DJ,
Burke SM, Schagen SEE, Wouters FM, Delemarre-van de Waal



108.

109.

110.

112.
113.

114.

115.

116.

117.

118.

119.

120.

121.

122.

123.

124.

125.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-76

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 38 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 374 of 598

doi: 10.1210/jc.2017-01658

HA, Bakker J. Puberty suppression and executive functioning: an
fMRI-study in adolescents with gender dysphoria. Psychoneur-
oendocrinology. 2015;56:190-199.

Hough D, Bellingham M, Haraldsen IR, McLaughlin M, Rennie
M, Robinson JE, Solbakk AK, Evans NP. Spatial memory is
impaired by peripubertal GnRH agonist treatment and testos-
terone replacement in sheep. Psychoneuroendocrinology. 2017
75:173-182.

Collipp PJ, Kaplan SA, Boyle DC, Plachte F, Kogut MD. Con-
stitutional Isosexual Precocious Puberty. Am | Dis Child. 1964;
108:399-405.

Hahn HB, Jr, Hayles AB, Albert A. Medroxyprogesterone and
constitutional precocious puberty. Mayo Clin Proc. 1964;39:
182-190.

. Kaplan SA, Ling SM, Irani NG. Idiopathic isosexual precocity.

Am ] Dis Child. 1968;116(6):591-598.

Schoen EJ. Treatment of idiopathic precocious puberty in boys.
J Clin Endocrinol Metab. 1966;26(4):363-370.

Gooren L. Hormone treatment of the adult transsexual patient.
Horm Res. 2005;64(Suppl 2):31-36.

Moore E, Wisniewski A, Dobs A. Endocrine treatment of trans-
sexual people: a review of treatment regimens, outcomes, and
adverse effects. | Clin Endocrinol Metab. 2003;88(8):3467-3473.
Krueger RB, Hembree W, Hill M. Prescription of medrox-
yprogesterone acetate to a patient with pedophilia, resulting in
Cushing’s syndrome and adrenal insufficiency. Sex Abuse. 2006;
18(2):227-228.

Lynch MM, Khandheria MM, Meyer W]. Retrospective study of
the management of childhood and adolescent gender identity
disorder using medroxyprogesterone acetate. Int | Trans-
genderism. 2015;16:201-208.

Tack LJW, Craen M, Dhondt K, Vanden Bossche H, Laridaen ],
Cools M. Consecutive lynestrenol and cross-sex hormone treat-
ment in biological female adolescents with gender dysphoria:
a retrospective analysis. Biol Sex Differ. 2016;7:14.

Hembree WC, Cohen-Kettenis P, Delemarre-van de Waal HA,
Gooren L], Meyer WJ 3rd, Spack NP, Tangpricha V, Montori
VM; Endocrine Society. Endocrine treatment of transsexual
persons: an Endocrine Society clinical practice guideline. | Clin
Endocrinol Metab. 2009;94(9):3132-3154.

Mann L, Harmoni R, Power C. Adolescent decision-making: the
development of competence. | Adolesc. 1989;12(3):265-278.
Stultiéns L, Goffin T, Borry P, Dierickx K, Nys H. Minors and
informed consent: a comparative approach. Eur | Health Law.
2007;14(1):21-46.

Arshagouni P. “But 'm an adult now ... sort of”. Adolescent consent
in health care decision-making and the adolescent brain. Available
at:  http:/digitalcommons.law.umaryland.edu/cgi/viewcontent.cgi?
article=11248&context=jhclp. Accessed 25 June 2017.

NHS. Prescribing of cross-sex hormones as part of the gender
identity development service for children and adolescents.
Available at: https://www.england.nhs.uk/commissioning/
wp-content/uploads/sites/12/2016/08/clinical-com-pol-16046p.
pdf. Accessed 14 June 2017.

Ankarberg-Lindgren C, Kristrom B, Norjavaara E. Physiological
estrogen replacement therapy for puberty induction in girls:
a clinical observational study. Horm Res Paediatr. 2014;81(4):
239-244.

Olson J, Schrager SM, Clark LF, Dunlap SL, Belzer M. Sub-
cutaneous testosterone: an effective delivery mechanism for
masculinizing young transgender men. LGBT Health. 2014;1(3):
165-167.

Spratt DI, Stewart [, Savage C, Craig W, Spack NP, Chandler DW,
Spratt LV, Eimicke T, Olshan JS. Subcutaneous injection of tes-
tosterone is an effective and preferred alternative to intramuscular
injection: demonstration in female-to-male transgender patients.

J Clin Endocrinol Metab. 2017. doi:10.1210/jc.2017-00359

126.

127.

128.

129.

130.

132.

133.

134.

135.

136.

137.

138.

139.

140.

141.

https://academic.oup.com/jcem 3899

Eisenegger C, von Eckardstein A, Fehr E, von Eckardstein S.
Pharmacokinetics of testosterone and estradiol gel preparations in
healthy young men. Psychoneuroendocrinology. 2013;38(2):
171-178.

de Ronde W, ten Kulve J, Woerdeman J, Kaufman J-M, de Jong
FH. Effects of oestradiol on gonadotrophin levels in normal and
castrated men. Clin Endocrinol (Oxf). 2009;71(6):874-879.
Money J, Ehrhardt A. Man & woman, boy & girl: differentiation
and dimorphism of gender identity from conception to maturity.
Baltimore, MD: Johns Hopkins University Press; 1972:202-206.
Heylens G, Verroken C, De Cock S, T°Sjoen G, De Cuypere G.
Effects of different steps in gender reassignment therapy on
psychopathology: a prospective study of persons with a gender
identity disorder. | Sex Med. 2014;11(1):119-126.

Costa R, Colizzi M. The effect of cross-sex hormonal treatment on
gender dysphoria individuals” mental health: a systematic review.
Neuropsychiatr Dis Treat. 2016;12:1953-1966.

. Gooren LJG, Giltay EJ. Review of studies of androgen treatment

of female-to-male transsexuals: effects and risks of administration
of androgens to females. | Sex Med. 2008;5(4):765-776.

Levy A, Crown A, Reid R. Endocrine intervention for trans-
sexuals. Clin Endocrinol (Oxf). 2003;59(4):409-418.
Tangpricha V, Ducharme SH, Barber TW, Chipkin SR. Endo-
crinologic treatment of gender identity disorders. Endocr Pract.
2003;9(1):12-21.

Meriggiola MC, Gava G. Endocrine care of transpeople part I. A
review of cross-sex hormonal treatments, outcomes and adverse
effects in transmen. Clin Endocrinol (Oxf). 2015;83(5):597-606.
Bhasin S, Cunningham GR, Hayes FJ, Matsumoto AM, Snyder
PJ, Swerdloff RS, Montori VM. Testosterone therapy in adult
men with androgen deficiency syndromes: an endocrine society
clinical practice guideline. | Clin Endocrinol Metab. 2006;91(6):
1995-2010.

Pelusi C, Costantino A, Martelli V, Lambertini M, Bazzocchi A,
Ponti F, Battista G, Venturoli S, Meriggiola MC. Effects of three
different testosterone formulations in female-to-male transsexual
persons. | Sex Med. 2014;11(12):3002-3011.

Anderson GL, Limacher M, Assaf AR, Bassford T, Beresford SA,
Black H, Bonds D, Brunner R, Brzyski R, Caan B, Chlebowski R,
Curb D, Gass M, Hays J, Heiss G, Hendrix S, Howard BV, Hsia J,
Hubbell A, Jackson R, Johnson KC, Judd H, Kotchen JM, Kuller
L,LaCroix AZ, Lane D, Langer RD, Lasser N, Lewis CE, Manson
J, Margolis K, Ockene J, O’Sullivan M], Phillips L, Prentice RL,
Ritenbaugh C, Robbins J, Rossouw JE, Sarto G, Stefanick ML,
Van Horn L, Wactawski-Wende ], Wallace R, Wassertheil-
Smoller S; Women’s Health Initiative Steering Committee. Effects
of conjugated equine estrogen in postmenopausal women with
hysterectomy: the Women’s Health Initiative randomized con-
trolled trial. JAMA. 2004;291(14):1701-1712.

Dickersin K, Munro MG, Clark M, Langenberg P, Scherer R,
Frick K, Zhu Q, Hallock L, Nichols J, Yalcinkaya TM; Surgical
Treatments Outcomes Project for Dysfunctional Uterine Bleed-
ing (STOP-DUB) Research Group. Hysterectomy compared
with endometrial ablation for dysfunctional uterine bleeding:
a randomized controlled trial. Obstet Gynecol. 2007;110(6):
1279-1289.

Gooren LJ, Giltay EJ, Bunck MC. Long-term treatment of
transsexuals with cross-sex hormones: extensive personal expe-
rience. | Clin Endocrinol Metab. 2008;93(1):19-25.

Prior JC, Vigna YM, Watson D. Spironolactone with physio-
logical female steroids for presurgical therapy of male-to-female
transsexualism. Arch Sex Behav. 1989;18(1):49-57.

Dittrich R, Binder H, Cupisti S, Hoffmann I, Beckmann MW,
Mueller A. Endocrine treatment of male-to-female transsexuals
using gonadotropin-releasing hormone agonist. Exp Clin Endo-
crinol Diabetes. 2005;113(10):586-592.



3900

142.
143.

144.

145.

146.

147.

148.

149.

150.

151.

152.

153.

154.

155.

156.

157.

158.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-77

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 39 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 375 of 598

Hembree et al

Stripp B, Taylor AA, Bartter FC, Gillette JR, Loriaux DL, Easley
R, Menard RH. Effect of spironolactone on sex hormones in man.
J Clin Endocrinol Metab. 1975;41(4):777-781.

Levy J, Burshell A, Marbach M, Afllalo L, Glick SM. Interaction of
spironolactone with oestradiol receptors in cytosol. | Endocrinol.
1980;84(3):371-379.

Wierckx K, Elaut E, Van Hoorde B, Heylens G, De Cuypere G,
Monstrey S, Weyers S, Hoebeke P, T°Sjoen G. Sexual desire in
trans persons: associations with sex reassignment treatment. | Sex
Med. 2014;11(1):107-118.

Chiriaco G, Cauci S, Mazzon G, Trombetta C. An observational
retrospective evaluation of 79 young men with long-term adverse
effects after use of finasteride against androgenetic alopecia.
Andrology. 2016;4(2):245-250.

Gava G, Cerpolini S, Martelli V, Battista G, Seracchioli R,
Meriggiola MC. Cyproterone acetate vs leuprolide acetate in
combination with transdermal oestradiol in transwomen: a com-
parison of safety and effectiveness. Clin Endocrinol (Oxf). 2016;
85(2):239-246.

Casper RF, Yen SS. Rapid absorption of micronized estradiol-17
beta following sublingual administration. Obstet Gynecol. 1981;
57(1):62-64.

Price TM, Blauer KL, Hansen M, Stanczyk F, Lobo R, Bates GW.
Single-dose pharmacokinetics of sublingual versus oral adminis-
tration of micronized 17B-estradiol. Obstet Gynecol. 1997;89(3):
340-345.

Toorians AWFT, Thomassen MCLGD, Zweegman S, Magdeleyns
EJP, Tans G, Gooren LJG, Rosing J. Venous thrombosis and
changes of hemostatic variables during cross-sex hormone treat-
ment in transsexual people. | Clin Endocrinol Metab. 2003;88(12):
§723-5729.

Mepham N, Bouman WP, Arcelus J, Hayter M, Wylie KR. People
with gender dysphoria who self-prescribe cross-sex hormones:
prevalence, sources, and side effects knowledge. | Sex Med. 2014;
11(12):2995-3001.

Richards C, Bouman WP, Seal L, Barker MJ, Nieder TO, T°Sjoen
G. Non-binary or genderqueer genders. Int Rev Psychiatry. 2016;
28(1):95-102.

Cosyns M, Van Borsel J, Wierckx K, Dedecker D, Van de Peer F,
Daelman T, Laenen S, T°Sjoen G. Voice in female-to-male
transsexual persons after long-term androgen therapy. Laryn-
goscope. 2014;124(6):1409-1414.

Deuster D, Matulat P, Knief A, Zitzmann M, Rosslau K, Szukaj
M, am Zehnhoff-Dinnesen A, Schmidt CM. Voice deepening
under testosterone treatment in female-to-male gender dysphoric
individuals. Eur Arch Otorbinolaryngol. 2016;273(4):959-965.
Lapauw B, Taes Y, Simoens S, Van Caenegem E, Weyers S,
Goemaere S, Toye K, Kaufman J-M, T°Sjoen GG. Body compo-
sition, volumetric and areal bone parameters in male-to-female
transsexual persons. Bone. 2008;43(6):1016-1021.

Meyer III W], Webb A, Stuart CA, Finkelstein JW, Lawrence B,
Walker PA. Physical and hormonal evaluation of transsexual
patients: a longitudinal study. Arch Sex Behav. 1986;15(2):
121-138.

Asscheman H, Gooren L], Assies J, Smits JP, de Slegte R. Prolactin
levels and pituitary enlargement in hormone-treated male-to-
female transsexuals. Clin Endocrinol (Oxf). 1988;28(6):583-588.
Gooren L], Harmsen-Louman W, van Kessel H. Follow-up of
prolactin levels in long-term oestrogen-treated male-to-female
transsexuals with regard to prolactinoma induction. Clin Endo-
crinol (Oxf). 1985;22(2):201-207.

Wierckx K, Van Caenegem E, Schreiner T, Haraldsen I, Fisher
AD, Toye K, Kaufman JM, T°Sjoen G. Cross-sex hormone therapy
in trans persons is safe and effective at short-time follow-up: re-
sults from the European network for the investigation of gender
incongruence. | Sex Med. 2014;11(8):1999-2011.

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons

159.

160.

161.

162.

163.

164.

165.

166.

167.

168.

169.

170.

171.

172.

173.

174.

175.

176.

177.

J Clin Endocrinol Metab, November 2017, 102(11):3869-3903

Ott J, Kaufmann U, Bentz EK, Huber JC, Tempfer CB. Incidence
of thrombophilia and venous thrombosis in transsexuals under
cross-sex hormone therapy. Fertil Steril. 2010;93(4):1267-1272.
Giltay EJ, Hoogeveen EK, Elbers JMH, Gooren L]JG, Asscheman
H, Stehouwer CDA. Effects of sex steroids on plasma total
homocysteine levels: a study in transsexual males and females.
J Clin Endocrinol Metab. 1998;83(2):550-553.

van Kesteren PJM, Asscheman H, Megens JA], Gooren LJG.
Mortality and morbidity in transsexual subjects treated with
cross-sex hormones. Clin Endocrinol (Oxf). 1997;47(3):
337-343.

Wierckx K, Gooren L, T°Sjoen G. Clinical review: breast devel-
opment in trans women receiving cross-sex hormones. | Sex Med.
2014;11(5):1240-1247.

Bird D, Vowles K, Anthony PP. Spontaneous rupture of a liver cell
adenoma after long term methyltestosterone: report of a case
successfully treated by emergency right hepatic lobectomy. Br |
Surg. 1979;66(3):212-213.

Westaby D, Ogle SJ, Paradinas FJ, Randell JB, Murray-Lyon IM.
Liver damage from long-term methyltestosterone. Lancet. 1977;
2(8032):262-263.

Weinand JD, Safer JD. Hormone therapy in transgender adults is
safe with provider supervision; a review of hormone therapy
sequelae for transgender individuals. | Clin Transl Endocrinol.
2015;2(2):55-60.

Roberts TK, Kraft CS, French D, Ji W, Wu AH, Tangpricha V,
Fantz CR. Interpreting laboratory results in transgender patients
on hormone therapy. Am | Med. 2014;127(2):159-162.

Vesper HW, Botelho JC, Wang Y. Challenges and improvements
in testosterone and estradiol testing. Asian | Androl. 2014;16(2):
178-184.

Asscheman H, T°Sjoen G, Lemaire A, Mas M, Meriggiola MC,
Mueller A, Kuhn A, Dhejne C, Morel-Journel N, Gooren L].
Venous thrombo-embolism as a complication of cross-sex hor-
mone treatment of male-to-female transsexual subjects: a review.
Andrologia. 2014;46(7):791-795.

Righini M, Perrier A, De Moerloose P, Bounameaux H. D-dimer
for venous thromboembolism diagnosis: 20 years later. | Thromb
Haemost. 2008;6(7):1059-1071.

Gooren L], Assies J, Asscheman H, de Slegte R, van Kessel H.
Estrogen-induced prolactinoma in a man. | Clin Endocrinol
Metab. 1988;66(2):444—446.

Kovacs K, Stefaneanu L, Ezzat S, Smyth HS. Prolactin-producing
pituitary adenoma in a male-to-female transsexual patient with
protracted estrogen administration. A morphologic study. Arch
Pathol Lab Med. 1994;118(5):562-565.

Serri O, Noiseux D, Robert F, Hardy J. Lactotroph hyperplasia in
an estrogen treated male-to-female transsexual patient. | Clin
Endocrinol Metab. 1996;81(9):3177-3179.

Cunha FS, Domenice S, Camara VL, Sircili MH, Gooren L],
Mendonga BB, Costa EM. Diagnosis of prolactinoma in two male-
to-female transsexual subjects following high-dose cross-sex
hormone therapy. Andrologia. 2015;47(6):680-684.

Nota NM, Dekker MJH], Klaver M, Wiepjes CM, van Trot-
senburg MA, Heijboer AC, den Heijer M. Prolactin levels during
short- and long-term cross-sex hormone treatment: an observa-
tional study in transgender persons. Andrologia. 2017;49(6).
Bunck MC, Debono M, Giltay EJ, Verheijen AT, Diamant M,
Gooren LJ. Autonomous prolactin secretion in two male-to-
female transgender patients using conventional oestrogen dos-
ages. BM]J Case Rep. 2009;2009:bcr0220091589.

Elamin MB, Garcia MZ, Murad MH, Erwin PJ, Montori VM.
Effect of sex steroid use on cardiovascular risk in transsexual
individuals: a systematic review and meta-analyses. Clin Endo-
crinol (Oxf). 2010;72(1):1-10.

Berra M, Armillotta F, D’Emidio L, Costantino A, Martorana G,
Pelusi G, Meriggiola MC. Testosterone decreases adiponectin



178.

179.
180.

181.

182.

183.

184.

185.

186.

187.

188.

189.

190.

191.

192.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-78

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 40 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 376 of 598

doi: 10.1210/jc.2017-01658

levels in female to male transsexuals. Asian | Androl. 2006;8(6):
725-729.

Elbers JMH, Giltay EJ, Teerlink T, Scheffer PG, Asscheman H,
Seidell JC, Gooren LJG. Effects of sex steroids on components of
the insulin resistance syndrome in transsexual subjects. Clin
Endocrinol (Oxf). 2003;58(5):562-571.

Giltay EJ, Lambert J, Gooren LJG, Elbers JMH, Steyn M, Ste-
houwer CDA. Sex steroids, insulin, and arterial stiffness in women
and men. Hypertension. 1999;34(4 Pt 1):590-597.

Polderman KH, Gooren L], Asscheman H, Bakker A, Heine R]J.
Induction of insulin resistance by androgens and estrogens. | Clin
Endocrinol Metab. 1994;79(1):265-271.

Maraka S. Effect of sex steroids on lipids, venous thromboembolism,
cardiovascular disease and mortality in transgender individuals:
a systematic review and meta-analysis. Available at: http://press.
endocrine.org/doi/abs/10.1210/endo-meetings.2016.RE.15.FRI-136.
Accessed 3 July 2017.

Meriggiola MC, Armillotta F, Costantino A, Altieri P, Saad F,
Kalhorn T, Perrone AM, Ghi T, Pelusi C, Pelusi G. Effects of
testosterone undecanoate administered alone or in combination
with letrozole or dutasteride in female to male transsexuals. | Sex
Med. 2008;5(10):2442-2453.

Giltay EJ, Toorians AW, Sarabdjitsingh AR, de Vries NA, Gooren
LJ. Established risk factors for coronary heart disease are un-
related to androgen-induced baldness in female-to-male trans-
sexuals. | Endocrinol. 2004;180(1):107-112.

Giltay EJ, Verhoef P, Gooren L]G, Geleijnse JM, Schouten EG,
Stehouwer CDA. Oral and transdermal estrogens both lower
plasma total homocysteine in male-to-female transsexuals. Ath-
erosclerosis. 2003;168(1):139-146.

Calof OM, Singh AB, Lee ML, Kenny AM, Urban R], Tenover JL,
Bhasin S. Adverse events associated with testosterone replacement
in middle-aged and older men: a meta-analysis of randomized,
placebo-controlled trials. | Gerontol A Biol Sci Med Sci. 2005;
60(11):1451-1457.

Expert Panel on Detection, Evaluation, and Treatment of High
Blood Cholesterol in Adults. Executive summary of the Third
Report of the National Cholesterol Education Program (NCEP)
Expert Panel on Detection, Evaluation, and Treatment of High
Blood Cholesterol in Adults (Adult Treatment Panel III). JAMA.
2001;285(19):2486-2497.

Murad MH, Elamin MB, Garcia MZ, Mullan R], Murad A,
Erwin PJ, Montori VM. Hormonal therapy and sex reassignment:
a systematic review and meta-analysis of quality of life and
psychosocial outcomes. Clin Endocrinol (Oxf). 2010;72(2):
214-231.

Van Caenegem E, Wierckx K, Taes Y, Schreiner T, Vandewalle S,
Toye K, Lapauw B, Kaufman JM, T"Sjoen G. Body composition,
bone turnover, and bone mass in trans men during testosterone
treatment: 1-year follow-up data from a prospective case-
controlled study (ENIGI). Eur | Endocrinol. 2015;172(2):
163-171.

Turner A, Chen TC, Barber TW, Malabanan AO, Holick MF,
Tangpricha V. Testosterone increases bone mineral density in
female-to-male transsexuals: a case series of 15 subjects. Clin
Endocrinol (Oxf). 2004;61(5):560-566.

van Kesteren P, Lips P, Gooren LJG, Asscheman H, Megens J.
Long-term follow-up of bone mineral density and bone meta-
bolism in transsexuals treated with cross-sex hormones. Clin
Endocrinol (Oxf). 1998;48(3):347-354.

Van Caenegem E, Taes Y, Wierckx K, Vandewalle S, Toye K,
Kaufman JM, Schreiner T, Haraldsen I, T°Sjoen G. Low bone
mass is prevalent in male-to-female transsexual persons before the
start of cross-sex hormonal therapy and gonadectomy. Bone.
2013;54(1):92-97.

Amin S, Zhang Y, Sawin CT, Evans SR, Hannan MT, Kiel DP,
Wilson PW, Felson DT. Association of hypogonadism and

193.

194.

195.

196.

197.

198.

199.

200.

201.

202.

203.

204.

20S.

206.

207.

208.

209.

210.

211.

https://academic.oup.com/jcem 3901

estradiol levels with bone mineral density in elderly men from the
Framingham study. Ann Intern Med. 2000;133(12):951-963.
Gennari L, Khosla S, Bilezikian JP. Estrogen and fracture risk in
men. | Bone Miner Res. 2008;23(10):1548-1551.

Khosla S, Melton LJ III, Atkinson EJ, O’Fallon WM, Klee GG,
Riggs BL. Relationship of serum sex steroid levels and bone
turnover markers with bone mineral density in men and women:
a key role for bioavailable estrogen. | Clin Endocrinol Metab.
1998:83(7):2266-2274.

Mueller A, Dittrich R, Binder H, Kuehnel W, Maltaris T, Hoff-
mann I, Beckmann MW. High dose estrogen treatment increases
bone mineral density in male-to-female transsexuals receiving
gonadotropin-releasing hormone agonist in the absence of tes-
tosterone. Eur | Endocrinol. 2005;153(1):107-113.

Ruetsche AG, Kneubuehl R, Birkhaeuser MH, Lippuner K.
Cortical and trabecular bone mineral density in transsexuals after
long-term cross-sex hormonal treatment: a cross-sectional study.
Osteoporos Int. 2005;16(7):791-798.

Ganly I, Taylor EW. Breast cancer in a trans-sexual man receiving
hormone replacement therapy. Br | Surg. 1995;82(3):341.
Pritchard TJ, Pankowsky DA, Crowe JP, Abdul-Karim FW. Breast
cancer in a male-to-female transsexual. A case report. JAMA.
1988;259(15):2278-2280.

Symmers WS. Carcinoma of breast in trans-sexual individuals
after surgical and hormonal interference with the primary and
secondary sex characteristics. BMJ. 1968;2(5597):83-85.
Brown GR. Breast cancer in transgender veterans: a ten-case se-
ries. LGBT Health. 2015;2(1):77-80.

Shao T, Grossbard ML, Klein P. Breast cancer in female-to-male
transsexuals: two cases with a review of physiology and man-
agement. Clin Breast Cancer. 2011;11(6):417-419.

Nikolic DV, Djordjevic ML, Granic M, Nikolic AT, Stanimirovic
VV, Zdravkovic D, Jelic S. Importance of revealing a rare case of
breast cancer in a female to male transsexual after bilateral
mastectomy. World | Surg Oncol. 2012;10:280.

Bosze P, Toth A, Torok M. Hormone replacement and the risk of
breast cancer in Turner’s syndrome. N Engl | Med. 2006;355(24):
2599-2600.

Schoemaker M]J, Swerdlow AJ, Higgins CD, Wright AF, Jacobs
PA; UK Clinical Cytogenetics Group. Cancer incidence in women
with Turner syndrome in Great Britain: a national cohort study.
Lancet Oncol. 2008;9(3):239-246.

Smith RA, Cokkinides V, Eyre HJ. American Cancer Society
guidelines for the early detection of cancer, 2006. CA Cancer |
Clin. 2006;56(1):11-25, quiz 49-50.

Wilson JD, Roehrborn C. Long-term consequences of castration
in men: lessons from the Skoptzy and the eunuchs of the Chinese
and Ottoman courts. | Clin Endocrinol Metab. 1999;84(12):
4324-4331.

van Kesteren P, Meinhardt W, van der Valk P, Geldof A, Megens J,
Gooren L. Effects of estrogens only on the prostates of aging men.
J Urol. 1996;156(4):1349-1353.

Brown JA, Wilson TM. Benign prostatic hyperplasia requiring
transurethral resection of the prostate in a 60-year-old male-to-
female transsexual. Br | Urol. 1997;80(6):956-957.

Casella R, Bubendorf L, Schaefer DJ, Bachmann A, Gasser TC,
Sulser T. Does the prostate really need androgens to grow?
Transurethral resection of the prostate in a male-to-female
transsexual 25 years after sex-changing operation. Urol Int.
2005;75(3):288-290.

Dorff TB, Shazer RL, Nepomuceno EM, Tucker SJ. Successful
treatment of metastatic androgen-independent prostate carci-
noma in a transsexual patient. Clin Genitourin Cancer.2007;5(5):
344-346.

Thurston AV. Carcinoma of the prostate in a transsexual. Br |
Urol. 1994;73(2):217.



3902

212.
213.
214.
215.
216.
217.
218.

219.

220.
221.

222.

223.

224.

225.

226.

227.

228.

229.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-79

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 41 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 377 of 598

Hembree et al

van Harst EP, Newling DW, Gooren L], Asscheman H, Prenger
DM. Metastatic prostatic carcinoma in a male-to-female trans-
sexual. BJU Int. 1998;81:776.

Turo R, Jallad S, Prescott S, Cross WR. Metastatic prostate cancer
in transsexual diagnosed after three decades of estrogen therapy.
Can Urol Assoc J. 2013;7(7-8):E544-E546.

Miksad RA, Bubley G, Church P, Sanda M, Rofsky N, Kaplan I,
Cooper A. Prostate cancer in a transgender woman 41 years after
initiation of feminization. JAMA. 2006;296(19):2316-2317.
Moyer VA; U.S. Preventive Services Task Force. Screening for
prostate cancer: U.S. Preventive Services Task Force recommen-
dation statement. Ann Intern Med. 2012;157(2):120-134.
Futterweit W. Endocrine therapy of transsexualism and potential
complications of long-term treatment. Arch Sex Behav. 1998;
27(2):209-226.

Miller N, Bédard YC, Cooter NB, Shaul DL. Histological changes
in the genital tract in transsexual women following androgen
therapy. Histopathology. 1986;10(7):661-669.

O’Hanlan KA, Dibble SL, Young-Spint M. Total laparoscopic
hysterectomy for female-to-male transsexuals. Obstet Gynecol.
2007;110(5):1096-1101.

Dizon DS, Tejada-Berges T, Koelliker S, Steinhoff M, Granai CO.
Ovarian cancer associated with testosterone supplementation in a
female-to-male transsexual patient. Gynecol Obstet Invest. 2006;
62(4):226-228.

Hage JJ, Dekker JJML, Karim RB, Verheijen RHM, Bloemena E.
Ovarian cancer in female-to-male transsexuals: report of two
cases. Gynecol Oncol. 2000;76(3):413-415.

Mueller A, Gooren L. Hormone-related tumors in transsexuals
receiving treatment with cross-sex hormones. Eur | Endocrinol.
2008;159(3):197-202.

Coleman E, Bockting W, Botzer M, Cohen-Kettenis P, DeCuypere
G, Feldman J, Fraser L, Green J, Knudson G, Meyer W], Monstrey
S, Adler RK, Brown GR, Devor AH, Ehrbar R, Ettner R, Eyler E,
Garofalo R, Karasic DH, Lev Al, Mayer G, Meyer-Bahlburg H,
Hall BP, Pfaefflin F, Rachlin K, Robinson B, Schechter LS,
Tangpricha V, van Trotsenburg M, Vitale A, Winter S, Whittle S,
Wylie KR, Zucker K. Standards of care for the health of trans-
sexual, transgender, and gender-nonconforming people, version
7. Int | Transgenderism. 2012;13:165-232.

Colebunders B, D’Arpa S, Weijers S, Lumen N, Hoebeke P,
Monstrey S. Female-to-male gender reassignment surgery. In:
Ettner R, Monstrey S, Coleman E, eds. Principles of Transgender
Medicine and Surgery. 2nd ed. New York, NY: Routledge Taylor
& Francis Group; 2016:279-317.

Monstrey S, Hoebeke P, Dhont M, De Cuypere G, Rubens R,
Moerman M, Hamdi M, Van Landuyt K, Blondeel P. Surgical
therapy in transsexual patients: a multi-disciplinary approach.
Acta Chir Belg. 2001;101(5):200-209.

Selvaggi G, Ceulemans P, De Cuypere G, VanLanduyt K, Blondeel
P, Hamdi M, Bowman C, Monstrey S. Gender identity disorder:
general overview and surgical treatment for vaginoplasty in
male-to-female transsexuals. Plast Reconstr Surg. 2005;116(6):
135e-14S5e.

Tugnet N, Goddard JC, Vickery RM, Khoosal D, Terry TR.
Current management of male-to-female gender identity disorder
in the UK. Postgrad Med . 2007;83(984):638-642.

Horbach SER, Bouman M-B, Smit JM, Ozer M, Buncamper ME,
Mullender MG. Outcome of vaginoplasty in male-to-female
transgenders: a systematic review of surgical techniques. | Sex
Med. 2015;12(6):1499-1512.

Wroblewski P, Gustafsson J, Selvaggi G. Sex reassignment surgery
for transsexuals. Curr Opin Endocrinol Diabetes Obes. 2013;
20(6):570-574.

Morrison SD, Satterwhite T, Grant DW, Kirby ], Laub DR, Sr,
VanMaasdam J. Long-term outcomes of rectosigmoid neo-
colporrhaphy in male-to-female gender reassignment surgery.
Plast Reconstr Surg. 2015;136(2):386-394.

Guidelines on Gender-Dysphoric/Gender-Incongruent Persons

230.

231.

232.

233.

234.

235.

236.

237.

238.

239.

240.

241.

242.

243.

244.

245.

246.

247.

J Clin Endocrinol Metab, November 2017, 102(11):3869-3903

Dessy LA, Mazzocchi M, Corrias F, Ceccarelli S, Marchese C,
Scuderi N. The use of cultured autologous oral epithelial cells for
vaginoplasty in male-to-female transsexuals: a feasibility, safety,
and advantageousness clinical pilot study. Plast Reconstr Surg.
2014;133(1):158-161.

Li FY, Xu YS, Zhou CD, Zhou Y, Li SK, Li Q. Long-term out-
comes of vaginoplasty with autologous buccal micromucosa.
Obstet Gynecol. 2014;123(5):951-956.

Kanhai RC. Sensate vagina pedicled-spot for male-to-female
transsexuals: the experience in the first 50 patients. Aesthetic
Plast Surg. 2016;40(2):284-287.

Straayer C. Transplants for transsexuals? Ambitions, concerns,
ideology. Paper presented at: Trans*Studies: An International
Transdisciplinary Conference on Gender, Embodiment, and
Sexuality; 7-10 September 2016; University of Arizona, Tucson,
AZ.

Bucci S, Mazzon G, Liguori G, Napoli R, Pavan N, Bormioli S,
Ollandini G, De Concilio B, Trombetta C. Neovaginal prolapse in
male-to-female transsexuals: an 18-year-long experience. Biomed
Res Int. 2014;2014:240761.

Raigosa M, Avvedimento S, Yoon TS, Cruz-Gimeno J, Rodriguez
G, Fontdevila J. Male-to-female genital reassignment surgery:
a retrospective review of surgical technique and complications in
60 patients. | Sex Med. 2015;12(8):1837-1845.

Green R. Sexual functioning in post-operative transsexuals: male-
to-female and female-to-male. Int | Impot Res. 1998;10(Suppl 1):
$22-S24.

Hess J, Rossi Neto R, Panic L, Riibben H, Senf W. Satisfaction
with male-to-female gender reassignment surgery. Dtsch Arztebl
Int. 2014;111(47):795-801.

Nygren U, Nordenskjold A, Arver S, Sodersten M. Effects on voice
fundamental frequency and satisfaction with voice in trans men
during testosterone treatment—a longitudinal study. | Voice.
2016;30(6):766.e23-766.¢34.

Becking AG, Tuinzing DB, Hage JJ, Gooren LJG. Transgender
feminization of the facial skeleton. Clin Plast Surg. 2007;34(3):
557-564.

Giraldo F, Esteva I, Bergero T, Cano G, Gonzalez C, Salinas P,
Rivada E, Lara JS, Soriguer F; Andalusia Gender Team. Corona
glans clitoroplasty and urethropreputial vestibuloplasty in male-
to-female transsexuals: the vulval aesthetic refinement by the
Andalusia Gender Team. Plast Reconstr Surg. 2004;114(6):
1543-1550.

Goddard JC, Vickery RM, Terry TR. Development of feminizing
genitoplasty for gender dysphoria. | Sex Med. 2007;4(4 Pt 1):
981-989.

Hage JJ, de Graaf FH, Bouman FG, Bloem JJAM. Sculpturing the
glans in phalloplasty. Plast Reconstr Surg. 1993;92(1):157-161,
discussion 162.

Thiagaraj D, Gunasegaram R, Loganath A, Peh KL, Kottegoda
SR, Ratnam SS. Histopathology of the testes from male trans-
sexuals on oestrogen therapy. Ann Acad Med Singapore. 1987,
16(2):347-348.

Monstrey SJ, Ceulemans P, Hoebeke P. Sex reassignment surgery
in the female-to-male transsexual. Semin Plast Surg. 2011;25(3):
229-244.

Perovic SV, Djinovic R, Bumbasirevic M, Djordjevic M, Vukovic
P. Total phalloplasty using a musculocutaneous latissimus dorsi
flap. BJU Int. 2007;100(4):899-905, discussion 905.

Vesely J, Hyza P, Ranno R, Cigna E, Monni N, Stupka I, Justan I,
Dvorak Z, Novak P, Ranno S. New technique of total phalloplasty
with reinnervated latissimus dorsi myocutaneous free flap in
female-to-male transsexuals. Ann Plast Surg. 2007;58(5):
544-550.

Ranno R, Vesely ], Hyza P, Stupka I, Justan I, Dvorak Z, Monni
N, Novak P, Ranno S. Neo-phalloplasty with re-innervated lat-
issimus dorsi free flap: a functional study of a novel technique.
Acta Chir Plast. 2007;49(1):3-7.



248.

249.

250.

251.

252.

253.

254.

255.

256.

257.

Downloaded from https://academic.oup.com/jcem/article-abstract/102/11/3869

SER-80

by guest

on 05 December 2017

Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 42 of 186

Case 3:20-cv-06145-RJB Document 104-1 Filed 10/31/22 Page 378 of 598

doi: 10.1210/c.2017-01658

Garcia MM, Christopher NA, De Luca F, Spilotros M, Ralph DJ.
Overall satisfaction, sexual function, and the durability of neo-
phallus dimensions following staged female to male genital gender
confirming surgery: the Institute of Urology, London U.K. ex-
perience. Transl Androl Urol. 2014;3(2):156-162.

Chen H-C, Gedebou TM, Yazar S, Tang Y-B. Prefabrication of the
free fibula osteocutaneous flap to create a functional human penis
using a controlled fistula method. | Reconstr Microsurg. 2007;
23(3):151-154.

Hoebeke PB, Decaestecker K, Beysens M, Opdenakker Y, Lumen
N, Monstrey SM. Erectile implants in female-to-male trans-
sexuals: our experience in 129 patients. Eur Urol. 2010;57(2):
334-341.

Hage JJ. Metaidoioplasty: an alternative phalloplasty technique in
transsexuals. Plast Reconstr Surg. 1996;97(1):161-167.
Cohanzad S. Extensive metoidioplasty as a technique capable of
creating a compatible analogue to a natural penis in female
transsexuals. Aesthetic Plast Surg. 2016;40(1):130-138.
Selvaggi G, Hoebeke P, Ceulemans P, Hamdi M, Van Landuyt K,
Blondeel P, De Cuypere G, Monstrey S. Scrotal reconstruction in
female-to-male transsexuals: a novel scrotoplasty. Plast Reconstr
Surg. 2009;123(6):1710-1718.

Bjerrome Ahlin H, Kolby L, Elander A, Selvaggi G. Improved
results after implementation of the Ghent algorithm for sub-
cutaneous mastectomy in female-to-male transsexuals. | Plast
Surg Hand Surg. 2014;48(6):362-367.

Wolter A, Diedrichson J, Scholz T, Arens-Landwehr A, Liebau J.
Sexual reassignment surgery in female-to-male transsexuals: an
algorithm for subcutaneous mastectomy. | Plast Reconstr Aesthet
Surg. 2015;68(2):184-191.

Richards C, Barrett J. The case for bilateral mastectomy and male
chest contouring for the female-to-male transsexual. Ann R Coll
Surg Engl. 2013;95(2):93-95.

Sutcliffe PA, Dixon S, Akehurst RL, Wilkinson A, Shippam A,
White S, Richards R, Caddy CM. Evaluation of surgical

258.

259.

260.

261.

262.

263.

264.

265.

266.

https://academic.oup.com/jcem 3903

procedures for sex reassignment: a systematic review. | Plast
Reconstr Aesthet Surg. 2009;62(3):294-306, discussion 306-308.
Selvaggi G, Elander A. Penile reconstruction/formation. Curr
Opin Urol. 2008;18(6):589-597.

Dhejne C, Lichtenstein P, Boman M, Johansson ALV, Lingstrom
N, Landén M. Long-term follow-up of transsexual persons un-
dergoing sex reassignment surgery: cohort study in Sweden. PLoS
Omne. 2011;6(2):e16885.

Kuhn A, Bodmer C, Stadlmayr W, Kuhn P, Mueller MD,
Birkhduser M. Quality of life 15 years after sex reassignment
surgery for transsexualism. Fertil Steril. 2009;92(5):1685-1689.¢3.
Papadopulos NA, Lellé JD, Zavlin D, Herschbach P, Henrich G,
Kovacs L, Ehrenberger B, Kluger AK, Machens HG, Schaff ]J.
Quality of life and patient satisfaction following male-to-female
sex reassignment surgery. | Sex Med. 2017;14(5):721-730.
Simonsen RK, Hald GM, Kristensen E, Giraldi A. Long-term
follow-up of individuals undergoing sex-reassignment surgery:
somatic morbidity and cause of death. Sex Med. 2016;4(1):
e60—e68.

Djordjevic ML, Bizic MR, Duisin D, Bouman MB, Buncamper M.
Reversal Surgery in regretful male-to-female transsexuals after sex
reassignment surgery. | Sex Med. 2016;13(6):1000-1007.
Liberopoulos EN, Florentin M, Mikhailidis DP, Elisaf MS.
Compliance with lipid-lowering therapy and its impact on car-
diovascular morbidity and mortality. Expert Opin Drug Saf.
2008;7(6):717-725.

Forbes SS, Stephen W], Harper WL, Loeb M, Smith R, Chris-
toffersen EP, McLean RF. Implementation of evidence-based
practices for surgical site infection prophylaxis: results of a pre-
and postintervention study. | Am Coll Surg. 2008;207(3):
336-341.

Davis PJ, Spady D, de Gara C, Forgie SE. Practices and attitudes of
surgeons toward the prevention of surgical site infections: a pro-
vincial survey in Alberta, Canada. Infect Control Hosp Epidemiol.
2008;29(12):1164-1166.



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 43 of 186

Case 3:20-cv-06145-RJB Document 84-13 Filed 08/25/22 Page 1 of 142

Exhibit M

SER-81



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 44 of 186
f

| -
Case&:2(RB100584961R 5B oumaentLSﬂ-]EleEilEdZEﬂB/Hagl@@e P142

e
\f Catholic Health

Initiatives

Imagine better health.°

v
N

well-being

B

Summary Plan
Description —
Medical
(Franciscan
Health)

Blue Cross
Blue Shield
Integrated

Effective January 1,2019

imagine
your Best Self



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 45 of 186

Case&:2(RB120084061R5B Dooummaahi 8U- e & il TB AL/ RageRyef3dp142

2019 Summary of Modifications

The changes listed below have been made to the Summary Plan Description for 2019.

Summary of Modifications

Adding a diabetic management program
Adding coverage for applied behavior analysis therapy
Increasing the employer HSA contribution

°
°
°
e Eliminating coverage for artificial insemination
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Who to Contact With Questions

Benefit Contact Applicable MBO
General

HR/Payroll Connection Support Center | National office employees, Tacoma, WA
General questions about 3900 Olympic Blvd, Suite 400 Franciscan Health System, Tacoma, WA
eligibility for benefits, Erlanger, KY 41018 Franciscan Medical Group, Tacoma, WA
enroliment and qualified 844-450-9450
life event change, etc. http://home.catholichealth.net/wellbeing

Medical Benefits

CHI Medical Plan Customer Service Team
Blue Cross Blue Shield of lllinois
www.bcbsil.com/chi
1-866-776-4244
CHI Medical Plan Customer Service Team
Blue Cross Blue Shield of lllinois
www.bcbsil.com/chi
1-866-776-4244
Virgin Pulse
http://home.catholichealth.net/wellbeing

Prenatal care program 75 Fountain Street, Suite 310
Providence, Rl 02902
1-833-721-4094
CHI Medical Plan Customer Service Team

Questions about your coverage

Find network providers

Pre-certification Blue Cross Blue Shield of lllinois
1-866-776-4244
HealthEquity
www.healthequity.com/ed/chi
Health savings account 15 West Scenic Pointe Drive, Suite 400

Draper, UT 84020
1-866-212-4634

Prescription Benefits

. - CVS/Caremark

General questions about prescription www.caremark.com
benefits 1-877-232-7925
CVS/Caremark

Prescription claims www.caremark.com

1-877-232-7925
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Medical Plan Introduction

In accordance with the heritage of its participating congregations, Catholic Health Initiatives (CHI)
emphasizes care of the whole person in body, mind, and spirit. This commitment is reflected not only
in the care provided to the individuals and communities CHI serves, but also in the Benefits the
organization provides to you, its Employees.

The Medical Plan will be administered by Blue Cross Blue Shield of Illinois and the pharmacy benefit
will be administered by CVS/Caremark.

The plan has been established on a noninsured basis; all liability for payment of Benefits is assumed by
CHI. While Blue Cross Blue Shield of Illinois and CVS/Caremark administer payment of Claims, Blue
Cross Blue Shield of Illinois and CVS/Caremark have no liability for the funding of the Benefit plan.

While one of the functions of Blue Cross Blue Shield of Illinois and CVS/Caremark is to process
Claims according to the plan provisions, all Claims paid under the plan are paid by CHI and CHI owns
the Claim files. Therefore, the final decision on any disputed Claim may involve review of these files
by CHI.

The Plan was established on January 1, 2001, and this Summary Plan Description, which provides
detailed descriptions of the Benefits available to you, is revised as of January 1, 2019. This Summary
Plan Description replaces all Summary Plan Descriptions and related amendments effective prior to
January 1, 2019, relative to the Plan and shall remain in effect until further notice. Please read the
information in this Summary Plan Description carefully so you will have a full understanding of your
health care Benefits. If you want more information or have any questions about your health care
Benefits, please contact the CHI Medical Plan Customer Service Team at the toll-free telephone
number listed on the back of your ID card.

A copy of this SPD is available online by either:
e Logging into InsideCHI. (Go to HR/Payroll Connection>My Policies Menu> Health and
Welfare Plan Documents. Under Browse, search “SPD.”)
e If you prefer a paper copy, you may print it locally. If you do not have access to a printer
locally you may request a copy by contacting the HR/Payroll Connection Support Center at
1-844-450-9450.

Important Information

CHI reserves the right to amend, modify or terminate the Plan, in whole or in part, at any time for any
reason. This Summary Plan Description also constitutes the Plan Document. Nothing in this Summary
Plan Description constitutes a promise of continued employment.

Charts and Call-Out Boxes

Some sections of this Summary Plan Description have charts and/or call-out boxes, which provide a
quick reference or summary, but they are not a complete description of all details about a topic. A
particular chart or call-out box may not describe some significant factors that would help determine
your Benefits, payments, or other responsibilities. Where examples are given, the dollar amounts
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provided are strictly to help you understand the concept and are not intended to reflect the actual or
typical cost for such a service.

It is important for you to learn about all of the details of a topic and follow any references to other
sections of the Summary Plan Description. (References tell you to “see” a section or subject heading,
such as, “see The Details — What’s Covered and Not Covered.” References

may also include a page number.)

Complete Information

Very often, complete information on a subject requires you to consult more than one section of the
Summary Plan Description. For your convenience we have included a Glossary of Terms that defines
the meanings of words found throughout this Summary Plan Description that are written in capital
letters and have very specific meanings.

Most information on Benefits will be found in these sections:
o Highlights of the Medical Plan Options
e  Quick Reference — What’s Covered and Not Covered
o The Details — What’s Covered and Not Covered
o General Conditions of Coverage, Exclusions, and Limitations

However, Benefits might also be affected by your choice of Provider (see Network Details —
Choosing a Provider), certain notification requirements (see Medical and Pharmacy Notification
Requirements and Care Coordination), and considerations of eligibility (see Adding or Dropping
Coverage).

Even if a service is listed as covered, Benefits might not be available in certain situations, and even if a
service is not specifically described as being excluded, it might not be covered.

You can use your Medical Plan to your best advantage by learning how this Summary Plan Description
is organized and how sections are related to each other. Whenever you look up a particular topic, be
sure to follow any references and read thoroughly.
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Highlights of the Medical Plan Options

This chart summarizes your Benefit options and payment responsibilities. It is only intended to provide
you with an overview. It is important that you also read The Details — What’s Covered and Not
Covered section of this Summary Plan Description and not just rely on this chart for your Benefits
coverage information. The Medical Plan uses three networks:
e Enhanced: Your local clinically integrated network (Rainier Health Network)

e In-Network: The Blue Cross Blue Shield National PPO Network

e Out-of-Network: Costs for services received from an Out-of-Network Provider/facility are
based on a percentage of the Medicare allowable rate.

A Snapshot of the Medical Plan

You Pay You Pay You Pay
Annual Deductible'
Enhanced: Clinically $0 $0
Integrated Network $2,700 individual/
In-Network: BC/BS $1,500 individual/ $2,500 individual/ $5,400 family
Network $3,000 family $5,000 family
Out-of-Network $3,000 individual/ $6,000 individpal/ $6,000 indiVidual/
$6,000 family $12,000 family $12,000 family
Annual Out-of-Pocket Maximum?
Enhanced: Clinically $3,000 individual/ $4,000 individual/ $4,000 individual/
Integrated Network $6,000 family $8,000 family $8,000 family
In-Network: BC/BS $6,000 individual/ $6,600 individual/ $6,450 individual/
Network $12,000 family $13,200 family $12,900 family
Out-of-Network $9,000 individpal/ $12,000 indivic.lual/ $12,000 indiVidual/
$18,000 family $24,000 family $24,000 family
Health Savings Account’ — CHI Funding
Individual . . $600
All other coverage levels Not Applicable Not Applicable $1,200

!There are individual Deductibles embedded within the family Deductible. In addition, there is one Deductible that applies to both

Enhanced and In-Network

2The Out-of-Pocket Maximum includes Prescription Drug Copayments and Coinsurance but does not include penalties or ineligible

charges. There are individual Out-of-Pocket Maximums embedded within the family Out-of-Pocket Maximum.
3The amount listed is the amount CHI may contribute to your Health Savings Account. You can also contribute on a pre-tax basis. Your

contributions and CHI’s contribution must not exceed the IRS limits. If you are age 55 or older, you may also contribute an additional
$1,000 over the IRS limit.
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Summary of Benefits

egrated Core Optio

Plan Pays

Plan Pays

eqrated HDHP A Optio

Plan Pays

Once you satisfy the annual Deductible, the plan will pay the coinsurance percentage listed below until you reach the out-of-pocket maximum.

In some circumstances, you are res;

onsible for paying a copayment before the plan will pay the coinsurance.

Preventive Care
Enhanced: Clinically
Integrated Network

100% 100% 100%

In-Network: BC/BS Network

Out-of-Network

Office Visits*: Primary

Care

Enhanced: Clinically o o o .

Integrated Network 100% after $10 Copay 100% after $20 Copay 85% After Deductible

In-Network: BC/BS Network 80% No Deductible 70% No Deductible 80% After Deductible

Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible

Office Visits*: Specialist

Enhanced: Clinically o o o .

Integrated Network 100% after $25 Copay 100% after $35 Copay 80% After Deductible

In-Network: BC/BS Network 75% No Deductible 65% No Deductible 75% After Deductible

Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible

Office Visits: Mental Health

Enhanced: Clinically

Integrated Network 100% after $10 Copay 100% after $20 Copay 85% After Deductible

In-Network: BC/BS Network 80% No Deductible 70% No Deductible 80% After Deductible

Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible

Urgent Care

Enhanced: Clinically o o 100% after $75 Copay

Integrated Network 100% after $50 Copay 100% after $75 Copay After Deductible
100% after $100 Copay

_ . 0, 0

In-Network: BC/BS Network 100% after $75 Copay 100% after $100 Copay After Deductible

100% after $100 Copay
-0f- 0, 0,

Out-of-Network 100% after $75 Copay 100% after $100 Copay After Deductible

Emergency Room

Enhanced: Clinically

Integrated Network 100% after $175 Copay, 100% after $200 Copay, $200 Copay After Deductible,

In-Network: BC/BS Network

Out-of-Network

Copay waived if admitted

Copay waived if admitted

Copay waived if admitted

Non-emergency Use of
Emergency Room
Enhanced: Clinically
Integrated Network

In-Network: BC/BS Network

Out-of-Network

50% After Deductible (no
Deductible if CHI facility)

50% After Deductible (no
Deductible if CHI facility)

50% After Deductible

*Related services billed with an office visit are paid at the applicable office visit benefit level. The annual Deductible and
applicable coinsurance amount will apply to related services billed separately from the office visit.
Note: Costs for services received from an Out-of-Network provider/facility are based on a percentage of the Medicare allowable

rate for most services. In the instance Medicare has not priced a service, the pricing may be based upon a percentage of the
provider’s billed charges. You may be billed for the difference between the Medicare allowable rate and the provider’s billed charges.
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Summa

of Benefits Continued

Plan Pays

Plan Pays

P A Op
Plan Pays

Once you satisfy the annual Deductible, the plan will pay the coinsurance percentage listed below until you reach the out-of-pocket maximum.
onsible for paying a copayment before the plan will pay the coinsurance.

In some circumstances, you are res

Ambulance* (air, ground or
water) — must be medically
necessary

Enhanced: Clinically
Integrated Network

In-Network: BC/BS Network

Out-of-Network

100%

100%

100% After Deductible

Inpatient Care/Services
Enhanced: Clinically
Integrated Network

90% No Deductible

85% No Deductible

85% After Deductible

In-Network: BC/BS Network

75% After Deductible

65% After Deductible

75% After Deductible

Out-of-Network

50% After Deductible

40% After Deductible

40% After Deductible

Outpatient Care/Services
Enhanced: Clinically
Integrated Network

90% (no deductible

85% No Deductible

85% After Deductible

In-Network: BC/BS Network

75% After Deductible

65% After Deductible

75% After Deductible

Out-of-Network

50% After Deductible

40% After Deductible

40% After Deductible

Physical, Speech, Massage
& Occupational Therapy
(30 visit maximum for all
therapies combined per
person per Benefit Year; limit
does not apply to Enhanced
network.)

Enhanced: Clinically
Integrated Network

90% No Deductible

85% No Deductible

85% After Deductible

In-Network: BC/BS Network

75% After Deductible

65% After Deductible

75% After Deductible

Out-of-Network

50% After Deductible

40% After Deductible

40% After Deductible

Durable Medical
Equipment
Enhanced: Clinically
Integrated Network

90% No Deductible

85% No Deductible

85% After Deductible

In-Network: BC/BS Network

75% After Deductible

65% After Deductible

75% After Deductible

Out-of-Network

50% After Deductible

40% After Deductible

40% After Deductible

Inpatient Mental Health
and Chemical Dependency
Enhanced: Clinically
Integrated Network

90% No Deductible

85% No Deductible

85% After Deductible

In-Network: BC/BS Network

75% No Deductible

65% No Deductible

75% After Deductible

Out-of-Network

50% After Deductible

40% After Deductible

40% After Deductible

*Most ambulance services are out of network. You may be billed for amounts over the allowed charges.

Note: Costs for services received from an Out-of-Network provider/facility are based on a percentage of the Medicare allowable rate for most
services. In the instance Medicare has not priced a service, the pricing may be based upon a percentage of the provider’s billed charges. You
may be billed for the difference between the Medicare allowable rate and the provider’s billed charges.
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of Benefits Continued

Integrated Core Option |
Plan Pays

Integrated Basic Option

Plan Pays

" Integrated HDHP/HSA Option

Plan Pays

Once you satisfy the annual Deductible, the plan will pay the coinsurance percentage listed below until you reach the out-of-pocket maximum.
In some circumstances, you are responsible for paying a copayment before the plan will pay the coinsurance.

Outpatient Mental Health
and Chemical Dependency

P o .
Enhanced: Clinically 90% No Deductible 85% No Deductible 85% After Deductible
Integrated Network
In-Network: BC/BS Network 75% No Deductible 65% No Deductible 75% After Deductible
Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible
Other Covered Services
Enhanced: Clinically 90% No Deductible 85% No Deductible 85% After Deductible
Integrated Network
In-Network: BC/BS Network 75% After Deductible 65% After Deductible 75% After Deductible
Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible
Fertility Treatments
(815,000 lifetime maximum
per person; $5,000 lifetime
maximum on fertility drugs
per person) 90% No Deductible 85% No Deductible 85% After Deductible
Enhanced: Clinically
Integrated Network
In-Network: BC/BS Network 75% After Deductible 65% After Deductible 75% After Deductible
Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible
Chiropractic Care (20 visit
maximum per person per
Benefit Year) 90% No Deductible 85% No Deductible 85% After Deductible
Enhanced: Clinically
Integrated Network
In-Network: BC/BS Network 75% After Deductible 65% After Deductible 75% After Deductible
Out-of-Network 50% After Deductible 40% After Deductible 40% After Deductible
Lifetime Maximum Unlimited Unlimited Unlimited

Note: Costs for services received from an Out-of-Network provider/facility are based on a percentage of the Medicare allowable rate for
most services. In the instance Medicare has not priced a service, the pricing may be based upon a percentage of the provider’s billed
charges. You may be billed for the difference between the Medicare allowable rate and the provider’s billed charges.
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Pharmacy Summary of Benefits

Covered prescription expenses will apply toward the medical in-network out-of-pocket maximum.
Once the medical out-of-pocket maximum is met, your covered prescriptions will be 100 percent

covered by the plan.
Integrated Core Option Integrated Basic Option Integrated HDHP/HSA Option
Plan Pays Plan Pays Plan Pays
In-Network Out-of- In-Network Out-of- In-Network Out-of-
Network Network Network
CHI-owned Pharmacy (Franciscan Pharmacy), if available (30-Day Prescriptions)
Generic 100% after $5 100% after $5 100% after $5
Drugs Copayment N/A Copayment N/A Copayment and N/A
& No Deductible No Deductible After Deductible
Brand-name 85% 85% 85%
drug on ($20 min/$55 max) N/A ($20 min/$55 max) N/A ($20 min/$55 max) N/A
formulary No Deductible No Deductible After Deductible
Brand-name 75% 75% 75%
drug not on ($32.50 min/$80 max) N/A ($32.50 min/$80 max) N/A ($32.50 min/$80 max) N/A
formulary No Deductible No Deductible After Deductible
CVS/Caremark Retail Pharmacy (30-Day Prescriptions)
Generic 100% after $10 40% 100% after $10 40% 100% after $10 40%
Drugs Copayment No Copayment No Copayment and After
& No Deductible Deductible No Deductible Deductible After Deductible Deductible
Brand-name 70% 40% 70% 40% 70% 40%
drug on ($40 min/$110 max) No ($40 min/$110 max) No ($40 min/$110 max) After
formulary No Deductible Deductible No Deductible Deductible After Deductible | Deductible
Brand-name 50% 40% 50% 40% 50% 40%
drug not on ($65 min/$160 max) No ($65 min/$160 max) No ($65 min/$160 max) After
formulary No Deductible Deductible No Deductible Deductible After Deductible Deductible
CHI-owned Mail Order (Franciscan Pharmacy), if available (90-Day Prescription)
Generic 100% after $12.50 100% after $12.50 100% after $12.50
Drugs Copayment N/A Copayment N/A Copayment and N/A
& No Deductible No Deductible After Deductible
Brand-name 85% 85% 85%
drug on ($50 min/$87.50 max) N/A ($50 min/$87.50 max) N/A ($50 min/$87.50 max) N/A
formulary No Deductible No Deductible After Deductible
Brand-name 7,5 % 75% 75%
drug not on ($80 min/$162.50 N/A (880 min/$162.50 max) N/A (S80 min/$162.50 max) N/A
max) No Deductibl After Deductibl
formulary No Deductible 0 Deductible er Deductible
CVS/Caremark Mail Order (90-Day Prescription)
Generic 100% after $25 100% after $25 100% after $25
D Copayment N/A Copayment N/A Copayment and N/A
rugs No Deductible No Deductible After Deductible
Brand-name 70% 70% 70%
drug on ($100 min/$175 max) N/A ($100 min/$175 max) N/A ($100 min/$175 max) N/A
formulary No Deductible No Deductible After Deductible
Brand-name 50% 50% 50%
drug not on ($160 min/$325 max) N/A ($160 min/$325 max) N/A ($160 min/$325 max) N/A
formulary No Deductible No Deductible After Deductible

Note: If you fill a brand-name prescription when there is a generic equivalent available, you will pay
the brand-name prescription coinsurance plus the difference between the generic and brand-name
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amount. If it is medically necessary for you to have the brand-name prescription, your doctor can
contact the CHI prescription administrator to get an exception, so you don’t have to pay the difference
between the generic and the brand-name amount. You will pay the brand-name cost.

In addition, if you are on a maintenance prescription, such as cholesterol or blood pressure
medications, you must use the mail order Pharmacy or a CHI-owned Pharmacy to fill your
prescriptions. * If you do not fill your maintenance medication using the CVS/Caremark mail order or
CHI-owned Pharmacy, then your prescription will not be covered.

Health Savings Account

If you enroll in the Integrated High Deductible with Health Savings Account (HDHP/HSA) medical
plan option, you will be automatically set up with a health savings account (HSA).

The HSA can be used to cover the cost of covered services, including prescription drugs. Or you may
choose to pay for these services out-of-pocket and save the money in your HSA for future qualified
expenses. You may also use your HSA to cover costs the Plan does not cover, including covered
services above the maximum allowable amount, services beyond the annual benefit maximums,
coinsurance amounts, and any other qualified medical expenses as determined by the Internal Revenue
Service (IRS). Unused dollars in your HSA roll over from year to year.

For the Integrated HDHP/HSA medical plan option, eligible prescription drug expenses apply toward
the deductible and out-of-pocket maximum. However, if you use the HSA to pay for IRS-qualified
expenses that are not covered by the Medical Plan, those expenses do not count toward your deductible
or out-of-pocket maximum. For a listing of qualified medical expenses, refer to Publication 502 on the
IRS Web site: www.irs.gov.

Both you and CHI may fund the HSA. CHI may also make a contribution to your HSA for health
actions and/or outcomes achieved through the CHI Wellness Program.

You must be an active employee and enrolled in the Integrated HDHP/HSA medical plan option at the
time the funding occurs. If you enroll in the Integrated HDHP/HSA plan option after the first month of
the year, the amount allocated to your HSA will be prorated. If you experience a change in family
status during the Plan year that results in an increase or reduction in coverage level (e.g., going from
family to employee only), CHI’s contribution amount will change for the remaining pay periods based
on the new coverage level.

If you ever become ineligible for any CHI contributions, you must contact CHI at 1-844-450-9450. If
you fail to inform CHI of your ineligibility and your account receives any contributions from CHI,
those contributions will be subject to the rules and penalties set forth by the IRS.

In addition, you have the option to contribute to your HSA. The amount will be deducted from your
paycheck on a pre-tax basis. If you decide to make an after-tax contribution to your HSA, you must
work directly with HealthEquity to make the contribution. Your contributions to the HSA are optional.
You can make changes throughout the year to your contribution amount. However, it is up to you to
manage your contributions, considering any CHI contributions, to ensure your HSA account does not
exceed the IRS limits.
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The IRS does allow catch-up contributions for employees age 55 or over. An additional $1,000 can be
contributed pre-tax throughout the year. You will be notified if the annual catch-up contribution limit
changes.

The IRS has regulations regarding enrollment in an HSA:
e You cannot be claimed as a dependent on another individual’s tax return;
e You cannot be enrolled in another health plan, such as Medicare; and
e You cannot participate in a health care flexible spending account, including your spouse’s
flexible spending account. If you enroll in the Integrated HDHP/HSA medical plan option, you
may be eligible for the limited health care flexible spending account but no one in your family
should be enrolled in a general health care flexible spending account.

If your enrollment in the Integrated HDHP/HSA option ends for any reason, any balance in your HSA
is available for you to use for future eligible health care expenses. There may be fees to maintain the
account separate from CHI. Contact HealthEquity at 1-866-212-4634 for more information.

Please note that the HSA is administered separately from the medical portion of the Integrated
HDHP/HSA option. HealthEquity, Inc administers the HSA feature. You can contact HealthEquity at
1-866-212-4634. Please consult a tax advisor for questions regarding the tax treatment of the HSA.
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Quick Reference — What’s Covered and Not Covered

Your coverage provides Benefits for many services and supplies. There are also services for which this
coverage does not provide Benefits. The following chart is provided for your convenience as a quick
reference only. This chart is not intended to be and does not constitute a complete description of all
Benefits coverage details and factors that determine whether a service is covered or not. All Covered
Services are subject to the contract terms and conditions contained throughout this Summary Plan
Description. Many of these terms and conditions are contained in The Details — What’s Covered and
Not Covered. To fully understand which services are covered and which services are not, you must
become familiar with this entire Summary Plan Description. If you are unsure whether a particular
service is covered or not, please contact the CHI Medical Plan Customer Service Team at the toll-free
telephone number listed on the back of your ID card.

The chart on the following page provides the following information:

Category — Service categories are listed alphabetically and are repeated, with additional detailed
information, in The Details — What’s Covered and Not Covered.

Covered — The listed category is generally covered, but some restrictions may apply.
Not Covered — The listed category is generally not covered.

See page — This column lists the page number in The Details — What’s Covered and Not Covered
where there is further information about the category.

Service/Prescription Maximums and Limitations — This column lists maximum Benefit amounts
that each Plan Participant is eligible to receive per Covered Service, prescription, Benefit Plan Year, or
a Lifetime Maximum. Service maximums or prescription maximums

that apply per Benefit Year or per Lifetime Maximum are reached from Claim Payment amounts
accumulated under this Plan and any prior group health plans sponsored by CHIL

Notification Required — This column indicates categories of care that may require pre-notification of
treatment or pre-authorization for the purchase of Prescription Drugs. If there is nothing in this column
for a particular type of service, it means that it is not necessary to provide pre-notification of the
treatment or obtain pre-authorization to purchase a Prescription Drug.
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Quick Reference - What's Covered and Not Covered

Not See Notification
Covered Covered Page Maximums and Limitationst Required}

Abortions - non-life threatening 1) 31

Acupuncture ° 32 10 visits per person per Benefit Year

Allergy Testing and Treatment ° 32

Ambulance Transportation ° 32

Ambulatory Surgical Facilities ) 32

Anesthesia Services ° 32

Applied Behavior Analysis 3

(ABA) Therapy

Assistant Surgeons ° 33

Blood and Blood ° 3

Administration

Cardiac Rehabilitation

. ° 34

Services

Chemotherapy Treatments ° 34

Chiropractic Care ° 34 20 visits per person per Benefit Year

Completion of Claim Forms, 2 34

Reports, or Medical Records
Coverage depends on whether you
are from a profit or non-profit part of

Contraceptives o o 3 CHI.. If not covered through the
medical plan, you may have coverage
directly through the medical and
prescription administrator.

Cosmetic Surgery - elective ) 35

Cosmetic Syrgery - o 35

reconstructive

Consultations ° 35

Custodial Care Services ) 36

Cyber Knife Surgery ° 36

Dental Services - standard ) 36

Qental Services - special ° 36 Limitations apply

circumstances

Diabetes Training Programs ° 37 Twice per lifetime

Diagnostic Services ° 37

Digital Breast Tomosynthesis ° 37 Benefits based on the following codes

(3D Mammography) only: 77061, 77062, 77063

Durable Medical Equipment ° 37

Education or Training Plans ) 38

Emergency Services ° 39

Eye E.>.<am|nat|ons - medical ° 39

Conditions

Eye Examinations - vision ) 39

Eyeglasses and cosmetic o 40

Contacts

Eyeglasses or Contacts - after

cataract surgery or cornea ° 40 First pair only

transplant
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Quick Reference Continued

Fee for Failure to Keep

See

Page

Maximums and Limitationst

Notification

Required}

Appointment 40
Fees by Family Members 40
Fertilty Drugs 40 Lifetime maximum of $5,000 per
person
Fertility Treatment 40 Lifetime maximum §15,000 per
covered individual
Foot Care 41
Foot Orthotics 41 Two pairs per Benefit Year
Genetic Testing 41 May_ be
required
Hearing Aids 41
Hearing Examinations for 41
Diagnosing Medical Conditions
Hearing Examinations for Pure 41
Tone Audiometry Tests
Home Health Care 41 °
. Life expectancy must be 12 months
Hospice Care 42 or less
Cryopreservation and storage
Human Organ Transplants 44 $10,000 limit per transplant °
Inpatient Hospital Care 46 °
Kerato-Refractive Eye Surgery 47
Leg, Back, and Neck Braces 47
Marriage Counseling 47
Mastectomy and Related
. 48
Services
Maternity Services 48 °
Medical and Surgical
Dressings, Supplies, Casts, 49
Splints, Crutches, and Artificial
Eyes
Mental Health Services -
. 49
outpatient
Mental Health Services -
) 49 °
Inpatient
Modifications to Homes, 50
Property, or Automobiles
Nephropathy screenings 50 Covered 100% for diabetic members
Non-Prescription Drug
Medication (except medically 51
necessary B-12 injections)
Office Visits 51
Outpatient Hospital Care 51
Optometry Services - routine 53
Oxygen and its Administration 53
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Quick Reference Continued

Not See Notification

Covered Covered Page Maximums and Limitationst Requiredt

Personal Hygiene, Comfort,
: ] 53
and Convenience Items
Physicians ° 54
Pre-Admission Testing ° 55
Prescription Drugs ° 55 May. be
required
Prescription Drugs - targeted ° 55 o
for step therapy
Preventive or Wellness Care ° 57
Progthehc Appliances and ° 57
Devices
Radiation Therapy Treatments ° 58
Residential Treatment ° 58
Facilities - Diagnostic tests
Residential Treatment ° 58 o
Facilities - room and board
Retinal Eye Exams ° 58 Covered 100% for diabetic members
Routine Physical Exams ° 58
Shock Therapy Treatments ° 59
Skilled Nursing Facilities ° 59 °
Smoking/Tobacco Cessation
S ° 59
Prescription Drugs
Sterilization ) 60
Sterilization Reversals ° 60
Substance Abuse o 60 o
Rehabilitation Treatment
Surgery ° 61
Transgender Reassignment
] 61
Surgery
Treatment of . . Non-surgical treatment of TMJ is not
Temporomandibular Joint ) :
. ° 61 covered by the medical plan but is
Dysfunction and Related
Disorders covered by the dental plan.
Web Cam Consultations ° 62
Weight Loss Prescription o 63
Drugs
. Limit one per lifetime with allowance
Weight Loss Surgery ° 62 for adjustments °
Wigs or Hair Pieces - if hair ° 64 1 Wid per vear
loss from medical treatment g pery
X-rays ) 64

#1f nothing is listed in this column, assume there are no limitations or maximums, however, Benefits will not be available if the
procedure is not Medically Necessary or not for a Covered Service.
Hf nothing is listed in this column, assume that prior notification is not required.
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Adding or Dropping Coverage

This Summary Plan Description (SPD) contains information about the Catholic Health Initiatives
Medical Plan for persons who meet the definition of an Eligible Person as determined by Catholic
Health Initiatives (CHI) and defined in the Glossary of Terms found in the back of this SPD. The
Glossary of Terms includes the eligibility requirements for you and your Dependents. Please see the
definitions of Employee, Spouse, Legally Domiciled Adult and Child.

Please refer to the Eligibility Addendum of this SPD for a description of eligibility at each CHI Market-
Based Organization (MBO) or facility. If you meet the description of an Eligible Person and have
applied for coverage under this Plan, then you are entitled to the Benefits described in this SPD as of
your Coverage Date.

Eligibility

Each Employee of an Employer (i.e., CHI and the MBOs listed in the Eligibility Addendum) who has
satisfied the applicable “regularly scheduled hour” requirement and waiting period listed in the
Eligibility Addendum (i.e., an Eligible Person) is eligible for coverage under this Plan if such Eligible
Person enrolls for coverage and pays any required premium contributions in accordance with
applicable procedures established by the Employer. Your coverage under the Plan will end as of the
end of the month during which you cease to be an Eligible Person. An Eligible Person may also enroll
his or her Dependent(s) for coverage under this Plan in accordance with applicable procedures

established by the Employer. Coverage under the Plan for your Dependent(s) will end as of the end of
the month during which such Dependent(s) cease to be Dependent(s).

Your Coverage

As an Employee of CHI, you must meet the requirements of your MBO as described in the Eligibility
Addendum in this SPD.

You may enroll in Individual Coverage or Family Coverage. If you choose to enroll yourself in
Individual Coverage, only your own health care expenses, not the health care expenses of your other
family members, are covered according to the Benefit levels in this SPD. If you enroll in Family
Coverage, your expenses for Covered Services and those of your enrolled Spouse, Legally Domiciled
Adult and/or Child(ren) will be covered according to the Benefit levels of this SPD.

Please refer to the definitions of Spouse, Legally Domiciled Adult and Child found in the Glossary of
Terms section of this SPD to determine who qualifies as a Dependent under this Plan.

Your Dependent’s Coverage

Dependents eligible for the Medical Plan include:

e An Eligible Person’s Spouse who is legally married to the Eligible Person.

e An Eligible Person’s Legally Domiciled Adult who is over age 18 and has, for at least six
months, lived in the same principal residence of an employee and remains a member of that
employee’s household throughout the coverage period; and who either:

e Has an on-going, exclusive and committed relationship with the employee (not a casual
roommate or tenant), shares basic living expenses and is financially interdependent with the
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employee, is neither legally married to anyone else nor legally related to the employee by
blood in any way that would prohibit marriage.

e s the employee’s blood adult relative who meets the definition of his or her tax dependent as
defined by Section 152 of the Internal Revenue Code during the coverage period and is not
considered a Child as defined in this section of the Summary Plan Description.

e An Eligible Person’s Child, married or unmarried, by birth, marriage, legal adoption or
placement for adoption who is under age 26.

e A Child under age 26, married or unmarried, whom you are required by law to provide health
coverage or the Eligible Person is the Legal Guardian, such as a court-approved foster Child.

e A Child under age 26, married or unmarried, of an eligible Legally Domiciled Adult.

e An Eligible Person’s unmarried Child by birth, marriage, legal adoption or placement for
adoption who is age 26 or older, who is dependent upon the Eligible Person for support and
maintenance because of a continuous developmental or physical disability that began prior to
the date the dependent attained age 26 and:

e The disabled dependent was covered by this Plan or other group medical insurance
coverage as a disabled dependent prior to reaching age 26.

e [If enrolling for the first time, the disabled dependent who is 26 years of age or older of a
newly Eligible Person may be enrolled for coverage if the Eligible Person enrolls during the
initial eligibility period and provides proof that the dependent satisfies the foregoing
requirements within 31 days of the initial date of eligibility.

e The Plan may request documentation of the dependent’s continued disability on an annual
basis. The disabled dependent shall be eligible for coverage so long as the dependent
continues to be disabled, unless coverage otherwise terminates under the Plan.

e The disabled dependent must be continuously covered under the Plan in order to maintain
eligibility.

Dependent Eligibility Audit

To be good stewards of our resources and continue to provide affordable, high-quality benefits to
employees and their families, CHI verifies the eligibility of our Employees' Dependent(s) enrolled in
any of the following plans:

e Medical Plan

e Dental Plan

e Vision Plan

When a Dependent is added to one of these plans, the Employee will receive an audit notice and must
return the appropriate documentation by the due date or the Dependent(s) will lose coverage. If the
Employee does not respond to the audit or provide appropriate information, the dependent will be
dropped from the plan retroactive to the effective date of coverage.

CHI reserves the right to request verification of Dependent status at any time and may pursue any
fraudulent activity.

Pre-existing Conditions Waiting Period

The Medical Plan does not have a pre-existing Conditions waiting period. You will be entitled to the
Benefits described in this Summary Plan Description as of your Coverage Date.
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Enrolling in Benefits

Initial Enrollment

You must enroll yourself and your eligible dependents in your benefits within 31 days of the new hire
or newly eligible date. If you do not enroll within the initial 31-day enrollment period, you will have to
wait until the next Annual Enrollment period to enroll, unless you experience a qualified status change
(see Eligible Reasons and Time Limits to Add Coverage During the Year Due to a Qualified Status
Change section).

Late Enrollment

If you enroll in the Plan within the eligible enrollment timeframe, your benefit elections will remain in
effect throughout the year. If you do not meet the enrollment deadline, you won’t have coverage
(unless you experience a qualified status change or until Annual Enrollment - typically held in the fall).

Enrollment Process

An Eligible Person enrolls in the Medical Plan by completing the enrollment process established for or
by the MBO. When enrolling in your coverage you will elect the type of coverage you desire and will
indicate which of your eligible Dependents you wish to enroll in the Plan. You must provide the Social
Security number of each person enrolling in the medical plan, as required by the Patient Protection and
Affordable Care Act.

Type of coverage includes:
e Employee Only
e Employee + Spouse/Legally Domiciled Adult
e Employee + Child(ren)
e Family (includes either a Spouse or Legally Domiciled Adult, and Children)

Your Cost of Coverage

If elected, you and CHI share in the cost of medical/prescription drug coverage. Your contributions
will be deducted from your paycheck on a before-tax basis.

Eligible Reasons and Time Limits to Add Coverage During the Year Due to a
Qualified Status Change

You should enroll as soon as possible, but enrollment must be completed within the following time
limits:

e The initial enrollment must be completed within the initial 31-day enrollment period.

e If you have a new Dependent as a result of a birth, adoption, obtaining Legal Guardianship, or
interim court order prior to finalization of adoption, you can enroll your Dependent within 60
days of that Qualified Status Change.

e If you have a new Dependent as a result of a marriage, you can enroll your Dependent within 31
days of that Qualified Status Change.

e If you declined enrollment for yourself and/or your Dependents because of other health insurance
coverage, you can enroll yourself and/or your Dependents during the year if you and/or your
Dependents lose eligibility for that coverage. You must request enrollment for yourself or a
Dependent within 31 calendar days after your other coverage ends.
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e [f you declined enrollment for yourself and/or your Dependents because of other health insurance
coverage and another Employer stops contributing to that coverage, you can enroll yourself
and/or your Dependents during the year. However, you must request enrollment for yourself or a
Dependent within 31 calendar days after the other Employer stops contributing toward the other
coverage.

e An Eligible Person or Dependent may also enroll in the Plan within 31 days of a life event or
Qualified Status Change, such as marriage, if such enrollment is necessary, as a result of, and
consistent with the change in status.

e If you and/or your Dependent either lose eligibility for a Medicaid or state Child Health
Insurance Program (state CHIP), or gain eligibility for Medicaid or state CHIP premium
assistance program that pays part of the cost of coverage for you and/or your Child, you must
enroll you and/or your Child within 60 days of the date of eligibility or loss of coverage under the
government program.

If you add a Dependent as a result of a Qualified Status Change, the coverage will be retroactive to the
date of the Qualified Status Change, and you will be responsible for any back premiums incurred as a
result of the change.

All charges for the newborn inpatient stay (both facility and professional charges) while the mother is
in the hospital (or beyond the mother’s discharge date) will not be covered under the Plan until the
newborn Child is added to the Plan. You must enroll the Child in the Plan within 60 days of the date of
birth. If the newborn Child is not added within 60 days, the Child will not be eligible for coverage until
the next Annual Enrollment, even if you already have Family Coverage. The Child must meet the
definition of a Dependent as defined in the Glossary of Terms in this SPD in order to be enrolled in this
Plan.

You must wait until the next Annual Enrollment period to enroll the Eligible Person. Annual
Enrollment periods will be conducted prior to the beginning of each Benefit Year.

Time Limits for Changing or Dropping Your Coverage Due to a Qualified Status
Change or Life Event

o Ifan enrolled Dependent loses his or her eligibility as a Dependent for any reason, including but
not limited to a divorce, legal separation, annulment, ceasing to be within the age limits or the
death of a Dependent, you must remove that Dependent within 31 days of the Qualified Status
Change or within 31 days of the date coverage is to terminate, whichever is later.

e If you or an enrolled Dependent becomes eligible for coverage under another Plan, you may drop
this coverage within 31 days of becoming eligible for that plan.

e [fyou or an enrolled Dependent enroll in a medical plan option available through the Exchange,
you may drop this coverage within 31 days of enrolling in the Exchange.

e If you or your Dependent Child become eligible for coverage under Medicaid or state CHIP, you
may drop this coverage within 60 days of becoming eligible for Medicaid or state CHIP.

If you terminate coverage for yourself or an enrolled Dependent as a result of a Qualified Status
Change, the coverage will be terminated at the end of the month in which the Qualified Status Change
took place. Premiums will cease as of the end of the month in which coverage terminates. In no
instance will the Plan be obligated to pay a Claim for an ineligible Person, even if you are paying a
higher premium because the Dependent was not dropped within the proper time frame or was covered
but was not eligible for such coverage.
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Qualifying Events for Changing Your Coverage:

Change in legal marital status
Must notify Plan within 31 days
e Marriage (Spouse becomes eligible for this Plan)
Divorce (Spouse is no longer eligible for coverage under this Plan)
Legal Separation (Spouse is no longer eligible for coverage under this Plan)
Annulment (Spouse is no longer eligible for coverage under this Plan)
Death of a Spouse

Change in number of dependents
Must notify Plan within 60 days
e Birth
Adoption
Obtaining legal custody of a child
Child gains or loses eligibility for Medicaid or state Children’s Health Insurance Program (CHIP)
Must notify Plan within 31 days
Marriage resulting in gaining step-children
Obtaining legal guardianship or court approved foster care of a child
Child age 26 or over is approved for continuous coverage due to a continuous developmental or
physical disability that began while the child was covered under this Plan or other group medical
insurance coverage (coverage must be continuous since the inception of the child’s disability)
A Qualified Medical Child Support Order (QMCSO) goes into effect
Death
Placement for adoption
Divorce resulting in loss of step-children
Losing legal guardianship or court approved foster care of a child
Losing legal custody of a child
A child reaches the maximum age under the Plan
A Qualified Medical Child Support Order (QMCSO) is terminated

Change in Employment Status of you or your Spouse
Must notify Plan within 31 days
e Termination of employment
Gaining employment
Strike or lockout
Beginning an unpaid leave of absence
Ending an unpaid leave of absence
Change in worksite that results in different plan options
Change in employment status affecting eligibility for Benefits

Other qualifying events

Must notify Plan within 31 days
Group plan you were enrolled in or were eligible for through another employer or group has a material
and substantive change making it significantly more or less attractive to you
The group plan you or your eligible dependents were enrolled in was terminated
Gaining or losing eligibility for Medicare or COBRA
Your Legally Domiciled Adult who was not eligible before becomes eligible under the eligibility
affidavit guidelines.
Your enrolled Legally Domiciled Adult no longer meets the eligibility criteria listed in the eligibility
affidavit.
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Consistency Rule

An election change must be due to and consistent with the Qualified Status Change that affects
eligibility for coverage under this plan.

For example, you would not be permitted to add a Child from your prior marriage who was not
previously covered under this Plan just because you re-married. However, you would be permitted to
add your new Spouse and step-Children as a result of that marriage if you enroll them within 31 days
of the date of your marriage.

Qualified Medical Child Support Orders

The term “qualified medical child support order” means a qualified medical child support order within
the meaning of ERISA Section 609 which is a medical child support order which creates or recognizes
the existence of an alternate recipient’s right to, or assigns to an alternate recipient the right to, receive
benefits for which a participant or beneficiary is eligible under the Plan provided that such medical
support order clearly specifies:
e The name and last known mailing address (if any) of the participant and the name and mailing
address of each alternate recipient covered by the order, except that, to the extent provided in the
order, the name and mailing address of an official of a state or political subdivision thereof may
be substituted for the mailing address of any such alternate recipient,
e A reasonable description of the type of coverage to be provided to each such alternate recipient,
or in the manner in which such type of coverage is to be determined, and
e The period to which such order applies and does not require a plan to provide any type or form of
benefit, or any option, not otherwise provided under the plan, except to the extent necessary to
meet the requirements of a law relating to medical child support described in section 1908 of the
Social Security Act [42 USC § 1396¢] (as added by section 13822 of the Omnibus Budget
Reconciliation Act of 1993). The term “medical child support order” means any judgment,
decree, or order (including approval of a settlement agreement) which
e Provides for child support with respect to a child of a participant under this Plan, and
provides for health benefit coverage to such a child, is made pursuant to a state domestic
relations law (including a community property law), and relates to benefits under this Plan; or

e Is made pursuant to a law relating to medical child support described in section 1908 of the
Social Security Act [42 USC § 1396¢g] (as added by section 13822 of the Omnibus Budget
Reconciliation Act of 1993) with respect to a group health plan, if such judgment, decree, or
order is issued by a court of competent jurisdiction or is issued through an administrative
process established under state law and has the force and effect of law under applicable state
law. For purposes of this subparagraph, an administrative notice which is issued pursuant to
an administrative process referred to in the preceding sentence and which has the effect of a
court order shall be treated as such an order.

The term “alternate recipient” means any child of a participant who is recognized under a medical
child support order as having a right to enrollment under a group health plan with respect to such
participant.

Dual Coverage Under This Plan is Prohibited

No person will be covered as a Dependent of more than one Employee, and no person will be covered
as both an Employee and a Dependent.
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Changes in the Employment Status of You or Your Spouse/Legally Domiciled Adult
That Will Affect Your Enrollment in This Plan

If you become eligible for this Plan as a result of a change in Employment Status, you may enroll in
this Plan within 31 days of your change in Employment Status.

If you lose eligibility for this Plan, your coverage will automatically be terminated at the end of the
month in which you become ineligible for this coverage due to a change in your Employment Status.

If you or your Dependents enroll in coverage because your Spouse/Legally Domiciled Adult loses
eligibility for coverage through his or her Employer due to a change in Employment Status, you and
your Dependents may enroll in this Plan within 31 days of the date that your Spouse/Legally
Domiciled Adult loses coverage through his or her Employer. However, coverage through the other
plan must not have been terminated for failure to pay premiums or for fraudulent cause.

If you or your Dependents drop coverage because your Spouse/Legally Domiciled Adult enrolls in
coverage through his or her Employer due to a change in Employment Status, you and your
Dependents may drop this Plan within 31 days of the date that your Spouse/Legally Domiciled Adult
enrolls in coverage through his or her Employer.

Your ID Card

After enrolling in the Plan, you will receive a Medical Plan ID Card. This card includes your member
identification number and will be very important to you in obtaining Benefits for Medical Care and
Prescription Drugs. You will receive one ID card if you have Single Coverage and you will receive
two ID cards if you have Family Coverage. Both ID cards will show your name. If you need additional
ID cards, please call the CHI Medical Plan Customer Service Team at the number on the back of your
ID card to request them.

Medicare Eligible Persons and Their Enrollment in This Plan

If you meet the definition of an Eligible Person found in the Glossary of Terms section of this
Summary Plan Description, and you are eligible for Medicare, and not affected by the Medicare
Secondary Payer (MSP) laws as described below, the Benefits described in the section of this
Summary Plan Description entitled Benefits for Medicare Eligible Persons will apply to you and your
Spouse and covered Dependent Children (if he or she is also eligible for Medicare and not affected by
the MSP laws).

A series of federal laws collectively referred to as the “Medicare Secondary Payer” (MSP) laws
regulate the manner in which certain Employees may offer group health care coverage to Medicare
eligible Employees, Spouses, and in some cases, Dependent Children.

The statutory requirements and rules for MSP coverage vary depending on the basis for Medicare and
the Medical Plan coverage, as well as certain other factors, including the size of the Employers
sponsoring the group health plan. In general, Medicare pays secondary (after the Medical Plan makes
its payment) to the following:
e The Medical Plan that covers individuals with end-stage renal disease (“ESRD”’) during the
first 30 months of Medicare eligibility or entitlement. This is the case regardless of whether the
individual has “current Employee status.”
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e In the case of individuals age 65 or over who still meet the definition of an Eligible Person.
¢ In the case of disabled individuals under age 65, if the individual or a member of the
individual’s family has “current Employee status.”

Please Note: Call the CHI Medical Plan Customer Service Team at the toll-free telephone
number listed on the back of your ID card should you have any questions regarding the ESRD
primary period or other provisions of MSP laws and their application to you, your Spouse, or
any Dependents.

Your Medicare Secondary Payer (MSP) Responsibilities

In order to assist CHI in complying with Medicare Secondary Payer (MSP) laws, it is very important
that you promptly and accurately complete any requests for information from the Claims Administrator
and/or CHI regarding the Medicare eligibility of you, your Spouse, and covered Dependent Children.
This includes any requests for your Dependents’ Social Security number. MSP laws require Claims
Administrators to report the Social Security number of Dependents covered under this Plan who are
eligible for Medicare. Failure to provide a requested Social Security number will result in the
suspension of Claims payments by this Plan. Therefore, you are encouraged to provide your
Dependents’ Social Security numbers when enrolling them in the Plan.

If you, your Spouse/Legally Domiciled Adult, or covered Dependent Child becomes eligible for
Medicare, or has Medicare eligibility terminated or changed, please promptly contact the CHI
Customer Service Team at the toll-free number listed on the back of your ID card to ensure that your
Claims are processed in accordance with applicable MSP laws.
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What You Pay — A Tutorial

This tutorial explains how the Plan pays for Covered Services and Supplies. Please keep in mind that
not all services received will be covered under this Plan. You will pay the full cost for any services and
supplies that are not covered under this Plan. Please refer to the sections of this Summary Plan
Description titled The Details — What’s Covered and Not Covered and General Conditions of
Coverage, Exclusions, and Limitations for more information regarding what is covered and what is not
covered by this Plan.

The Medical Plan uses three networks:
e Enhanced: Your local clinically integrated network (Rainier Health)
e In-Network: The Blue Cross Blue Shield National PPO Network
e Out-of-Network: Out-of-Network providers

You will not be responsible for any amounts over the Eligible Charges for Enhanced or In-Network
charges. However, you will be responsible for your Out-of-Network Deductible, Coinsurance, and any
additional amounts if you choose to go to an Out-of-Network Provider. Costs for services received
from an Out-of-Network Provider/facility are based on a percentage of the Medicare allowable rate for
most services. In the instance Medicare has not priced a service, the pricing may be based upon a
percentage of the provider’s billed charges.

Payments for CHI Facilities

For purposes of this document, local Catholic Health Initiatives (CHI) Facilities may be considered
part of the Enhanced network. You may receive an enhanced Benefit if you receive services from a
CHI facility within the Enhanced network.

Under the Integrated Core and Integrated Basic options, the Deductible will not be applied to facility
charges billed on the Universal Billing (UB) form received within the Enhanced network. The
Deductible does apply to Physician charges.

Under the Integrated HDHP/HSA option, only Preventive Care services can be reimbursed under this
option until your Deductible is met, even if you use a CHI facility.

How the Plan Pays for Office Visits

For office visits, if you see a provider within the Enhanced network, you will pay a flat Copayment for
your office visit. If you see an In-Network Provider, the Billed Amount by the Physician will be
reduced to the negotiated Eligible Charge. This negotiated eligible Charge often reflects a discount that
the Physician has agreed to accept from the Medical Plan Administrator. The Plan will pay the
appropriate Coinsurance percentage shown in the Highlights of the Medical Plan Options section of
this SPD for the option you elected. Under the Integrated Core and Integrated Basic options, the
Deductible will not be applied to office visit charges. Under the Integrated HDHP/HSA option, you
must meet the Deductible before the plan begins to pay.

These payments count toward the In-Network and Out-of-Network Out-of-Pocket Maximums.
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An office visit includes the office visit and any services bundled with the office visit claim (meaning
services performed by the provider; at the provider’s office and during the office visit). Any services
that are provided or billed by a different provider or at a different location (such as laboratory services,
x-rays, office procedures or other ancillary charges) are still covered under the Plan but will be subject
to the applicable Deductible and Coinsurance. For example, when blood is drawn during your office
visit and the blood work is processed and billed by your physician, the charges would be bundled with
the office visit claim and are subject to the applicable office visit Coinsurance. However, if that blood
work is sent to a third party for analysis, the charges for the analysis do not fall under the office visit
but would be subject to the applicable Deductible and Coinsurance.

How Does the Plan Pay for Office Visits for In-Network Providers?

This example illustrates how office visits are paid for In-Network Providers. Figures used are for
illustration purposes and are not intended to reflect typical charges for a service. Only the office
visit and services bundled with the office visit claim (meaning services performed by the provider,
at the provider’s office and during the office visit) will be subject to the office visit coinsurance and
will not be subject to the Deductible. Any services that are provided or billed by a different provider
or at a different location will be subject to applicable Deductible and Coinsurance.

This example is for services that are not preventive in nature. Mary’s diagnosis is influenza.

Service Provided Billed Eligible You Pay
Amount Charges
Integrated Integrated Integrated
Core Basic HDHP/HSA
Primary Care Coinsurance 20% 30% 20% after
deductible
Office Visit $180.00 $90.00 $18.00 $27.00 $90.00
Blood draw and analysis* (at $25.00 $15.00 $3.00 $4.50 $15.00
provider's office performed by
and billed by the provider)
Total $205.00 $105.00 $21.00 $31.50 $105.00 — Keep
in mind you may
have funds in
your health
savings account
to pay for this.

* If blood work (including the draw and/or the analysis) is billed separately by an outside lab, the lab charges will be
subject to the deductible and paid at the outpatient coinsurance percentage.
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An Out-of-Network Provider may bill for the difference between the billed amount and the Medicare
allowed amount, and you would be responsible to pay that bill since the Out-of-Network provider does
not have a contract with the Plan Administrator. Some Out-of-Network Providers may decide to waive
this amount, but the Provider is not required to do so. Services received from an Out-of-Network
Provider/facility are based on a percentage of the Medicare allowable rate for most services. In the
instance Medicare has not priced a service, the pricing may be based upon a percentage of the
provider’s billed charges.

How Does the Plan Pay for Office Visits for Out-of-Network Providers?

This example illustrates how office visits are paid for Out-of-Network Providers. Figures used
are for illustration purposes and are not intended to reflect typical charges for a service. Office
visit services provided to Jane by an Out-of-Network provider are subject to the Deductible.

This example assumes that Jane’s Deductible has been met and that none of the services received
are preventive in nature. It does not account for the Health Savings Account funds. Jane’s
diagnosis is influenza.

Service Provided Billed Eligible You Pay
Amount!  Charges
Integrated Integrated Integrated
Core Basic HDHP/HSA
Primary Care 50% after 60% after 60% after
Coinsurance deductible deductible deductible
Office Visit $180.00 $60.00 $30.00 $36.00 $36.00
Blood draw and analysis  $25.00 $15.00 $7.50 $9.00 $9.00
(at provider’s office
performed by and billed
by the provider)

Total $205.00 $75.00 $37.50 $45.00 $45.00

Difference between billed

amount and Maximum
Allowed Amount* $130.00 $130.00 $130.00

* An Out-of-Network Provider may also bill for the difference between the billed amount and the negotiated amount,
and you would be responsible to pay that bill since the Out-of-Network provider does not have a contract with the
Plan Administrator. Some Out-of-Network Providers may decide to waive this amount, but the Provider is not
required to do so. Services received from an Out-of-Network Provider/facility are based on a percentage of the
Medicare allowable rate for most services. In the instance Medicare has not priced a service, the pricing may be
based upon a percentage of the provider’s billed charges.

7 If blood work (including the draw and/or the analysis) is billed separately by an outside lab, the lab charges will
be subject to the deductible and paid at the out-patient coinsurance percentage.
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How the Plan Pays for Preventive Care

For all Plan options, routine physical exams, well-woman exams (includes Pap smear), routine
mammograms, routine pediatric exams, immunizations and other preventive services will be covered at
100 percent of the Eligible Charge. The Deductible will not be applied.

How the Plan Pays for Urgent Care Visits

There is a Copayment whenever you visit an urgent care. Please refer to the Highlights of the Medical
Plan Options section of this SPD to find the appropriate urgent care Copayment for the option you
elected. Under the Integrated Core and Integrated Basic options, this Copayment is not subject to the
Deductible. Under the Integrated HDHP/HSA option, you must meet the Deductible before the plan
begins to pay.

How the Plan Pays for Emergency Room Visits

There is a Copayment whenever you visit an Emergency room for an Emergency or Medically Urgent
Situation. Please refer to the Highlights of the Medical Plan Options section of this SPD to find the
appropriate Emergency Room Copayment for the option you elected. Under the Integrated Core and
Integrated Basic options, this Copayment is not subject to the Deductible. Under the Integrated
HDHP/HSA option, you must meet the Deductible before the plan begins to pay. If you are admitted to
the Hospital, the Copayment is waived. For Emergency room visit purposes, Out-of-Network
Providers will be treated the same as In-Network Providers.

If your visit to the Emergency room is for a non-Emergency, the Eligible Charge (In-Network
Providers) will be subject to the Deductible and the remainder of the charge/fee will be paid based on
the Highlights of the Medical Plan Options.

How to Save Money When Purchasing Prescription Drugs

The amount you pay for a Prescription Drug depends upon whether you purchase a Generic Drug, a
Formulary Drug, or a non-Formulary Drug. You will save money if you purchase Generic Drugs, when
available. The amount you pay also depends upon whether you purchase the drug through a CHI-
owned Pharmacy (if available), an in-network retail Pharmacy or the mail-order program. You will
save 50 percent off your copay/coinsurance cost if you are able to fill a 30 or 90-day prescription at a
CHI-owned Pharmacy. Go to the well-being pages found on InsideCHI at
http://home.catholichealth.net/wellbeing or call the HR/Payroll Connection Support Center at 1-844-
450-9450 for a list of CHI-owned pharmacies (if available). You can also save money if you use the
mail-order program to purchase maintenance drugs. You can receive up to a 90-day supply of your
medication and save money on your Copayment or Coinsurance amount, while experiencing the
convenience of having your prescriptions mailed directly to your home address.

If the Pharmacy’s charge is less than the Copayment or Coinsurance minimum amount, you pay the
Pharmacy’s charge for that drug. Please refer to the Highlights of the Medical Plan Options chart in
this SPD for the Copayment and Coinsurance amounts for the option that you elected.

How the Deductible Works

You must meet a calendar year Deductible before this Plan pays Benefits for many Covered Services
and Supplies. Please refer to the Highlights of the Medical Plan Options chart
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for information on services that are not subject to the calendar year Deductible (e.g., CHI Facility
charges, Emergency room visits for Emergencies or Medically Urgent Situations, Preventive Care
Services). The calendar year Deductible applies each January 1 to December 31.

Under the Integrated HDHP/HSA option, the Enhanced and In-Network deductibles are combined.
Copayments, such as the Emergency Room Copayment, office visit charges, charges for services
performed in a CHI facility and billed as a facility charge and Prescription Drug charges do not apply
to your Deductible under the Integrated Core and Integrated Basic plans. Penalties, such as pre-
notification penalties, also do not apply to your Deductible. Please refer to the Highlights of the
Medical Plan Options and The Details — What’s Covered and Not Covered sections of this SPD to
determine which services are subject to the Deductible.

If you have Individual Coverage, the Plan begins paying a percentage of your Eligible Charges after
you meet your Individual Deductible for the remainder of the calendar year. Your Individual
Deductible can be found on the Highlights of the Medical Plan Options under

the option in which you enrolled.

The family Deductible works differently. If you have Family Coverage, you can meet your Deductible
in one of two ways:

e An enrolled family member can meet the individual Deductible; or

e All family members can combine their Deductible expenses to meet the family Deductible.

Once your family Deductible is met, this Plan begins paying a percentage of your Eligible Charges for
you and all of your enrolled Dependents for the remainder of the calendar year.

If one enrolled family member meets the individual Deductible the Plan begins paying a percentage of
his or her Eligible Charges for the remainder of the calendar year. That family member’s expenses that
were applied toward his or her individual Deductible will also count toward the family Deductible.
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How Does the Family Deductible Work?
This example illustrates how the family Deductible works. Figures used are for illustration purposes
and are not intended to reflect typical charges for a service.

Example #1:
e This example does not account for the Health Savings Account funds.
e Jane has Family Coverage for herself, her husband and her two kids.
e All care is from In-Network Providers.
e None of the charges are for Emergency room services.

For this example, we’re only going to look at Jane’s expenses:
Procedure Eligible Amount Toward Deductible
Charges
Integrated Core Integrated Basic Integrated
HDHP/HSA
Preventive Office Visit $200.00* $0* $0* $0*
Outpatient Lab $85.00 $85.00 $85.00 $85.00
Outpatient X-ray $125.00 $125.00 $125.00 $125.00
20 Physical therapy visits ~ $600.00 $600.00 $600.00 $600.00
Outpatient Surgery $1,500.00 $892.50% $1,500.00 $1,500.00
Outpatient Lab $250.00 $62.501% $211.00% $250.00
Follow-up X-ray $125.00 $31.25% $43.75% $125.00
Total $1,796.25 $2,564.75 $2,685.00
($1,500 Individual ($2,500 Individual ($2,700 Individual
Deductible has been  Deductible has been  Deductible has not
met; remaining met; remaining been met) **
$296.25 is applicable ~ $64.75 is applicable
Coinsurance) Coinsurance)

*Total amount paid as preventive service. Deductible does not apply.

** As a reminder, each plan has a family Deductible. Individual Deductibles are combined to meet the family
Deductible.

IDeductible has been satisfied. Balance of Eligible Charge will be paid at applicable Coinsurance percentage.
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Example #2:
This example does not account for the Health Savings Account funds.
Jane has Family Coverage for herself, her husband and her two kids.
All care is from In-Network Providers.
None of the charges are for Emergency room services.
For simplicity, assume Jane’s expenses were all incurred first; her husband’s expenses were
incurred next; her son’s expenses next; and her daughter’s expenses were incurred last.

Each family member has the following Eligible Charges:

Family Member Eligible Amount Toward Deductible
Charges
Integrated Core Integrated Basic Integrated
HDHP/HSA
Jane’s Expenses $400.00 $400 $400 $400
Husband’s Expenses $1,700.00 $1,550* $1,700 $1,700
Son’s Expenses $1,200.00 $1,125% $1,200 $1,200
Daughter's Expenses $800.00 $200% $800 $800
Total $3,275 $4,100 $4,100
($3,000 Family ($5,000 Family (85,400 Family
Deductible has been Deductible hasn't Deductible hasn't
met; remaining $275 is been met) been met)
applicable Coinsurance)

*In- Network individual Deductible is met. Balance of Eligible Charge will be paid at applicable Coinsurance
percentage.
I In-Network family Deductible is met. Balance of Eligible Charge will be paid at applicable Coinsurance percentage.

How Copayments Work

A Copayment is a specific dollar amount that you are asked to pay in order to receive a Covered
Service or Supply. Examples of Copayments are the Emergency Room Copayment, Urgent Care
Copayment and the Copayment when you are purchasing Generic Drugs. Under the Integrated
HDHP/HSA option, you are still responsible for meeting the Deductible even for services with a
Copayment. Copayments under all the plan options are applied to your Out-of-Pocket Maximums.

How Coinsurance Works

Coinsurance is a percentage of the Eligible Charge. The Plan pays a percentage of those charges and
you also pay a percentage of the charges. Many services that have a Coinsurance amount are first
subject to the Deductible. Exceptions are the Coinsurance amounts under the Integrated Core and
Integrated Basic options for office visits, services billed as Enhanced network charges, and charges for
Prescription Drugs, since these services are not subject to the Deductible. The chart in the Highlights of
the Medical Plan Options section of this SPD shows the Coinsurance amount that the Plan pays for
each of the medical Plan options available.

The Coinsurance amount that you pay will be the difference between the Coinsurance amount that the
Plan pays and 100 percent of the Eligible Charge.
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How the Out-of-Pocket Maximum Works

The plan limits the amount of money you have to pay out-of-pocket each year for covered services.
This is your annual out-of-pocket maximum. Coinsurance amounts, copayment amounts and any
expenses you pay toward your deductible apply toward your out-of-pocket maximum. The amount you
spend toward covered prescription drugs will also apply toward your annual out-of-pocket maximum.
Once you reach the out-of-pocket limit, the plans pay 100 percent of your covered expenses for the
remainder of the year. The out-of-pocket maximum amount is different for each medical plan option
— refer to the Highlights of the Medical Plan Options section for details.

Note: There are individual out-of-pocket maximums inserted (embedded) within the family out-of-
pocket maximum, so no family member would go over their individual out-of-pocket maximum.

There Are Three Different Levels of Benefits

There are three different Benefit levels. The level of Benefits that you receive depends on whether your
care is provided by an Enhanced Provider (CHI Facility or your local Clinically Integrated Network
Provider), an In-Network Provider (Blue Cross Blue Shield Network Provider), or an Out-of-Network
Provider. The highest level of Benefits will be paid for Enhanced Facility and Provider Charges. The
next highest level of Benefits will be paid for Eligible Charges incurred for Covered Services and
Supplies provided by an In-Network Provider. The lowest level of Benefits will be paid for Eligible
Charges incurred for Covered Services and Supplies provided by an Out-of-Network Provider.

Please keep in mind that you will receive the In-Network level of Benefits for services provided by an
In-Network Provider, even when an Enhanced CHI Facility or local Clinically Integrated Network
Provider is unavailable, unable, or unqualified to perform the services required. In no instance will an
In-Network Provider ever be reimbursed at the Enhanced network rate. There will be no exceptions
made.

With few exceptions, you will receive Benefits at the Out-of-Network level of Benefits if services are
provided by an Out-of-Network Provider. Costs for services received from an Out-of-Network
Provider/facility are based on a percentage of the Medicare allowable rate for most services.

However, if an In-Network Provider that is qualified to perform a particular service is not available
within a 50-mile radius of your home address, Benefits will be paid at the In-Network Provider level of
Benefits. Please seek pre-approval from the CHI Medical Plan Customer Service Team at the toll-free
telephone number listed on the back of your ID card if you believe there is no In-Network Provider
available and are seeking an exception to use an Out-of-Network Provider to be paid at the In-Network
Provider level of Benefits. See the Network Details — Choosing a Provider section of this SPD.
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The Details — What’s Covered and Not Covered

Benefits described in this section will be provided only when you receive services on or after your
Coverage Date and the services must be Medically Necessary. All Covered Services and Supplies
listed in this section are subject to the General Conditions of Coverage, Exclusions, and Limitations
section of this Summary Plan Description (SPD). If a service or supply is not specifically listed, do not
assume that it is a Covered Service. Benefits are typically not provided for services or supplies that are
not specifically mentioned in this SPD.

If you are in doubt about a particular service being covered, or if you have any questions regarding the
extent of coverage for a particular service or supply, please contact the CHI Medical Plan Customer
Service Team at the toll-free telephone number listed on the back of your ID Card.

For coverage levels, please refer to the Highlights of the Medical Plan Options section of this SPD for
the Plan option that you elected. Please refer to the Glossary of Terms section of this SPD for the
definitions of terms that are capitalized. Please refer to the Medical and Pharmacy Notification
Requirements and Care Coordination section of this SPD to find out which services require
pre-notification for medical claims or Prior Authorization for Prescription Drug claims.

The Quick Reference — What’s Covered and Not Covered section of this SPD may be used for a quick
overview; however, please do not depend solely on that section of this SPD to obtain all of your
Benefits information, as the exclusive use of that section might result in unanticipated out-of-pocket
expenses.

The Benefits provided and the expenses that are your responsibility for the Covered Services will
depend on whether you use an In-Network or Out-of-Network Provider. For purposes of this section,
all Catholic Health Initiatives (CHI) Facilities are covered at a richer enhanced facility Benefit and are
not subject to the Deductible.

Services and supplies are listed in alphabetical order, and both Covered Services and Supplies and non-
Covered Services and Supplies are listed within this section. If there is a “See Also” notation after a
particular heading, please be sure to refer to the section(s) indicated to attain a complete picture of the
covered Benefits, the Benefit limitations, and any exclusions. Remember, whenever the terms “you”
and “your” are used, we also mean all eligible and enrolled Dependents.

Abortions
Covered:
Abortions are covered in a life-threatening situation where intervention is required.

Not Covered:
Benefits will not be provided for elective abortions except as stated above.

See Also:
Contraceptives and Contraceptive Devices later in this section.
Sterilization Procedures later in this section.
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Acupuncture

Covered:

Benefits will be provided for Acupuncture when these services are rendered by a Physician or licensed
Acupuncturist. Your Benefits for Acupuncture will be limited to a maximum of 10 visits per Benefit
Year. This is a combined maximum for services rendered by an In-Network Provider, and/or an Out-
of-Network Provider.

Not Covered:
Benefits will not be provided for Acupuncture services that are not rendered by a Physician or licensed
Acupuncturist.

Allergy Testing and Treatment

Covered:

Benefits for allergy testing and treatment are covered 100 percent. Benefits for allergy testing and
treatment are subject to the Deductible under the Integrated HDHP/HSA option.

Ambulance Transportation

Covered:

Benefits will be provided for Medically Necessary Ambulance Transportation from your home, or the
scene of Accident, Emergency, or Medically Urgent Situation to a Hospital, between Hospitals,
between a Hospital and a Skilled Nursing Facility, or from a Hospital or Skilled Nursing Facility to
your home.

Costs for services received from an Out-of-Network provider/facility are based on a percentage of the
Medicare allowable rate for most services. In the instance Medicare has not priced a service, the
pricing may be based upon a percentage of the provider’s billed charges. You may be billed for the
difference between the Medicare allowable rate and the provider’s billed charges.

Not Covered:
Benefits will not be provided for long distance trips or for use of an Ambulance because it is more
convenient than other transportation.

See Also:

Inpatient Hospital Care later in this section.
Home Health Care later in this section.

Human Organ Transplants later in this section.
Skilled Nursing Facilities later in this section.
Transportation and Lodging later in this section.

Ambulatory Surgical Facilities
Covered:
Ambulatory Surgical Facilities are covered under the outpatient level of Benefits.

Anesthesia Services

Covered:

Anesthesia Services and the administration of anesthesia by a Covered Provider are covered if
administered at the same time as a covered surgical procedure in a Hospital, Ambulatory Surgical
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Facility, or surgeon’s office. Benefits will also be provided for Anesthesia Services administered by
oral and maxillofacial surgeons when such services are rendered in the surgeon’s office or Ambulatory
Surgical Facility, if such services are also covered under this Plan.

Not Covered:

Benefits will not be provided for anesthesia used during surgical procedures, such as cosmetic
procedures, that are not covered under this Plan. Additionally, local or topical anesthesia billed
separately from related surgical or medical procedures are not covered.

See Also:

Acupuncture earlier in this section.

Cosmetic Surgery later in this section.

“-ologists” at In-Network and CHI Facilities later in this section.
Surgery later in this section.

Applied Behavior Analysis (ABA) Therapy

Covered:

Benefits will be provided for ABA therapy. The Mental Health Services benefit will apply for this type
of service.

Assistant Surgeons

Covered:

Benefits will be provided for a Physician, Dentist, Podiatrist, or Registered Surgical Assistant who
assists the operating surgeon in performing covered Surgery.

Not Covered:
Benefits will not be provided for assistant Surgery services that are not determined to be Medically
Necessary or that are for surgical procedures that are not covered under this Plan.

See Also:
Eligible Charges for Multiple Surgical Procedures later in this section.
Surgery later in this section.

Blood and Blood Administration

Covered:

Blood and blood administration, including blood derivatives and blood components are covered under
this Plan.

Not covered:
Benefits are not provided for any service that is considered Investigational as it relates to a particular
[ness.

See Also:
Surgery later in this section.

33
Medical Plan — Blue Cross Blue Shield Integrated Plans — Franciscan

SER-119



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 82 of 186

Case&:2(B120084961R5B Dooummaani 8U- 1Hle & iled TB AL/ Rage afeefdldP 142

Cardiac Rehabilitation Services
Covered:
Your Benefits for cardiac rehabilitation services are covered if they are Medically Necessary.
Medically supervised Cardiac rehabilitation (CR) programs may be considered Medically Necessary
for patients with a history of the following Conditions and/or procedures:
e Acute myocardial infarction (MI) also known as heart attack;
Coronary artery bypass graft (CABG) Surgery;
Percutaneous transluminal coronary angioplasty (PTCA);
Heart Valve Surgery;
Heart transplantation;
Stable Angina pectoris;
Congestive heart failure; and
Transmyocardial revascularization.

A cardiac rehabilitation treatment plan may be considered Medically Necessary for three sessions per
week for up to a 12-week period (36 sessions). Programs are to start within 90 days of the cardiac
event and be completed within six months of the cardiac event.

Chemotherapy Treatments
Covered:
The use of chemical agents to treat or control a serious Illness is covered.

Not Covered:
Benefits will not be provided for any service that is considered Investigational as it relates
to a particular Illness.

See Also:

Cyber Knife Surgery later in this section.
Radiation Therapy Treatments later in this section.
Wigs or Hair Pieces later in this section.

Chiropractic Care

Covered:

Benefits will be provided for muscle manipulations (chiropractic care). Muscle manipulations must be
performed by a licensed Chiropractor, Physician, or licensed Massage Therapist. Chiropractic care is
limited to a Benefit Year maximum of 20 visits per covered individual for both In-Network and Out-
of-Network Providers combined.

Completion of Claim Forms, Reports, or Medical Records
Not Covered:
Benefits are not provided for charges to complete Claim forms, reports, or medical records.

Contraceptives and Contraceptive Devices

Covered:

If you work for a for-profit CHI market*, the following FDA-approved preventive contraception
services and prescriptions are covered through the Medical Plan:
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e Medical: Patient education and counseling on contraceptives, administration of certain
contraceptives (such as the insertion of [UD’s or injections) and women'’s sterilization procedures.

e Prescription drugs: Generic contraceptives, over-the-counter contraceptives with a prescription,
and multi-source brand contraceptives (when a doctor determines it medically necessary).

If you work for a non-profit CHI market, you will need to work directly with your medical and
prescription plan administrator to receive preventive coverage for the services listed above at 100
percent. Our non-profit business lines fall under a religious exemption to the contraceptive mandate
and therefore the Medical Plan does not cover these services.

*For- profit CHI markets include: Center for Translational Research, Harrison Medical Center, St. Joseph’s Regional Services,
Mountain Management, Mercy Services Corp., CHI Health Partners.

Not Covered:

If you work for a non-profit CHI market, benefits will not be provided for contraceptives (oral or non-
oral dosage forms) and contraceptive devices used to prevent conception, even if deemed Medically
Necessary. You will need to work directly with your medical and prescription plan administrator to
receive preventive contraceptive coverage.

See Also:
Sterilization Procedures later in this section.

Cosmetic Surgery

Covered:

Reconstructive Surgery following a mastectomy or when Medically Necessary to correct damage
caused by an Accident, an Accidental Injury, or to correct a congenital defect.

Not Covered:
Benefits will not be provided for cosmetic Surgery and related services and supplies except as stated
above.

See Also:
Surgery later in this section.

Consultations

Covered:

Benefits for consultations when you are in Inpatient in a Hospital or Skilled Nursing Facility are
covered. The consultation must be requested by your attending Physician and consist of another
Physician’s advice in the diagnosis or treatment of a Condition which requires special skill or
knowledge.

Not Covered:
Benefits will not be provided for a consultation done because of Hospital regulations or by a Physician
who renders Surgery or Maternity Service during the same Admission.

Benefits also will not be provided for telephone consultations or providing information concerning a
Claim.
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Custodial Care Services
Not Covered:
Benefits will not be provided for Custodial Care Services.

See Also:
Home Health Care later in this section.
Skilled Nursing Facilities later in this section.

Cyber Knife Surgery
Covered:
Cyber knife surgery is a covered service if it is used for cancer treatment.

See Also:
Chemotherapy Treatments earlier in this section.
Radiation Therapy Treatments later in this section.

Dental Services

Covered:

Benefits will only be covered under this Plan in the absence of other dental coverage for these
procedures or through coordination of medical and dental Benefits, when appropriate. Please see the
Coordination of Your Benefits with Other Plans and Responsible Parties section of this SPD for
information on how the coordination of Benefits works.

Coverage for dental services is limited to the following:
e Dental services rendered by a Dentist or Physician which are required as the result of an
Accidental Injury of the teeth, jaws, cheeks, lips, tongue, roof, and floor of the mouth;
e Surgical removal of impacted teeth as an Inpatient or Outpatient procedure in a facility only
when you have a medical Condition (such as hemophilia) that required hospitalization;
e Excisions of tumors or cysts of the jaw, cheeks, lips, tongue, roof, and floor of the mouth;
e Labial and lingual frenectomies;
e Excisions of exostoses of the jaws and hard palate (provided that this procedure is not done in
preparation for dentures or other prosthesis;
e External incision and drainage of cellulitis;
Incision of accessory sinuses, salivary glands, or ducts;
Reduction of dislocation of, or excision of, the temporomandibular joints;
Surgical Treatment of Temporomandibular Joint Dysfunction (TMJ); and
Jaw dislocation manipulation.

Treatment for dental injuries must be performed within 12 months of the injury in order for the
services to be covered under the Medical Plan.

Not Covered:

Benefits will not be provided for dental services or materials, except as described above. This
exclusion includes, but is not limited to, diagnostic and preventive dental services, restorative services,
endodontic services, periodontal services, surgical removal of impacted teeth (except as noted above),
dental cast restorations, dentures, bridges, orthodontic services, injuries associated with the act of
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chewing, maxillary and mandibular tooth implants (osseointegration), and non-surgical treatment of
Temporomandibular Joint Dysfunction (TMJ) and Related Disorders.

See Also:
Temporomandibular Joint Dysfunction and Related Disorders later in this section.

Diabetes Training Programs

Covered:

Diabetes training and education programs for the self-management of all types of diabetes mellitus by
a Diabetes Educator are covered twice per lifetime for a covered Employee, Spouse, or Child. All
covered training or education must be prescribed by a licensed Physician.

This program may be designed to help any type of diabetic and his or her family understand the
diabetes disease process and the daily management of diabetes; this includes nutrition education to
improve your understanding of your metabolic nutritional Condition and provide you with information
to manage your nutritional requirements. Nutrition education related to the diagnosis of diabetes
mellitus is appropriate for, but not limited to:

e Glucose intolerance;

e High Blood Pressure;

e Lactose intolerance; and

e Morbid obesity.

Diagnostic Services
Covered:
Benefits will be provided for those services related to covered Surgery or Medical Care.

See Also:
Genetic Testing later in this section.

Digital Breasts Tomosynthesis (3D Mammograms)
Covered:
Benefits will be provided for 3D mammograms based on the following codes:
e 77061 - Digital breast tomosynthesis; unilateral (code is priced as existing code 77055 -
Mammography; unilateral)
e 77062 - Digital breast tomosynthesis; bilateral (code is priced as existing code 77056 -
Mammography; bilateral)
e 77063 - Screening digital breast tomosynthesis, bilateral (listed separately in addition to code
for primary procedure)

Durable Medical Equipment

Covered:

Benefits will be provided for such things as internal cardiac valves, internal pacemakers, mandibular
reconstruction devices (not used primarily to support dental prosthesis), bone screws, bolts, nails,
plates, and other internal and permanent devices deemed Medically Necessary are covered.

Benefits will also be provided for the rental (but not to exceed the total cost of the equipment) or
purchase of durable medical equipment required for temporary therapeutic use provided that this
equipment is primarily and customarily manufactured and used to serve a medical purpose. The Claims
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Administrator will determine whether to pay the rental amount or the purchase price amount for an
item and will also determine the length of any rental term based on the needs of the patient and the cost
of the item. Examples of covered items include, but are not limited to, wheelchairs, hospital-type beds,
artificial respirators, crutches, casts, oxygen, and equipment needed to administer oxygen.

Benefits will be provided for maintenance and repairs of purchased equipment; however, maintenance
needed due to misuse or abuse is not covered. Benefits will also be provided for replacement if needed
because of a change in your physical condition and it is likely to cost less to replace the item than to
repair the existing item or rent a similar item.

Not Covered:

Benefits will not be provided for items that are not primarily and customarily manufactured and used
to serve a medical purpose. Examples of items not covered include, but are not limited to, hot tubs,
swimming pools, exercise equipment, braces, splints, appliances, battery implants, humidifiers, air
conditioners, elastic stockings or bandages including trusses, lumbar braces, garter belts, and similar
items that can be purchased without a prescription.

The Plan limits coverage to one item of equipment for the same or similar purpose and the accessories
needed to operate the item. You are responsible for the entire cost of any additional pieces of the same
or similar equipment you purchase or rent for personal convenience or mobility.

See Also:

Foot Care and Foot Orthotics later in this section.

General Conditions of Coverage, Exclusions, and Limitations section of this SPD.

Leg, Back, Arm and Neck Braces later in this section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes later in this
section.

Modifications to Homes, Property, or Automobiles later in this section.

Personal Hygiene, Comfort, and Convenience Items later in this section.

Prosthetic Appliances and Devices later in this section.

Educational or Training Programs

Covered:

Diabetes training programs by Diabetes Educators are covered twice per lifetime through the medical
carrier. Contact the medical carrier for assistance. Nutrition and re-education programs are also
covered in conjunction with weight loss surgery. Nutritional counseling related to eating disorders is
also covered. For details about general nutritional counseling provided through the CHI Wellness
Program, call Virgin Pulse at 888-671-9395.

Not Covered:
With the exception of the above-mentioned programs, Benefits will not be provided for treatment or
services that are provided for educational or training purposes.

See Also:
Diabetes Training Programs earlier in this section.
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Eligible Charges for Multiple Surgical Procedures
Covered:
If you or one of your Dependents undergo two or more operations during any one time, covered
charges for the services of the Physician for each procedure that is clearly identifiable as a separate
procedure will be based on:

e 100 percent of Eligible Charges for the first or primary operation; and

e 50 percent of Eligible Charges for the second or subsequent operation.

Emergency Services

Covered:

Benefits for Emergency Accident Care or Emergency Medical Care will be provided at 100 percent of
the Eligible Charge after the applicable Copayment if it meets the definition of an Emergency or
Medically Urgent Situation as found in the Glossary of Terms section of this SPD. This Benefit will be
the same when services are rendered from a Catholic Health Initiatives Facility, an In-Network
Provider, or an Out-of-Network Provider. The Copayment will be waived if you are admitted as an
Inpatient.

Under the Integrated HDHP/HSA option, you must meet the Deductible before the plan begins to pay
benefits for Emergency Accident Care and Emergency Medical Care. However, if admitted to the
Hospital, the Copayment will be waived, and Inpatient pre-notification requirements, as well as
Inpatient Benefits will apply.

Not Covered:
You may be billed for the difference between the Medicare allowed and the provider billed charges.

See also:

Ambulance Transportation earlier in this section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Non-Emergency Use of the Emergency Room later in this section.

Eye Examinations and Eye-Related Diagnostic Services

Covered:

Benefits will be provided for eye examinations for the purpose of diagnosing a medical Condition,
such as eye exams or refractions to diagnose or treat diabetes. In addition, routine vision exams will be
covered, but only for newborns and Children when billed as part of a well-child visit. One eye exam
and refraction will be allowed following cataract surgery.

Not Covered:

Benefits will not be provided for examinations to determine the refractive state of the eyes, auditory
problems, surveys, case findings, research studies, screenings, or similar procedures and studies, or
tests which are Investigational in nature.

See Also:

Eyeglasses, Contact Lenses, or Cataract Lenses later in this section.

Kerato-Refractive Eye Surgery later in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes later in this
section.
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Optometry Services later in this section.
Retinal Eye Exam later in this section.
Vision Services later in this section.

Eyeglasses, Contact Lenses, or Cataract Lenses

Covered:

The first pair of either eyeglasses or contact lenses needed after cataract Surgery, cornea
transplantation, or cornea grafting is covered.

Not Covered:
Benefits will not be provided for eyeglasses, contact lenses, or cataract lenses with the exception of the
first pair for the Conditions listed above.

See Also:

Eye Examinations and Eye-Related Diagnostic Services earlier in this section.

Kerato-Refractive Eye Surgery later in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes later in this
section.

Optometry Services later in this section.

Vision Services later in this section.

Failure to Keep a Scheduled Appointment
Not Covered:
Benefits will not be provided for charges for failure to keep a scheduled appointment.

Family Members Who Provide Services

Not Covered:

Benefits will not be provided for medical services and supplies provided by a member of your family
or household. “Member of your family” means yourself; your Spouse; Legally Domiciled Adult;
natural or adoptive parent; Child; sibling; step-parent or step-Child; step or half-brother; step or half-
sister; mother-in-law or father-in-law; son-in-law or daughter-in-law; brother-in-law or sister-in-law;
grandparent or grandchild; or Spouse of a grandparent or grandchild.

Fertility Treatment

Covered:

Expenses for Covered Services related to the diagnosis and/or medical treatment of Infertility when
rendered in conjunction with conception through normal intercourse are covered. Fertilization must
occur within the woman’s body.

Your Benefits for the medical treatment of Infertility and all related services and supplies are subject to
a Lifetime Maximum of $15,000 per covered individual. Covered procedures include, but are not
limited to, Gamete Intrafallopian Transfer (GIFT), and Lower Tubal Ovum Transfer. Fertility drugs are
limited to a separate Lifetime Maximum of $5,000 per covered individual.

Not Covered:

Benefits will not be provided for services and supplies rendered or provided for the treatment of
fertility in which fertilization takes place outside of the woman’s body. Specifically excluded, without
limiting this exclusion to these procedures, are all services and supplies related to in-vitro fertilization,
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artificial insemination, embryo transfers, donor charges, Zygote Intrafallopian Transfer (ZIFT), and
cryopreservation.

Foot Care and Foot Orthotics

Covered:

Benefits will be provided twice during the Benefit Year for Medically Necessary custom-made foot
orthotics provided by an Orthotic Provider. Benefits are also provided for foot care that is determined
to be Medically Necessary.

See Also:

Durable Medical Equipment earlier in this section.
Leg, Back, Arm, and Leg Braces later in this section.
Prosthetic Appliances and Devices later in this section.

Genetic Testing

Covered:

Genetic molecular testing (specific gene identification) and related counseling are covered when both
of the following requirements are met:

e You are an appropriate candidate for a test under medically recognized standards (for example,
family background, past diagnosis, etc.); and

e The outcome of the test is expected to determine a covered course of treatment or prevention
and is not merely informational.

See Also:
Diagnostic Services earlier in this section.

Hearing Examinations and Hearing Aids

Covered:

Benefits will be provided for hearing examinations for the purpose of diagnosing a medical Condition.
In addition, routine hearing examinations will be covered, but only for newborns and Children when
billed as routine and included as a part of a well-child visit.

Not Covered:
Benefits will not be provided for pure tone audiometry tests, when part of a routine diagnosis. Benefits
are not provided for hearing aids or the examinations for the prescription or fitting of hearing aids.

Home Health Care
Covered:
Comprehensive medical Covered Services will include charges by a Home Health Care Program or
agency for:
e Private Duty Nursing Services;
Part-time or intermittent home care by a home health aide;
Physical, Occupational, Speech, or respiratory therapy;
Intermittent services of a registered dietician or social worker;
Part-time or intermittent home care by any other individual of the home health care team;
Drugs and medicines which require a Physician’s prescription, as well as other supplies
prescribed by the attending Physician; or
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e Laboratory services;

The above charges are covered only to the extent that such services and supplies are provided under
the terms of a Home Health Care Plan. These Covered Services are subject to all provisions of the
Medical Plan that would apply to any other medical treatment or service.

The home health care services must be rendered in accordance with a prescribed Home Health Care
Plan. The Home Health Care Plan must be:

e Established prior to the initiation of the home health care services;

e Prescribed by the attending Physician at least once every 30 days; and

e Required as a result of an Illness or Accidental Injury.

Pre-notification is required prior to the initiation of home health care to assist you or your Dependent
in determining whether or not the proposed treatment or service is appropriate for reimbursement
under this Plan.

The general comprehensive medical limitations and maximums listed in this SPD will apply to home
health care.

Not Covered:
Comprehensive medical Covered Services for home health care will not include:
e Services or supplies not included in the Home Health Care Plan;
e The services of any person in your or your Dependent’s immediate family, or any person who
normally lives in your or your Dependent’s home;
e Custodial Care (services or supplies provided to assist a person in daily living, e.g., meals and
personal grooming); or
e Transportations services.

See Also:

Ambulance Transportation earlier in this section.

Family Members Who Provide Services earlier in this section.

Personal Hygiene, Comfort, and Convenience Items later in this section.

Hospice Care Program Services

Covered:

Benefits will be provided for Hospice Care Program Services as described below when these services
are rendered to you by a Hospice Care Program Provider. However, for Benefits to be available, you
must have a terminal Illness with a life expectancy of 12 months or less, as certified by your attending
Physician; and you will no longer benefit from standard Medical Care or have chosen to receive
Hospice care rather than standard care. Also, a family member or friend should be available to provide
custodial type care between visits from the Hospice Care Program Providers if Hospice care is being
provided in the home.

The following are eligible Hospice Care Program Providers:
e Hospice facility;
e Hospital;
o Convalescent facility; and
e Home Hospice.
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The following services are covered under the Hospice Care Program:
Home Health Care;

Medical supplies and dressings;

Prescription medication;

Skilled and non-Skilled Nursing Services;

Occupational Therapy;

Pain management services;

Physical Therapy;

Physician visits;

Medical social services under the direction of a Physician;
Psychological and dietary counseling; and

Bereavement counseling.

Benefit payment for Covered Services rendered by a Hospice Care Program Provider will be provided
at the same level as Inpatient Hospital Covered Services.

See Also:

Family Members Who Provide Services earlier in this section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Personal Hygiene, Comfort, and Convenience Items later in this section.

Hospitalizations or Other Services and Supplies Which Are Not Medically Necessary
Not Covered:
Benefits will not be provided for services which are not determined to be Medically Necessary.

Hospitalization is not Medically Necessary when, in reasonable medical judgment, the medical
services provided did not require an acute Hospital Inpatient (overnight) setting, but could have been
provided in a Physician’s office, the Outpatient department of a Hospital, or some other setting without
adversely affecting the patient’s Condition.

Examples of hospitalization and other health care services that are not Medically Necessary include but
are not limited to:

e Hospital Admissions for or consisting primarily of observation and/or evaluation that could have
been provided safely and adequately in some other setting, e.g., a Physician’s office or Hospital
Outpatient department;

e Hospital Admissions primarily for diagnostic studies (x-ray, laboratory and pathological services,
and machine diagnostic tests) which could have been provided safely and adequately in some
other setting, e.g., Hospital Outpatient department or Physician’s office;

e A continued Inpatient Hospital care, when the patient’s medical symptoms and Condition no
longer require continued stay in a Hospital;

e Hospitalization or Admission to a Skilled Nursing Facility, nursing home, or other facility for
primary purposes of providing Custodial Care Services, convalescent care, rest cures, or
domiciliary care to the patient;

e Hospitalization or Admission to a Skilled Nursing Facility for the convenience of the patient or
Physician or because care in the home is not available or is unsuitable; and

e The use of skilled or private duty nurses to assist in daily living activities or routine supportive
care or to provide services for the convenience of the patient and/or family members.
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The examples above do not comprise an exhaustive list of hospitalizations or other services and
supplies that are not Medically Necessary.

The Claims Administrator will make the decision whether hospitalizations or other health care services
or supplies are Medically Necessary and whether they are eligible for payment under the terms of the
Medical Plan.

In some instances, this decision may be made by the Claims Administrator after you have been
hospitalized or have received other health care services and after a Claim for payment has been
submitted. The fact that your Physician may prescribe, order, recommend, approve, or view
hospitalization or other health care services or supplies as Medically Necessary, does not make the
hospitalization, services, or supplies Medically Necessary under the Medical Plan and does not mean
that hospitalization, services, or supplies will be covered under the Plan.

See Also:

Assistant Surgeons earlier in this section.
Inpatient Hospital Care later in this section.
Outpatient Hospital Care later in this section.
Physicians later in this section.

Skilled Nursing Facilities later in this section.
Surgery later in this section.

Human Organ Transplants
Covered:
The following human-to-human organ transplant procedures will be considered Covered Services,
subject to all limitations and maximums described in this SPD, for a patient that is covered under this
Plan. Benefits will only be covered for Medically Necessary procedures that are not Investigational for
your specific Condition. These include:
e Cornea;
Kidney;
Bone Marrow;
Peripheral stem cell infusion;
Heart Valve;
Muscular-skeletal;
Parathyroid;
Heart;
Lung;
Heart/lung;
Liver;
Pancreas;
Small bowel;
Pancreas/Kidney; and
Tissue transplants.

Benefits are available to both the recipient and donor of a transplant as follows:
e [f both the donor and the recipient have coverage, each will have their Benefits paid by their own
Plan.
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If you are the recipient of the transplant, and the donor for the transplant has no coverage from
any other source, the Benefits described in this section of the SPD will be provided for both you
and the donor. In this case, payments made for the donor will be charged against your Benefits.
If you are the donor for the transplant and no other coverage is available to you from any other
source, the Benefits described in this SPD will be provided for you. However, no Benefits will be
provided for the recipient.

Benefits will be provided for:

Inpatient and Outpatient Covered Services related to the transplant Surgery;

Evaluation, preparation, and delivery of the donor organ;

Removal of the organ from the donor; and

Transportation of the donor organ to the location of the transplant Surgery; however, Benefits
will be limited to the transportation of the donor organ in the United States or Canada.

In addition to the above provisions, Benefits for heart, lung, heart/lung, liver, pancreas, or
pancreas/kidney transplants will be provided as follows:

The CHI Medical Plan Customer Service Team will furnish you with the names of Hospitals
which are approved Human Organ Transplant Program Hospitals or you may use a CHI Facility.
Covered Services will include cryopreservation and storage of bone marrow or peripheral stem
cells when the cryopreservation and storage is part of a protocol of high dose Chemotherapy,
which has been determined to be Medically Necessary.
o The Benefit for cryopreservation and storage of bone marrow or peripheral stem cells
will not exceed $10,000 per approved transplant in a non-CHI Facility Hospital or a
hospital that is not a Human Organ Transplant Program Hospital.
If you are the recipient of the transplant, Benefits will be provided for reasonable, demonstrated
transportation, lodging, and meals for you and a companion. If the recipient of the transplant is a
Dependent Child under the age of 19, Benefits for transportation, lodging, and meals will be
provided for two companions. For Benefits to be available, your place of residency must be more
than 50 miles from the Hospital where the transplant will be performed.
o Benefits for reasonable, demonstrated transportation, lodging, and meals are limited to
a maximum of $10,000 per transplant. This includes all transplants.

Not Covered:
Benefits will not be provided for:

Transportation, lodging and meal expense if services are not provided by a Human Organ
Transplant Program Hospital or a CHI Facility Hospital;

Transplants that are not Medically Necessary or are Investigational in nature;

Cardiac rehabilitation services when not provided to the transplant recipient immediately
following discharge from a Hospital for transplant Surgery;

Travel time and related expenses required by a Provider;

Drugs which are Investigational or do not have approval of the Food and Drug Administration;
Cryopreservation and storage, except as described above;

Animal-to-human organ transplants;

Implantation within the human body of artificial or mechanical devices designed to replace
human organ(s); and

Services provided to any individual who is not the recipient or actual donor unless specified
above.
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See Also:

Notification Requirement and Care Coordination section of this SPD.
Surgery later in this section.

Travel and Lodging later in this section.

Inpatient Hospital Care
Covered:
The following are Covered Services when you receive them as an Inpatient in a Hospital:
e Bed, board and general nursing care when you are in
e A semi-private room,;
e A private room, when Medically Necessary;
e An Intensive Care Unit; or
e A Coronary Care Unit.
e Ancillary services (such as operating rooms, drugs, surgical dressings, x-rays, and lab work)

If you are in a private room, Benefits will be limited by the Hospital’s rate for its most common type of
room with two or more beds, unless the use of a private room is determined to be Medically Necessary.

Not Covered:

Benefits will not be provided for hospitalizations which are not Medically Necessary. Additionally,
personal hygiene, comfort and convenience items such as telephones, televisions, and guest trays are
not covered.

See Also:

Ambulance Transportation earlier in this section.

Anesthesia Services earlier in this section.

Assistant Surgeons earlier in this section.

Blood and Blood Administration earlier in this section.

Cardiac Rehabilitation Services earlier in this section.

Chemotherapy Treatments earlier in this section.

Completion of Claim Forms, Reports, or Medical Records earlier in this section.
Custodial Care Services earlier in this section.

Diagnostic Services earlier in this section.

Emergency Services earlier in this section.

Family Members Who Provide Services earlier in this section.

Genetic Testing earlier in this section.

Home Health Care earlier in this section.

Hospice Care Program Services earlier in this section.

Hospitalizations or Other Services and Supplies Which Are Not Medically Necessary
earlier in this section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Occupational Therapy later in this section.

“-ologists " at In-Network and CHI Facilities later in this section.

Outpatient Hospital Care later in this section.

Oxygen and Its Administration later in this section.

Personal Hygiene, Comfort, and Convenience Items later in this section.
Physical Therapy later in this section.

Physicians later in this section.
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Pre-Admission Testing later in this section.

Radiation Therapy Treatments later in this section.

Shock Therapy Treatments later in this section.

Skilled Nursing Facilities later in this section.

Speech Therapy later in this section.

Substance Abuse Rehabilitation Treatment later in this section.
Surgery later in this section.

X-Ray and Laboratory Services later in this section.

Kerato-Refractive Eye Surgery

Not Covered:

Benefits will not be provided for treatment or services or materials for Kerato-Refractive Eye Surgery
(Surgery to improve near-sightedness and/or astigmatism by changing the shape of the cornea,
including but not limited to radial keratotomy and keratomileusis Surgery).

See Also:

Eye Examinations and Eye-Related Diagnostic Services earlier in this section.

Eyeglasses, Contact Lenses and Cataract Lenses earlier in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes later in this
section.

Optometry Services later in this section.

Vision Services later in this section.

Leg, Back, Arm and Neck Braces
Covered:
Benefits will be provided for leg back, arm, and neck braces.

See Also:

Durable Medical Equipment earlier in this section.

Foot Care and Foot Orthotics earlier in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes later in this
section.

Modifications to Homes, Property, or Automobiles later in this section.

Prosthetic Appliances and Devices later in this section.

Marriage Counseling

Covered:

Benefits will be provided for Marriage Counseling when provided by a pastoral counselor, licensed
mental health counselor, Licensed Marriage and Family Therapist or a licensed Psychologist.

When you receive Covered Services in an In-Network Provider’s office for marriage counseling, these
services will be paid at the same level of Benefits as an office visit.

Massage Therapy

Covered:

Benefits will be provided for Massage Therapy if it is determined to be Medically Necessary and
prescribed by a Physician for chronic pain. This can be performed by a Physician, Physical Therapist,
Chiropractor or a licensed Massage Therapist. If performed by a licensed Massage Therapist, this
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therapy must be furnished under a written plan established by a Physician and regularly reviewed by
the therapist and Physician.

The plan must be established before treatment is begun and must relate to the type, amount, frequency,
and duration of therapy and indicate the diagnosis and anticipated goals. Benefits shall not be provided
for maintenance Massage Therapy. Benefits for Massage, Occupational, Physical, and Speech
Therapies will have a combined Benefit limit of 30 visits per Benefit Year per covered individual. This
is a combined limit between visits to In-Network and Out-of-Network Providers. CHI Facilities are not
subject to this 30-visit limitation.

Not Covered:
Benefits will not be provided for Maintenance Massage Therapy.

See Also:

Occupational Therapy later in this section.
Physical Therapy later in this section.
Speech Therapy later in this section.

Mastectomy and Related Services
Covered:
Benefits for Covered Services related to mastectomies are the same as for any other Condition.
Covered Services include, but are not limited to:
e Reconstruction of the breast on which the mastectomy has been performed;
e Surgery and reconstruction of the other breast to produce a symmetrical appearance; and
e Prostheses and physical complications of all stages of the mastectomy including, but not limited
to lymphedemas.

See Also:

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes later in this
SPD.

Prosthetic Appliances and Devices later in this SPD.

Maternity Services

Covered:

Your Benefits for Maternity Services are the same as your Benefits for any other Condition. Benefits
will be provided for Covered Services rendered by a Physician, Physician’s Assistant, Nurse
Practitioner, or Certified Nurse-Midwife.

Benefits will be paid for Covered Services received in connection with both normal pregnancy and
complications of pregnancy. The following Preventive Care services related to Maternity Services will
be covered at 100 percent, as required by the Patient Protection and Affordable Care Act:
e Purchase of a standard (non-hospital grade) electric breast pump within the first 60 days
following delivery;
e Purchase of a manual breast pump within the first 12 months (365 days) following delivery;
e Rental of a heavy duty electrical (hospital grade) breast pump for the period of time that a
newborn is detained in the hospital; and
e For women using a breast pump from a prior pregnancy, a new set of breast pump supplies will
be covered with each subsequent pregnancy within the first 12 months following delivery.
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e Prenatal care received by a pregnant female is limited to pregnancy-related physician office
visits including the initial and subsequent history and physical exams of the pregnant woman
(maternal weight, blood pressure and fetal heart rate check). Prenatal physician office visits
will only be covered at 100 percent if they are billed separately from other services that are not
covered at 100 percent as Preventive Care.

If the newborn Child needs treatment for an Illness or Accidental Injury, the newborn must be enrolled
in the Medical Plan as a Dependent. You must enroll your newborn within 60 days after birth for the
infant to be covered under the Plan. If enrolled within 60 days of birth, the newborn’s coverage will be
effective from the date of the birth.

Not Covered:

Benefits will not be provided for nursery charges once the mother is discharged from the Hospital or
any other charges not explicitly listed above as a Covered Service if your newborn does not meet the
definition of a Dependent Child or if the newborn is not enrolled in the Plan within 60 days of birth.

See Also:

Adding or Dropping Coverage section of this SPD.

Glossary of Terms section of this SPD.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Personal Hygiene, Comfort and Convenience Items later in this section.

Prenatal Care Program later in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial
Eyes

Covered:

Benefits are provided for medical and surgical dressings, supplies, casts, splints, crutches, and artificial
eyes.

See Also:

Durable Medical Equipment earlier in this section.

Foot Care and Foot Orthotics earlier in this section.

Leg, Back, Arm and Neck Braces earlier in this section.

Modifications to Homes, Property, or Automobiles later in this section.
Prosthetic Appliances and Devices later in this section.

Mental Health Services
Covered:
Benefits for all of the Covered Services previously described in this SPD are available for the
diagnosis and/or treatment of an Illness Affecting Mental Health. Medical Care for the treatment of an
Illness Affecting Mental Health is covered when rendered by a:

e Physician;

e Psychologist, Clinical Social Worker, or Clinical Professional Counselor working within the

scope of his or her license;
e Spiritual counselor who holds a pastoral counseling degree; or
e Licensed Marriage Family Therapist.
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Additional counselors may also be covered when supervised by a Physician. Please contact the CHI
Medical Plan Customer Service Team at the toll-free telephone number listed on the back of your ID
card for more information.

See Also:

Completion of Claim Forms, Reports, or Medical Records earlier in this section.

Custodial Care Services earlier in this section.

Failure to Keep a Scheduled Appointment earlier in this section.

Hospitalizations or Other Services and Supplies Which Are Not Medically Necessary earlier in this
section.

Marriage Counseling earlier in this section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Residential Treatment Facilities later in this section.

Substance Abuse Rehabilitation Treatment later in this section.

Modifications to Homes, Property, or Automobiles

Not Covered:

Benefits shall not be provided for modifications made to a home, property, or automobile, such as
ramps, elevators, spas, and car hand controls.

See Also:

Durable Medical Equipment earlier in this section.

Foot Care and Foot Orthotics earlier in this section.

Leg, Back, Arm and Neck Braces earlier in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes earlier in this
section.

Prosthetic Appliances and Devices later in this section.

Nephropathy Screening
Covered:
Benefits for screening to detect kidney disease resulting from diabetes.

Not Covered:
Benefits shall not be provided for non-diabetic patients.

See Also:

Diabetes Training Programs earlier in this section.
Diabetes Care Program section of this SPD.
Retinal Eye Exam later in this section.

Non-Emergency Use of the Emergency Room

Covered:

Benefits for non-Emergency use of the Emergency room will be provided based on the Highlights of
the Medical Plan Options.

See Also:
Emergency Services earlier in this section.
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Non-Prescription Drug Medications

Covered:

Benefits will be provided for Vitamin B-12 injections when determined to be Medically Necessary.
Additionally, enteral feedings will be covered as part of a Hospice Care Program Service or if the sole
source of feeding, such as for someone who has oral or throat cancer.

Not Covered:

Benefits shall not be provided for drugs or medicines that do not require a Physician’s prescription,
vitamins (except Vitamin B-12 injections when determined to be Medically Necessary), minerals,
nutritional supplements (except enteral feedings in relation to Hospice), or special diets (whether they
require a Physician’s prescription or not).

See Also:
Prescription Drugs later in this section.

Occupational Therapy

Covered:

Benefits will be provided for Occupational Therapy when these services are rendered by a registered
Occupational Therapist under the supervision of a Physician. This therapy must be furnished under a
written plan established by a Physician and regularly reviewed by the therapist and Physician. The plan
must be established before treatment begins and must relate to the type, amount, frequency, and
duration of therapy and indicate the diagnosis and anticipated goals.

Benefits for Massage, Occupational, Physical, and Speech Therapies will have a combined Benefit
limit of 30 visits per Benefit Year per covered individual. This is a combined limit between visits to In-
Network and Out-of-Network Providers. CHI Facilities are not subject to this 30 visit limitation.

Not Covered:
Benefits shall not be provided for Maintenance Occupational Therapy.

See Also:

Massage Therapy earlier in this section.
Physical Therapy later in this section.
Speech Therapy later in this section.

Office Visits

Covered:

Benefits will be provided for office visits as set forth in this section. The office visit benefit includes
the consultation with a physician regarding the diagnosis and treatment of a medical condition, as well
as any services bundled with the office visit claim (meaning services performed by the provider, at the
provider’s office and during the office visit). Office visits for preventive care (such as a routine
physical) are covered as described in the Preventive or Wellness Care section.

Not Covered:

Any services that are provided by a different provider or at a different location (such as lab services, x-
rays, office procedures or other ancillary charges) are not covered under the office visit benefit. These
services are still covered under the Plan but will be subject to applicable Coinsurance and Deductible.
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See Also:

Physicians later in this section.

Preventive or Wellness Care later in this section.
Routine Physical Exams later in this section.

Outpatient Hospital Care
Covered:
The following are examples of Covered Services when you receive them from a Hospital as an
Outpatient:
e Surgery and any related Diagnostic Services received on the same day as the Surgery;
¢ Radiation therapy treatments;
Chemotherapy;
Shock therapy treatments;
Renal Dialysis Treatments — if received in a Hospital, a Dialysis Facility, or in your home under
the supervision of a Hospital or Dialysis Facility Provider;
e Diagnostic Services — when you are an Outpatient and these services are related to Surgery or
Medical care;
¢ Emergency Accident Care;
e Emergency Medical Care; and
¢ Outpatient Surgery.

Outpatient Hospital care does not require pre-notification.

See Also:

Ambulance Transportation earlier in this section.

Anesthesia Services earlier in this section.

Assistant Surgeons earlier in this section.

Blood and Blood Administration earlier in this section.

Cardiac Rehabilitation Services earlier in this section.

Chemotherapy Treatments earlier in this section.

Completion of Claim Forms, Reports, or Medical Records earlier in this section.
Diagnostic Services earlier in this section.

Emergency Services earlier in this section.

Family Members Who Provide Services earlier in this section.

Genetic Testing earlier in this section.

Hospitalizations or Other Services and Supplies Which Are Not Medically Necessary earlier in this
section.

Inpatient Hospital Care earlier in this section.

Occupational Therapy earlier in this section.

“-ologists " at Network and CHI Facilities later in this section.

Oxygen and Its Administration later in this section.

Personal Hygiene, Comfort, and Convenience Items later in this section.
Physical Therapy later in this section.

Physicians later in this section.

Pre-Admission Testing later in this section.

Preventive or Wellness Care later in this section.

Radiation Therapy Treatments later in this section.

Shock Therapy Treatments later in this section.
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Speech Therapy later in this section.

Substance Abuse Rehabilitation Treatment later in this section.
Surgery later in this section.

X-Ray and Laboratory Services later in this section.

“-ologists” at In-Network and CHI Facilities

Covered:

When you seek Inpatient or Outpatient Hospital treatment at a CHI Facility or an In-Network Provider,
Benefits for pathologists, radiologists, anesthesiologists, and emergency room specialists will be
provided at the In-Network percentage level after you have met your In-Network Deductible, even if it
is for an Out-of-Network Provider. However, costs for services received from an Out-of-Network
provider/facility are based on a percentage of the Medicare allowable rate for most services. In the
instance Medicare has not priced a service, the pricing may be based upon a percentage of the
provider’s billed charges. You may be billed for the difference between the Medicare allowable rate
and the provider’s billed charges.

Not Covered:
This does not apply to assistant surgeons.

See Also:
Anesthesia Services earlier in this section.

Optometry Services

Not Covered:
Benefits will not be provided for Optometry services that are covered under the CHI Vision Plan.

See Also:

Eye Examinations and Eye-Related Diagnostic Services earlier in this section.

Eyeglasses, Contact Lenses, or Cataract Lenses earlier in this section.

Kerato-Refractive Eye Surgery earlier in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes earlier
in this section.

Retinal Eye Exam later in this section.

Vision Services later in this section.

Oxygen and Its Administration
Covered:
Benefits will be provided for oxygen and its administration.

Personal Hygiene, Comfort, and Convenience Items

Not Covered:

Benefits shall not be provided for personal hygiene, comfort, or convenience items commonly used for
other than medical purposes, such as air conditioners, humidifiers, physical fitness equipment,
televisions, and telephones.

See Also:
Inpatient Hospital Care earlier in this section.
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Outpatient Hospital Care earlier in this section.
Skilled Nursing Facilities later in this section.

Physical Therapy

Covered:

Benefits will be provided for Physical Therapy when rendered by a registered professional Physical
Therapist under the supervision of a Physician. The therapy must be furnished under a written plan
established by a Physician and regularly reviewed by the therapist and the Physician. The plan must be
established before treatment is begun and must relate to the type, amount, frequency, and duration of
therapy and indicate the diagnosis and anticipated goals.

Benefits for Massage, Occupational, Physical, and Speech Therapies will have a combined benefit
limit of 30 visits per Benefit Year per covered individual. This is a combined limit between visits to In-
Network and Out-of-Network Providers. CHI Facilities are not subject to this

30 visit limitation.

Not Covered:
Benefits shall not be provided for Maintenance Physical Therapy.

See Also:

Massage Therapy earlier in this section.
Occupational Therapy earlier in this section.
Speech Therapy later in this section.

Physicians

Covered:

Benefits will be provided for the following Covered Services:
e Office visits;

Hospital visits and visits to other covered facilities;

Physician’s visits in your home;

Surgery, whether Inpatient or Outpatient;

Diagnostic Services;

Medical care;

Care for Accidental Injuries;

Emergency Medical Care; and

Certain consultations.

However, the above is not an exhaustive list of the types of Covered Services and Supplies that might
be provided by your Physician

Not Covered:

Benefits shall not be covered for services provided by:
e Athletic trainers;

Dental assistants or dental hygienists;

Hypnotists;

Homeopathic medical Providers;

Priests and other religious affiliates;

Naturopaths;
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e Opticians;

e Orthodontists;

e Residents, interns, or other Employees of Hospitals or Skilled Nursing Facilities who bill
separately for their services and are not listed as a Provider or Professional Provider in the
Glossary of Terms section of this SPD; and

e Other non-traditional medical Providers.

See Also:

Completion of Claim Forms, Reports, or Medical Records earlier in this section.
Failure to Keep a Scheduled Appointment earlier in this section.

“-ologists” at In-Network and CHI Facilities earlier in this section.

Provider or Professional Provider in the Glossary of Terms section of this SPD.

Pre-Admission Testing

Covered:

Benefits will be provided for preoperative tests given to you as an Outpatient to prepare you for
Surgery which you are scheduled to have as an Inpatient, provided the Benefits would have been
available to you had you received these tests as an Inpatient in a Hospital.

These tests are considered part of your Inpatient Hospital Surgical stay.

See Also:
Inpatient Hospital Care earlier in this section.
Surgery later in this section.

Prenatal Care Program

Covered:

The prenatal care program is a voluntary program designed to help mothers-to-be understand and
manage every stage of pregnancy from the first trimester through newborn care. To enroll, call Virgin
Pulse at 1-866-852-6898. A representative will ask you several questions about your health and enroll
you in the program. Once you have completed the program, you will receive a $150.00 incentive as a
contribution to a health account. Allow up to 30 days after completion for payment.

See Also:
Maternity Services earlier in this section.

Prescription Drugs
Covered:
Benefits will be provided for certain Prescription Drugs or medications through the Prescription Drug
Program. Covered drugs are limited to those taken orally, absorbed through the skin, and certain
injected Prescription Drugs. Benefits will be provided only if such drugs are Medically Necessary.
Prescription Drugs may be dispensed through a retail Pharmacy or the mail-order drug program. The
following are considered covered drugs under the Prescription Drug Program:

e Legend Drugs
State restricted drugs;
Insulin;
Insulin needles and syringes;
Over-the-counter diabetic supplies;
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Legend topical fluoride products;

Retin-A (cream, gel and liquid dosage forms) and Avita for patients up to and including age 35;
Self-administered injectables;

Fertility medications (Limited to a lifetime maximum of $5,000 per individual);

Contraceptive jellies, creams, foams, devices, implants, or injections (refer to Contraceptives and
Contraceptive Devices section for coverage details); and

Oral contraceptives (refer to Contraceptives and Contraceptive Devices section for coverage
details).

Not Covered:
The following shall not be considered covered drugs under the Prescription Drug Program for the
following:

Non-federal legend drugs;

Contraceptive jellies, creams, foams, devices, implants, or injections (refer to Contraceptives and
Contraceptive Devices section for coverage details);

Mifeprex (morning after pill);

Oral contraceptives (refer to Contraceptives and Contraceptive Devices section for coverage
details);

Injectable medications (except self-administered medications);

Smoking deterrents;

Retin-A (dosage form gel or liquid) for patients age 36 and older;

Drugs used to treat impotency;

Therapeutic devices or appliances (not covered under the Prescription Drug Benefit but may be
covered under the medical Benefits);

Ostomy supplies (not covered under the Prescription Drug Benefit but may be covered under the
medical Benefits);

Biologicals, insulin pumps, blood, and blood plasma (not covered under the Prescription Drug
Benefit but may be covered under the medical Benefits);

Drugs whose sole purpose is to promote or stimulate hair growth;

Drugs prescribed for cosmetic purposes;

Drugs labeled, “Caution-limited by Federal law to Investigational use” or experimental drugs,
even if a charge is made to the individual;

Medication for which the cost is recoverable under any Workers” Compensation or Occupational
Disease Law or any State or Governmental Agency, or medication furnished by any other Drug
or Medical Service for which no charge is made to the Employee or Dependent;

Any prescription filled in excess of the number of refills specified by the Physician; or

Any refill dispensed after one year from the Physician’s original prescription.

See Also:

Appealing a Denied Medical or Pharmacy Claim section of this SPD.

Contraceptives and Contraceptive Devices earlier in this section.

Durable medical Equipment earlier in this section

Medical and Pharmacy Claims Procedures section of this SPD.

Network Details — Choosing a Provider section of this SPD.

Non-Prescription Drug Medications earlier in this section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Smoking/Tobacco Cessation Prescription Drugs later in this section.
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Preventive or Wellness Care

Covered:

Benefits will be provided for Covered Services for Preventive or Wellness Care rendered to
you, even though you are not ill.

Covered services include but are not limited to the following:

Immunizations;

Routine history and physical examinations;

Routine history and gynecological exams;

Pap smears;

Routine history and pediatric exams (well-child visits);

Routine Colonoscopies;

Routine Preventive Care tests and laboratory screenings;

Routine mammograms;

Routine prostate tests;

Routine vision and hearing exams, but only for newborns and Children when billed as routine or
included as part of a well Child visit;

e Counseling for tobacco cessation, weight loss and/or misuse of alcohol or drugs.

Other services may be covered based on the current recommendations of the United States Preventive
Services Task Force and the Health Resources and Services Administration.

See Also:

Office Visits earlier in this section.

Routine Physical Exams later in this section.

Smoking/Tobacco Cessation Prescription Drugs later in this section.

Prosthetic Appliances and Devices
Covered:
Benefits will be provided for prosthetic devices, special appliances, and surgical implants when they
are required to replace all or part of:
e An organ or tissue of the human body, or
e The function of a non-functioning or malfunctioning organ or tissue.

Benefits will also include adjustments, repairs, and replacements of covered prosthetic devices, special
appliances, and surgical implants when required because of wear or change in a patient’s Condition.

Not Covered:
Benefits shall not be provided for dental appliances.

Additionally, Benefits will not be provided for prosthetic devices, special appliances, and surgical
implants which are for cosmetic purposes, the comfort and convenience of the patient, or unrelated to
the treatment of an Illness or Accidental Injury.

See Also:

Durable Medical Equipment earlier in this section.
Foot Care and Foot Orthotics earlier in this section.
Leg, Back, Arm and Neck Braces earlier in this section.
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Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes earlier
in this section.

Modifications to Homes, Property, or Automobiles earlier in this section.

Temporomandibular Joint Dysfunction and Related Disorders later in this section.

Radiation Therapy Treatments
Covered:
The use of Radiation Therapy Treatments to treat or control a serious Illness is covered.

Not Covered:
Benefits shall not be provided for any service that is considered Investigational as it relates to a
particular Illness.

See Also:
Chemotherapy Treatments earlier in this section.
Cyber Knife Surgery earlier in this section.

Residential Treatment Facilities

Covered:

Benefits for Diagnostic Tests, X-Ray and Laboratory charges related to the residential treatment will
be covered. Benefits will also be provided for room and board charges with proper prior authorization.

Not Covered:
Benefits shall not be provided for halfway houses or boarding houses.

See Also:
Mental Health Services earlier in this section.
Substance Abuse Rehabilitation Treatment later in this section.

Retinal Eye Exam
Covered:
Benefits for retinal eye exams for diabetic patients.

Not Covered:
Benefits shall not be provided for non-diabetic patients.

See Also:

Diabetes Training Programs earlier in this section.
Diabetes Care Program section of this SPD.
Nephropathy Screening earlier in this section

Routine Physical Exams

Covered:

Routine physical exams are covered under preventive and Wellness Care based on the current
recommendations of the United States Preventive Services Task Force and the Health Resources and
Services Administration (ACA guidelines.)
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See Also:
Preventive and Wellness Care earlier in this section.

Self Help Programs
Not Covered:
Benefits shall not be provided for self-help programs and self-cure products, drugs or herbal remedies.

Shock Therapy Treatments
Covered:
Benefits will be provided for shock therapy treatments.

Skilled Nursing Facilities
Covered:
Benefits will be provided for the following Covered Services when you receive them in a skilled
Nursing Facility:
e Bed, board, and general nursing care; and
¢ Ancillary services, such as, but not limited to, drugs and surgical dressings or supplies.

Not Covered:
Benefits shall not be provided for an uncertified Skilled Nursing Facility.

See Also:

Ambulance Transportation earlier in this section.

Cardiac Rehabilitation Services earlier in this section.

Custodial Care Services earlier in this section.

Family Members Who Provide Services earlier in this section.

Hearing Examinations and Hearing Aids earlier in this section.

Home Health Care earlier in this section.

Hospice Care Program Services earlier in this section.

Hospitalizations or Other Services and Supplies Which Are Not Medically Necessary earlier in this
section.

Medical and Pharmacy Notification Requirements and Care Coordination section of this SPD.
Oxygen and its Administration earlier in this section.

Personal Hygiene, Comfort, and Convenience Items earlier in this section.

Sleep Apnea Treatment
Covered:
Benefits will be provided for obstructive sleep apnea diagnosis and treatments.

Not Covered:
Benefits shall not be provided for snoring without a diagnosis of obstructive sleep apnea.

Smoking/Tobacco Cessation Prescription Drugs

Covered:

Smoking/tobacco cessation prescription drugs are covered 100 percent as a preventive benefit if
prescribed by a physician through the Medical Plan. You can also participate in the smoking cessation
program through the CHI Wellness Program.
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Not Covered:
Benefits shall not be provided for treatment or services of smoking/tobacco cessation, except as
specifically provided above.

See Also:
Preventive or Wellness Care earlier in this section

Speech Therapy

Covered:

Benefits will be provided for Speech Therapy, including Speech Therapy required due to
developmental delay, when these services are rendered by a licensed Speech Therapist or a Speech
Therapist certified by the American Speech and Hearing Association under the supervision of a
Physician. The therapy must be furnished under a written plan established by a Physician and regularly
reviewed by the therapist and the Physician. The plan must be established before treatment is begun
and must relate to the type, amount, frequency, and duration of therapy and indicate the diagnosis and
anticipated goals. Inpatient Speech Therapy Benefits will be provided only if Speech Therapy is not
the only reason for Admission.

Benefits for Massage, Occupational, Physical, and Speech Therapies will have a combined benefit
limit of 30 visits per Benefit Year per covered individual. This is a combined limit between visits to In-
Network and Out-of-Network Providers. CHI Facilities are not subject to this 30 visit limitation.

Not Covered:
Benefits will not be provided for Maintenance Speech Therapy.

See Also:

Massage Therapy earlier in this section.
Occupational Therapy earlier in this section.
Physical Therapy earlier in this section.

Sterilization Procedures

Covered:

Benefits will be provided for the reversal of sterilization procedures, including reverse tubal ligations
and reverse vasectomies.

Not Covered:
Benefits shall not be provided for elective sterilization procedures, including tubal ligations and
vasectomies.

See Also:

Abortions earlier in this section.

Contraceptives and Contraceptive Devices earlier in this section.
Surgery later in this section.

Substance Abuse Rehabilitation Treatment

Covered:

Benefits shall be provided for Covered Services for Substance Abuse Rehabilitation Treatment and
Substance Abuse Treatment Facilities.
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Not Covered:
Benefits shall not be provided for halfway houses or boarding houses.

See Also:
Residential Treatment Facilities earlier in this section.

Surgery

Covered:

Benefits will be provided for Surgery performed by a Physician, Dentist, or Podiatrist. However, for
services performed by a Dentist or Podiatrist, Benefits are limited to those surgical procedures which
may be legally rendered by them and which would be payable under the Medical Plan had they been
performed by a Physician.

Not Covered:

Benefits shall not be provided for Surgery that is not Medically Necessary, cosmetic Surgery or for
weight loss Surgery that does not meet the requirements of this Plan.

See Also:

Abortions earlier in this section.

Assistant Surgeons earlier in this section.

Blood and Blood Administration earlier in this section.

Cosmetic Surgery earlier in this section.

Eligible Charges for Multiple Surgical Procedures earlier in this section.

Eye Examinations and Eye-Related Diagnostic Services earlier in this section.

Human Organ Transplants earlier in this section.

Kerato-Refractive Eye Surgery earlier in this section.

Maternity Services earlier in this section.

Mastectomy and Related Services earlier in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes earlier in this
section.

“-ologists” at In-Network and CHI Facilities earlier in this section.

Pre-Admission Testing earlier in this section.

Sterilization Procedures earlier in this section.

Weight Loss Surgery later in this section.

Temporomandibular Joint Dysfunction and Related Disorders
Covered:
Benefits shall be provided for TMJ Surgery.

Not Covered:
Diagnosis and non-surgical treatment of TMJ shall not be covered under this Plan; however, it is
covered under the dental plan.

Transgender Reassignment Surgery

Not Covered:

Benefits shall not be provided for gender reassignment surgery including, but not limited to, any
treatments, drugs, medicines, therapy, counseling services or supplies related to such surgeries.
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Travel or Lodging Costs

Covered:

Travel and lodging costs when related to a human organ transplant, and only to the extent described as
a Covered Service in the Human Organ Transplant section above.

Not Covered:
Benefits shall not be provided for travel and lodging costs except as described as a Covered Service
under this Plan within this SPD.

See Also:
Ambulance Transportation earlier in this section.
Human Organ Transplants earlier in this section.

Vision Services

Covered:

Benefits will be provided for vision examinations for newborns and Children as part of a routine
medical exam. Benefits will also be provided for vision examinations when related to an Accidental
Injury or an Illness such as diabetes.

Not Covered:
Benefits shall not be provided for:
e Surgery to correct a refractive error (i.e., when the shape of your eye does not bend light
correctly, resulting in blurred images);
e Eye glasses or contact lenses, unless otherwise stated within this SPD, including charges related
to their fitting;
Eye exercises;
Prescribing of corrective lenses;
Eye examinations for the fitting of eyewear; and
Routine vision exams, except for vision exams for newborns and Children as part of a medical
exam, or when related to an Accidental Injury or an Illness such as diabetes.

See Also:

Eye Examinations and Eye-Related Diagnostic Services earlier in this section.

Eyeglasses, Contact Lenses, or Cataract Lenses earlier in this section.

Kerato-Refractive Eye Surgery earlier in this section.

Optometry Services earlier in this section.

Medical and Surgical Dressings, Supplies, Casts, Splints, Crutches, and Artificial Eyes earlier in this
section.

Retinal Eye Exam earlier in this section.

Web Cam Consultations

Covered:

Web cam consultations will be covered the same as an office visit when provided by a covered
Provider.

See Also:
Consultations earlier in this section.
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Weight Loss Prescription Drugs
Not Covered:
Benefits will not be provided for drugs prescribed for weight loss.

Weight Loss Surgery

Covered:

For benefits to be provided, you will need to obtain pre-authorization and satisfy the criteria for
surgery required by the plan as well as follow the physicians program to qualify for surgery. To learn
more about the requirements for surgery, contact your medical carrier for details. Benefits are limited
to one surgery per lifetime with allowance for adjustments.

Benefits will only be provided if the service is approved by the patient’s health plan. The approval is
valid for six months from the date of the approval. If the procedure is postponed beyond six months,
the patient’s health plan will need to evaluate the individual’s clinical status to determine if extending
the authorization timeframe is appropriate.

Not Covered:
Experimental/Investigational Weight loss surgery and Weight loss surgery that is performed without
the necessary pre-authorization, including:

e Roux-en-Y gastric bypass combined with simultaneous gastric banding
Biliopancreatic diversion (BPD) without duodenal switch (DS)
Fobi-Pouch (limiting proximal gastric pouch)

Gastric electrical stimulation (GES) or gastric pacing
Gastroplasty (stomach stapling)

Intestinal bypass

Intragastric balloon

Loop gastric bypass

Mini-gastric bypass

Vagus nerve blocking or stimulation

Endolumenal surgery

Patients with one of the following contraindications may not be eligible for receiving the surgery:
e Severe Heart Failure

End stage chronic lung disease

Unstable angina (CAD)

End stage liver disease with cirrhosis and portal hypertension

Cancer (active under treatment or diagnosis)

Active substance abuse/dependency (drug or alcohol)

Major untreated psychiatric problems

Severely impaired intellectual capacity

Active pregnancy

HIV/AIDs

See Also:
Surgery earlier in this section.
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Wigs or Hair Pieces

Covered:

Wigs and hair pieces will be covered but only when related to hair loss resulting from medical
treatment, such as Chemotherapy treatment. Coverage will be limited to one wig per year.

Not Covered:

Benefits shall not be provided for wigs and hair pieces for cosmetic purposes due to baldness or
thinning of the hair, unless Medically Necessary due to medical treatment, such as for hair loss caused
by Chemotherapy treatments for cancer.

See Also:
Chemotherapy Treatments earlier in this section.

X-Ray and Laboratory Services

Covered:

Tests, screenings, imaging, and evaluation procedures as identified in the American Medical
Association’s Current Procedural Terminology (CPT) manual, standard edition, under Radiology
Guidelines and Pathology and Laboratory Guidelines.

See Also:

Diagnostic Services earlier in this section.
Inpatient Hospital Care earlier in this section.
Outpatient Hospital Care earlier in this section.
Preventive or Wellness Care earlier in this section.

64
Medical Plan — Blue Cross Blue Shield Integrated Plans — Franciscan

SER-150



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 113 of 186

Case&:2(B120084961R5B Dooummaahi 8U- 1He & iled TB AL/ Rageateaf114P 142

CHI Wellness Program

Employees and Dependents enrolled in the Medical Plan are eligible to participate in the CHI Wellness
Program.

CHI partners with Virgin Pulse to provide the CHI Wellness Program. As a part of the CHI Wellness
Program, you will have access to tools to better understand your health condition, such as the online
Personal Health Assessment, and resources including certified health coaches and advisors to help you
manage and reduce health risks through encouragement to take action, where necessary.

CHI funds the full amount necessary to provide benefits under the Wellness Program. CHI shall have
the option to provide incentives for participation in the program. Any incentive will be in the form and
amount selected by CHI. The form of incentive can include, but is not limited to, gift cards, premium
discounts, reductions in a Deductible or Copay under the medical plan, cash payments or contributions
to another arrangement (such as the Health Savings Account). The form and amount of any available
incentive shall be communicated to participants annually.

For details about the CHI Wellness Program, visit the well-being pages found on InsideCHI at
http://home.catholichealth.net/wellbeing or call the HR/Payroll Connection Support Center at 1-844-
450-9450.

Notice

Your health plan is committed to helping you achieve your best health. Incentives for participating in
the Wellness Program are available to all employees in the Medical Plan. If you think you might be
unable to meet a standard for an incentive under this wellness program, you might qualify for an
opportunity to earn the same incentive by different means. Contact Virgin Pulse at 888-671-9395, and
they will work with you (and, if you wish, with your doctor) to find a wellness program with the same
incentive that is right for you in light of your health status.

Weight Watchers

CHI has partnered with Weight Watchers to provide this proven weight-loss approach at a reduced
cost. The program is available to employees and spouses eligible under the CHI Wellness Program.

Weight Watchers gives you more flexibility and freedom than ever before. Their new WW Freestyle™
program makes deciding what to eat much easier. It encourages you to move for pleasure (not just

because you should) and it gives you the skills to help you think differently about yourself.

You have three ways to participate, based on your needs: In-person meetings, OnlinePlus, and
Weight Watchers for Diabetes.

If you’re eligible, CHI will cover a portion of your monthly membership fees.
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To learn more or to enroll, go to https://wellness.weightwatchers.com
Employer ID: 14346820

Weight Watchers Enrollment Assistance Customer Service Number: 866-204-2885.

Please note that the amount paid by CHI is taxable. You will be taxed on that amount on your
paychecks.
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General Conditions of Coverage, Exclusions, and Limitations

The provisions in this section describe general conditions of coverage and important exclusions and
limitations that apply generally to all types of services, supplies, devices, and drugs mentioned in this
Summary Plan Description (SPD).

General Conditions of Coverage

Medically Necessary

A key general condition for the Plan to pay Benefits is that the service, supply, device, or drug must be
Medically Necessary and meet acceptable standards of medical and/or dental practices. Even a service,
supply, device or drug listed as otherwise covered in The Details — What’s Covered and Not Covered
section of this SPD may be excluded if it is not Medically Necessary. The Claims Administrator
determines whether a service, supply, device, or drug is Medically Necessary. Even though a Provider
may recommend a service or supply, it may not necessarily be Medically Necessary.

A Medically Necessary health care service is one that a Provider, exercising prudent clinical judgment,
provides to a patient for the purpose of preventing, evaluating, diagnosing, or treating an Illness,
Accidental Injury, disease, or its symptoms, and is:
e Provided in accordance with generally accepted standards of medical practice. Generally
accepted standards of medical practice are based on:
e Credible scientific evidence published in peer-reviewed medical literature generally recognized
by the relevant medical community; and
e Physician Specialty Society recommendations and the views of Physicians practicing in the
relevant clinical area; and
e Any other relevant factors; and
¢ Clinically appropriate in terms, type, frequency, extent, site, and duration, and considered
effective for the patient’s Illness, Accidental Injury, or disease; and
e Not provided primarily for the convenience of the patient, Physician, or other health care
Provider.

Alternative Services, Supplies, Devices, or Drugs

An alternative service, supply, device, or drug may meet the criteria of Medical Necessity for a specific
Condition. If alternatives are substantially equal in clinical effectiveness and use similar therapeutic
agents or regimens, the Plan reserves the right to approve the least costly alternative.

Meeting Eligibility Requirements

Another general condition of coverage is that the person who receives services must meet the
eligibility requirements found in the Adding or Dropping Coverage section of this SPD and the
Eligibility Addendum to this Summary Plan Description.

General Exclusions

Even if a service, supply, device, or drug is listed as otherwise covered in The Details — What’s
Covered and Not Covered section of this SPD, it is not eligible for Benefits if any of the following
general exclusions apply:
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Investigational, Experimental or Unproven Services

You are not covered for a service, supply, device, or drug that is Investigational, experimental or
unproven. A treatment is considered Investigational or experimental when it has progressed to limited
human applications but has not achieved recognition as being proven effective in clinical medicine.

To determine Investigational or experimental status, the Claims Administrator may refer to technical
criteria established, including whether a service, supply, device, or drug meets these criteria:
o It has final approval from the appropriate governmental regulatory bodies;
e The scientific evidence must permit conclusions concerning its effect on health outcomes;
It improves the net health outcome;
It is as beneficial as any established alternatives; and
e The health improvement is attainable outside the Investigational settings.

While the Claims Administrator may rely on these criteria, the final decision remains at the discretion
of the Plan Administrator.

Fees for Non-Medical Services

You are not covered for telephone consultations, fees for providing information concerning a Claim,
charges for missed appointments, charges for completion of any form, or any other types of charges or
fees for information.

Personal Hygiene, Comfort, and Convenience Items
You are not covered for items used for your personal convenience, such as:

e Items not primarily and customarily manufactured to serve a medical purpose or which can be
used in the absence of Illness or Accidental Injury (including, but not limited to, air conditioners,
dehumidifiers, ramps, home remodeling, hot tubs, swimming pools, etc.); or

e [tems that do not serve a medical purpose or are not needed to serve a medical purpose.

Provider is a Family Member

You are not covered for a service, supply, device, or drug received from a Provider who is in your
immediate family (which includes yourself, Spouse, Legally Domiciled Adult, natural or adoptive
parent, Child, sibling, step-parent, step-child, step or half-brother, step or half-sister, mother-in-law,
father-in-law, son-in-law, daughter-in-law, sister-in-law, brother-in-law, grandparent, grandchild,
Spouse of a grandparent, or Spouse of a grandchild).

No Payment Obligation

You are not covered for a service, supply, device, or drug for which you are not required to
make payment or would have no legal obligation to pay if you did not have this Plan or similar
coverage.

Covered by Other Programs or Laws
You are not covered for a service, supply, device, or drug if:
e You are entitled to Claim Benefits from a governmental program (other than Medicaid);
¢ Someone else has the legal obligation to pay for services and without this Plan, you would not be
charged;
e Prescription Drug Claims submitted to the medical program Claims Administrator that were not
paid by the Prescription Drug Program Claims Administrator (including amounts unpaid by the
Prescription Drug Program Claims Administrator for Coinsurance and Copayments);
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e Medical Claims submitted to the Prescription Drug Program Claims Administrator that were not
paid by the medical program Claims Administrator (including amounts unpaid by the medical
program Claims Administrator for Deductibles, Coinsurance and Copayments); and

e Services, supplies, devices, or drugs you require for an Illness or Accidental Injury sustained
while on active military duty.

e Services, supplies, devices, or drugs you require for an Illness or Accidental Injury sustained
while incarcerated.

Services Not Mentioned
You are not covered for any service, supply, or device that is not specifically mentioned in
this SPD.

Acts of War
You are not covered for any services, supplies, devices, or drugs for any Illness or Accidental Injury
occurring on or after your Coverage Date that results from war or an act of war.

Illegal Acts

Charges for services received as a result of Injury or Illness caused by or contributed to by engaging in
an illegal act or occupation, by committing or attempting to commit any crime, criminal act, assault, or
other felonious behavior, or by participating in a riot or public disturbance.

Workers’ Compensation

You are not covered for services, supplies, devices, or drugs that are compensated under workers’
compensation laws, including services, supplies, devices, or drugs applied toward satisfaction of any
Deductible under your Employer’s workers’ compensation coverage. You are also not covered for any
services, supplies, devices, or drugs that could have been compensated under workers’ compensation
laws if you had complied with the legal requirements relating to notice of injury, timely filing of
Claims, and medical treatment authorization.

Benefit Limitations

Benefit limitations refer to amounts for which you are responsible under this Plan. These amounts are
not credited toward your Out-of-Pocket Maximum. In addition to the exclusions and conditions
described earlier in this section, the following are examples of Benefit limitations and your financial
responsibilities under this Plan:

e A service, supply, device or drug that is not covered under this Plan is your responsibility;

e Ifa Spouse, parent, and/or Child are covered separately under this Plan, Benefits will not be
duplicated;

e [fa Covered Service, supply, device, or drug reaches a service or prescription maximum, it is no
longer eligible for Benefits (a maximum may renew at the next Benefit Year). See The Details —
What’s Covered and Not Covered section of this SPD;

e [f you receive total Benefits in an amount that reaches a Benefit or lifetime maximum, you are no
longer eligible for Benefits under this Plan. See Highlights of the Medical Plan Options, Quick
Reference — What’s Covered and Not Covered, What You Pay — A Tutorial, and The Details —
What’s Covered and Not Covered sections of this SPD;

¢ If you do not obtain pre-notification for medical services, supplies, devices, or drugs, Benefits
can be reduced or denied. You are responsible for these Benefit reductions only if you are
responsible (not your Provider) for notification. An In-Network Provider may handle notification
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requirements for you. See Medical and Pharmacy Notification Requirements and Care
Coordination;,

If you do not obtain Prior Authorization or follow Step Therapy requirements for certain
Prescription Drugs, Benefits can be reduced or denied. You are responsible for any reduction in
Benefits or the cost of the denied drug. See Medical and Pharmacy Notification Requirements
and Care Coordination; and

The type of Provider you choose can affect your Benefits or what you pay. See What you Pay —
A Tutorial and Network Details — Choosing a Provider sections of this SPD.
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Network Details — Choosing a Provider

Choosing Your Medical Providers

Each medical plan option under the Catholic Health Initiatives (CHI) Medical Plan has three levels of
Benefits based on the type of Provider you use — Enhanced (clinically integrated network) Providers,
In-Network (Blue Cross Blue Shield network) Providers and Out-of-Network Providers. You will
receive the highest level of Benefits within the Enhanced network.

Enhanced Network Providers
If you use a provider within the Enhanced network, you will pay a lower out-of-pocket Coinsurance
amount than you would for other Providers.

To determine if a local clinically integrated network facility or provider is in the Enhanced network,
call the CHI Medical Plan Customer Service Team at the toll-free telephone number listed on the back
of your ID card or log on to your medical Claims Administrator’s Web site.

In-Network Providers

The Plan relies on a network, which consists of Providers that have negotiated reduced rates for
specific services. When these Providers offer services to you, they will not bill you for any difference
between their negotiated rates (their Eligible Charges) and their standard rates. This results in lower
out-of-pocket expenses for you, since the Plan will pay a higher Coinsurance level and your Deductible
will be lower than if you used an Out-of-Network Provider.

To determine if a Provider is an In-Network Provider, ask your Provider, call the CHI Medical Plan
Customer Service Team at the toll-free telephone number listed on the back of your ID card, or log on
to your medical Claims Administrator’s Web site. See the Who to Contact With Questions section of
this Summary Plan Description for the Web address.

If you are receiving Emergency Services, an Out-of-Network Provider will be treated as an In-Network
Provider for the Emergency Services you receive. Once your Condition stabilizes, the Out-of-Network
Provider will cease to be treated as an In-Network Provider under this Plan.

Out-of-Network Providers

The Plan will also cover Out-of-Network Providers, but you will have a higher Deductible and the Plan
will pay a lower Coinsurance level. You will typically pay the most for services received from them.
Costs for services received from an Out-of-Network Provider/facility are based on a percentage of the
Medicare allowable rate for most services.

If you require services from a Specialist and an In-Network Provider is not available within a 50-mile
radius, of your home address, you may utilize an Out-of-Network Specialist who has expertise in
diagnosing and treating your Condition. The Claims Administrator must approve Out-of-Network
Specialist services before you receive the services. Even after you receive approval, you are still
responsible for complying with any notification requirements of this Plan. See the Medical and
Pharmacy Notification Requirements and Care Coordination section of this SPD.
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The Three Levels of Benefits Available to You

There are three types of providers and the amount you will pay out-of-pocket will vary depending
on the type of provider you use.

1. Use of an Enhanced (clinically integrated network) Provider
The charges billed by Providers within the Enhanced network will be reimbursed at the
highest percentage available under the Plan. You will not be billed for charges above the
negotiated “Eligible Charge” if the negotiated Eligible Charge is less than the actual Billed
Amount.

. Use of an In-Network (Blue Cross Blue Shield National PPO Network) Provider
When you go to an In-Network Provider, you will not be billed for charges above the
negotiated “Eligible Charge” if the negotiated Eligible Charge is less than the actual Billed
Amount.

You will be reimbursed at a higher percentage than if you had gone to an Out-of-Network
Provider but at a lower percentage than if you had gone to an Enhanced Network Provider. If
the services rendered are subject to the Deductible and the Deductible has not been met,
these charges will be applied to the Deductible.

. Use of an Out-of-Network Provider
If you incur charges from an Out-of-Network Provider, the Deductible will be higher and
you will be reimbursed at the lowest Coinsurance percentage level.

Costs for services received from an Out-of-Network provider/facility are based on a
percentage of the Medicare allowable rate for most services. In the instance Medicare has not
priced a service, the pricing may be based upon a percentage of the provider’s billed charges.
You may be billed for the difference between the Medicare allowable rate and the provider’s
billed charges.

Choosing a Pharmacy

When you are being treated for an Illness or Accidental Injury, your Physician may prescribe certain
drugs or medicines as part of your treatment. Your coverage under the Medical Plan includes Benefits
for Prescription Drugs. You can have your prescriptions filled at a CHI-owned pharmacy (if available),
CVS network retail Pharmacy, CHI-owned pharmacy mail order/90 Day Fill (if available) or through the
CVS/Caremark mail-order Pharmacy. The Prescription Drug Benefits are administered by a different
Claims Administrator than your medical Benefits. For specific Copayment and Coinsurance amounts, see
the Highlights of the Medical Plan Options section of this Summary Plan Description (SPD).

Retail Pharmacy

You will save the most money by filling your prescription at a CHI-owned pharmacy (if available).
CHI also chose to offer the Pharmacy Claims Administrator’s broadest network of retail Pharmacies.
You are urged to check with your Pharmacy before filling a prescription to make certain that your
Pharmacy is an In-Network Provider, or you may contact the Pharmacy Claims Administrator’s
customer service number on the back of your ID card or utilize the pharmacy locator on their website.
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To find out if your Pharmacy is an In-Network Provider or to find an In-Network Provider Pharmacy
near you, ask your Pharmacist, call the CHI Medical Plan Customer Service Team at the number on
the back of your ID card or log on to the Pharmacy Web site. See the Who to Contact With Questions
section of this Summary Plan Description for the Web address.

You may have your prescriptions filled at the Pharmacy of your choice, but your Benefits will be
maximized when you use a CHI-owned Pharmacy or a Network Pharmacy, as described below:
e When you have your prescription filled at a CHI-owned Pharmacy, you will pay 50 percent less
than you would from a Network Pharmacy.
e  When you have your prescription filled at an In-Network Provider Pharmacy, you must pay a
Copayment or Coinsurance amount for each prescription; however
e When you have your prescription filled at an Out-of-Network Provider Pharmacy, the Benefit
will pay the Out-of-Network Coinsurance level of the Claims Administrator’s discounted amount
for that drug; you will be responsible for the remaining cost.

You can receive up to a 30-day supply of your medication at a retail Pharmacy or a 90-day supply at a
CHI-owned Pharmacy.

Mail-Order Pharmacy

You may also use the CHI-owned mail-order Pharmacy (if available) or the CVS/Caremark mail-order
Pharmacy. Maintenance prescriptions (for example, blood pressure medications) must be filled using
the CVS/Caremark mail-order Pharmacy or a CHI-owned Pharmacy. You can receive up to a 90-day
supply of your medication through mail-order or a CHI-owned pharmacy. Mail-order prescriptions are
mailed to your home or another mailing address of your choice.
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Medical and Pharmacy Notification Requirements
and Care Coordination

Your Medical Care

Pre-Notification
You must call the CHI Medical Plan Customer Service Team at the number found on the back of your ID
card to pre-certify the following services prior to receiving care:
e Inpatient Hospital stays;
Room and Board for Residential Treatment;
Private Duty Nursing Services;
Skilled Nursing Services/Extended Care Facilities;
Home Health Care;
Transplants;
Mental Health/Chemical Dependency Hospital stays (Inpatient and Partial Hospitalization
Treatment Programs) and
o  Weight Loss Surgery.

The following services must be pre-certified within two business days of Admission:
e Emergency Inpatient Hospital stays; and
e Maternity stays.

When you pre-certify, you should be prepared to provide the following information:
e The name of the attending and/or admitting Physician;
e The name of the Hospital where the Admission has been scheduled and/or the location where the
service has been scheduled;
e The scheduled Admission and/or service date; and
e A preliminary diagnosis or reason for the Admission and/or service.

Failure to call the CHI Medical Plan Customer Service Team or failure to comply with the
determinations of the Plan will result in a $500 penalty in addition to any applicable Deductibles,
Copayments and/or Coinsurance as described in this SPD. The $500 penalty does not apply for failure
to pre-certify Maternity stays, which fall under the applicable 48-hour or 96-hour time frame (see
Maternity Services under The Details — What’s Covered and What’s Not section of this SPD), or
failure to pre-certify in situations where pre-notification is either impossible or would result in
jeopardy to the life or health of the Claimant.

Completing the Plan’s Pre-notification requirements or simply calling the CHI Medical Plan Customer
Service Team before obtaining a service acts as notice to the Plan that you are obtaining specific
services, but it does not result in a guarantee of Benefits. Actual availability of Benefits is subject to
eligibility and the other terms, Conditions, (including Medical Necessity), limitations, and exclusions
of the Medical Plan. The decision of whether or not to receive care is between you and your Provider.

Length of Stay/Service Review

Your pre-notification notice information will be analyzed by the Plan. The Plan will review the
information and any additional information they may request from you or your Provider to determine
the appropriate length of stay/service for the stay/service that you have requested.

74
Medical Plan — Blue Cross Blue Shield Integrated Plans — Franciscan

SER-160



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 123 of 186

Case&:2(RB120084961R5B Dooummaani 8U- Hie & iled TBAL/ RPageBfe @140 142

A letter will be sent by the Plan to you, your Physician and/or Hospital informing them of the
appropriate length of stay/service for the stay/service you have requested.

If the Plan determines that no length of stay/service is appropriate, the Plan will notify you of its
adverse Benefit determination in accordance with Notice of Adverse Benefit Determinations under the
Appealing a Denied Medical or Pharmacy Claim section of this SPD.

Except in the case of human organ transplants, the initial length of stay/service review will not include
an advance review of whether or not the underlying procedure/service is Medically Necessary. The
Plan will not make its determination as to whether the underlying procedure/service is Medically
Necessary until after the underlying procedure/service has been completed.

Prior Approval for Procedures/Services

The Plan will, upon request, review a proposed procedure/service for coverage under the Plan,
including Medical Necessity, and give you “prior approval” before the procedure/ service is rendered.
If you do not seek prior approval before undergoing a particular procedure/service, the Plan will
review whether the procedure/service was properly covered under the Plan, after the fact, and if it is
determined that the procedure/service was not covered by the Plan, you may be required to pay for it
yourself.

You can obtain prior approval by calling the CHI Medical Plan Customer Service Team prior to
Admission or the performance of services in an Outpatient setting. You should be prepared to provide
the following information:

e The name of the attending and/or admitting Physician;

e The name or description of the planned service;

e The preliminary diagnosis or reason for the Admission and/or service;

e The name of the Hospital where the Admission has been scheduled and/or the location where the

service has been scheduled; and
e Scheduled Admission and/or service date.

The Plan will review the medical information provided and may follow up with your Provider to
determine whether the services to be rendered are Medically Necessary and otherwise covered under
the Plan.

After reviewing the request, the Plan will notify you and your Provider of the decision.
e If your request is approved, you will know that the Medical Plan covers the specific services or
procedures; and
e If Benefits are denied, you will receive written notice and the denial notice will list the reason(s)
for denial. This notice will be mailed to the most current addresses the Plan has on record for you
and your Provider.

Certain factors may alter or impact whether you receive approval. These factors include Medical
Necessity, Benefit Plan provisions, and the dates you receive services.

Benefits for the approved service are limited to the Benefits described in this SPD if they are in effect
for the patient on the date services are provided.
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In an Emergency or Medically Urgent Situation, the Plan will respond to a request for prior approval of
health services within 24 hours of the request. In non-Urgent situations, the Plan will respond to such a
request within 15 days. You may appeal a denial as explained later in the Appealing a Denied Medical
or Pharmacy Claim section of this SPD.

Condition Management Program

The condition management program, managed by your clinically integrated network (CIN), helps
employees and their dependents who are enrolled in a Medical Plan to manage chronic conditions and
improve their overall health and quality of life. The chronic conditions maintained through the
program include asthma, COPD (emphysema or chronic bronchitis), coronary artery disease, diabetes,
heart failure, high blood pressure and high cholesterol.

This free, voluntary program is completely confidential and provides in-depth and personalized
support to help employees make the best possible health decisions. Participants have access to a
personal nurse advocate, a registered nurse who has extensive experience with the chronic condition.
In partnership with the participant’s physician, the nurse advocate consults with the participant over
the phone to assess the participant’s health, review care, discuss other medical concerns and develop a
holistic plan for improving the employee’s overall well-being. Participation in the condition
management program, while highly encouraged, is not mandatory.

Diabetes Care Program

Taking care of yourself and your diabetes is important to your health. The CVS/Caremark and Livongo
Transform Diabetes Program, provided at no cost to you as part of the CHI Medical Plan, offers you
specialized resources and extra benefits to make managing your diabetes easier:

e The Livongo connected meter, provided at no cost to you, helps you keep track of your glucose
levels. This meter automatically sends your numbers to a secure online account after each test,
eliminating log books and making it easier to share with your doctor or anyone you choose.
You’ll also get personalized guidance from certified Diabetes Educators any time you want a
little extra support.

With the Livongo meter, you can:

e Track your levels, see trends and share your data with whomever you choose.

e Get unlimited test strips and lancets delivered to your door with no out-of-pocket cost.
e Get personalized tips in real time to help you stay on track and make informed choices.

e Help prevent diabetes-related conditions with two diabetes monitoring visits per year at any
CVS MinuteClinic® location. These visits include:

Alc testing

Foot exams

Body mass index (BMI) assessment

Diet consultation

Blood pressure check

Cholesterol screening

There’s no out-of-pocket cost to you and no appointment needed for these visits.
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e Take advantage of personalized one-on-one coaching with a pharmacist to manage your
diabetes medication. Stop in a CHI pharmacy (where available) or a CVS pharmacy, or call the
number on your member ID card to speak with a CVS/Caremark pharmacist.

e Save on Diabetes and other health items at CVS Pharmacy and Target.

To get started, visit start.livongo.com or call the Livongo Team at 800-945-4355. Use registration
code: CHI

Obtaining Prescriptions

Prior Authorization

The Medical Plan requires that you go through the Prior Authorization process to obtain coverage for
certain Prescription Drugs. Prior Authorization is the process whereby a Pharmacist employed by the
Claims Administrator approves the usage and duration of a medication. A partial list of medications
that require Prior Authorization can be found below.

Your Pharmacist will inform you if the prescribed medication needs to be pre-authorized. The
Pharmacist may initiate the review process, or you may request that your Physician call a toll-free
phone number that will be supplied by your Pharmacist. You (or your Physician or Pharmacist) will be
notified within 72 hours of the Plan’s receipt of the Claim. If your medication is authorized, you will
pay the applicable Copayment or Coinsurance. If your medication is not approved for coverage under
the Plan, you will pay the full cost of the drug. Also, the Plan

will notify you of its adverse Benefit determination in accordance with Notice of Adverse Benefit
Determinations under the Appealing a Denied Medical or Pharmacy Claim section of this SPD.

Drugs that require Prior Authorization include but are not limited to:
e Some cancer agents;

Attention deficit disorder and hyperactivity medications;

Rheumatoid arthritis medications; and

Specialty medications.

This list is not intended to be all-inclusive and may be updated periodically.

Drug Utilization Review

Under the Drug Utilization Review program, prescriptions filled at the retail Pharmacy and processed
on-line or through the mail service Pharmacy are examined for potential drug interactions based on
your personal medication profile. A drug interaction occurs when certain drugs act together to result in
an adverse effect on the body. The Drug Utilization Review is especially important if you or your
covered Dependents take many different medications or see more than one doctor. If there is a question
about your prescription, your Pharmacist may contact your Physician before dispensing the
medication.

Step Therapy Program

This Plan uses a tool called Step Therapy, which requires you to first try one or more specified drugs to
treat a particular Condition before the Plan will cover another (usually more expensive) drug that your
doctor may have prescribed. Step Therapy is intended to reduce costs to you and the Plan by
encouraging use of medications that are less expensive but can still treat your Condition effectively.
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Some drugs that require Step Therapy include but are not limited to:
e Hypnotics (sleep aids);
e Migraine headache medications; and
e Proton pump inhibitors (ulcer medications).

This list is not intended to be all-inclusive and may be updated periodically.

If you are taking a medication that requires Step Therapy, the Plan will not cover that medication
unless you first try the alternative (less expensive) medication. If your doctor believes you should take
the original medication, your doctor can request a coverage review. If a coverage review is requested,
and your Physician provides a valid clinical reason for not prescribing the alternative drug, you may
purchase the originally prescribed medication at the appropriate Coinsurance. If your physician does
not provide a valid clinical reason, you have the option to purchase the original medication at the full
cost of the drug, or you can purchase the preferred alternative at the appropriate Copayment or
Coinsurance.
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Medical and Pharmacy Claims Procedures

Your Medical Claims

In order to obtain your Benefits under this Plan, it is necessary for a Claim to be filed with the Claims
Administrator. To file a Claim, typically all you will have to do is show your ID card to your Hospital
or Physician (or other Provider). They will file your Claim for you. However, it is your responsibility
to ensure that the necessary Claim information has been provided to the Plan.

Once the Plan receives your Claim, it will be processed and the Benefit payment will usually be sent
directly to the Hospital or Physician. You will receive an explanation of Benefits statement telling you
how much was paid. In some cases, the Claims Administrator will send the payment directly to you,
or, if applicable, in the case of a Qualified Medical Child Support Order, to the designated
representative as it appears on the Plan’s records.

Typically, you do not have to file a Claim if you use a CHI or In-Network Provider. However, in
certain situations, you will have to file your own Claim, particularly if you receive care from an Out-
of-Network Provider. To find out how to file a Claim, contact the CHI Medical Plan Customer Service
Team. They will provide you with Claim forms and detailed instructions.

Claims must be filed with the Claims Administrator, either by you or the Provider, on or before 12
months following the date on which your Covered Service was rendered. Claims not filed within the
required time period will not be eligible for payment.

Pre-Service Claims (Prospective Review)

If you submit a Pre-Service Claim, you will be notified of the Plan’s determination within 15 days of
the receipt of the Claim by the Plan, unless the Plan needs an extension due to matters beyond control
of the Plan and notifies you before the expiration of the initial 15-day period. The notification will
include an explanation of the circumstances requiring the extension and the date by which the Plan
expects to render a decision. The extension will be no longer than 15 days — that is, 30 days from the
receipt of the Claim.

However, if the Plan needs an extension due to your failure to submit complete information, then the
Plan will notify you of the specific information needed within 15 days of receipt of your Claim. You
will have 45 days from receipt of the notice to provide the specified information.

Any notification of adverse Benefit determination will be made in accordance with Notification of
Adverse Benefit Determinations under the Appealing a Denied Medical or Pharmacy Claim section of
this SPD.

Pre-Service Claims That Are Urgent in Nature

If you submit a Pre-Service Claim that is urgent, you will be notified of the Plan’s determination
within 72 hours of the Plan’s receipt of the Claim. Thus, in some instances, you may not receive
notification prior to your scheduled date of treatment/ Admission. If you provide insufficient
information for the Plan to make a determination, the Plan will notify you within 24 hours of receipt of
the Claim. You will then have 48 hours to provide the missing information. The Plan will notify you of
its Benefit determination within 48 hours of receiving the missing information or within 48 hours of
when the information should have been provided, whichever is earlier.
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Before an adverse determination may be made by the Plan, a Physician employed by the Claims
Administrator will automatically review your Claim. If, after a Physician’s review, an adverse
determination is made, the Plan will notify you in accordance with Notification of Adverse Benefit
Determinations under the Appealing a Denied Medical or Pharmacy Claim section of this SPD.
However, the Plan may notify you verbally in order to comply with the 72-hour deadline discussed
above. In that event, the Plan will send a written or electronic notification within three days of the
verbal notification.

Post-Service Claims

If you submit a Post-Service Claim, you will be notified of the Plan’s determination within 30 days of
the receipt of the Claim by the Plan, unless the Plan needs an extension due to matters beyond control
of the Plan and notifies you before the expiration of the initial 30-day period. The notification will
include an explanation of the circumstances requiring the extension, and the date by which the Plan
expects to render a decision. The extension will be no longer than 15 days—that is, 45 days from the
receipt of the Claim.

However, if the Plan needs an extension due to your failure to submit complete information, then the
Plan will notify you of the specific information needed within 30 days of receipt of your Claim. You
will have 45 days from receipt of the notice to provide the specified information. Otherwise, your
Claim may be denied.

Any notification of adverse Benefit determination will be made in accordance with Notification of
Adverse Benefit Determinations under the Appealing a denied Medical or Pharmacy Claim section of
this SPD.

Payments Made in Error
If for any reason a payment is made in error, the Plan retains the right to recover the amount paid.

When Hospitalized on Your Coverage Effective Date

If you, or your enrolled Dependent, are admitted to the Hospital as an Inpatient prior to your Coverage
Date, and continue to be hospitalized through your Coverage Date, the Hospital Facility Charges for
that confinement will not be covered under this Plan. However, charges for Professional Provider
services related to your confinement that are incurred on or after your Coverage Date will be
considered for Claim Payment provided they are for Covered Services.

When Hospitalized on Your Coverage End Date

If you, or your enrolled Dependent, are admitted to the Hospital as an Inpatient prior to your coverage
end date and continue to be hospitalized through your coverage end date, the Hospital Facility Charges
will be covered until you are discharged from the Hospital. However, charges for Professional Provider
services related to your confinement that are incurred after your coverage end date will not be covered.

Your Prescription Claims

Retail Pharmacy Claims

You can receive up to a 30-day supply of your medication at a retail Pharmacy. The Copayments or
Coinsurance for retail Pharmacy prescriptions are summarized in the Highlights of the Medical Plan
Options section of this SPD.
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The Copayments or Coinsurance for diabetic supplies purchased at a retail Pharmacy are as follows:
e Any combination of insulin and diabetic supplies purchased on the same day are subject to one
Copayment or the applicable Coinsurance amount.
e Additional Copayments or applicable Coinsurance amounts will apply to any combination of
supplies (lancets, test strips, etc.) purchased separately from an insulin purchase.

Mail-Order Pharmacy Claims

You can receive up to a 90-day supply of your medication at a mail-order Pharmacy or CHI-owned
retail/mail pharmacy (if available). The Copayments or Coinsurance for mail-order Pharmacy
prescriptions are summarized in the Highlights of the Medical Plan Options section of this SPD.

The Copayments or Coinsurance for diabetic supplies purchased through the mail are as follows:
e Any combination of insulin and diabetic supplies purchased on the same day are subject to one
Copayment or the applicable Coinsurance amount.
e Additional Copayments or applicable Coinsurance amounts will apply to any combination of
supplies (lancets, test strips, etc.) purchased separately from an insulin purchase.

Benefits of Using the Mail-Order Pharmacy
Example below assumes the Deductible has been met for the Integrated
HDHP/HSA option and the prescription is not filled at a CHI-owned
Pharmacy. Keep in mind, if the Deductible wasn’t met, you could use your
Health Savings Account dollars to help pay for the full price of the
prescription. Also, if you use a CHI-owned Pharmacy, the cost savings to
you would double.

Generic Drug Brand Brand
Formula Non-Formula
Integrated Core
3-month supply at Retail Pharmacy $30 $120t0 $330  $195 to $480
3-month supply by Mail Order $25 $100t0 $175  $160 to $325
Savings $5 $20 to $155 $35 to $155

Integrated Basic

3-month supply at Retail Pharmacy $30 $120t0 $330  $195 to $480

3-month supply by Mail Order $25 $100t0 $175  $160 to $325
Savings $5 $20 to $155 $35 to $155

Integrated HDHP/HSA - after

deductible is met

3-month supply at Retail Pharmacy $30 $120t0 $330  $195 to $480
3-month supply by Mail Order $25 $100t0 $175  $160 to $325

Savings $5 $20 to $155 $35 to $155

The CHI Prescription Plan Formulary

The Prescription Drug portion of the Medical Plan utilizes a Formulary. A Formulary is a list of
preferred drugs that have been selected based on safety, clinical effectiveness and cost effectiveness. A
committee of doctors and Pharmacists reviews the Formulary quarterly. You may purchase any
covered drug, but you will pay a lower Coinsurance if you purchase drugs that are included on the
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Formulary. To find out if your medication is on the CHI Prescription Plan Formulary, call
CVS/Caremark at 1-877-232-7925 or log on to www.caremark.com. See the Who to Contact With
Questions section of this SPD.

Generic and Brand Name Drugs

All Prescription Drugs available for coverage under the Medical Plan are either Brand Name Drugs or
Generic Drugs. Brand Name Drugs have the product names under which the drug is advertised and
sold. Generic Drugs are sold under generic, often unfamiliar names, yet by law they must have the
same active ingredients and are subject to the same rigid U.S. Food and Drug Administration (FDA)
standards for quality, strength and purity as their Brand Name counterparts. You will pay a Copayment
for a Generic Drug, and your out-of-pocket payment will be less.

Keep in mind, if you fill a brand-name prescription when there is a generic equivalent available, you
will pay the brand-name prescription coinsurance plus the difference between the generic and brand-
name amount. If it is medically necessary for you to have the brand-name prescription, your doctor can
contact CVS/Caremark to get an exception so you don’t pay more for the brand-name prescription.

How to Fill Retail Prescriptions At In-Network Pharmacies

Simply present your Medical Plan ID card and prescription(s) to the Pharmacist. The Claims
Administrator’s computerized system will confirm your eligibility for Benefits. The Pharmacist will
tell you the Copayment or Coinsurance amount you are required to pay. You do not have to file a
Claim form for prescriptions filled at a network Pharmacy.

How to Fill Retail Prescriptions At Out-of-Network Pharmacies
Submit a completed Claim form to the Claims Administrator. The prescription receipt must be attached
to the form. To obtain Claim forms, log on to www.caremark.com. (See Who to Contact With
Questions) or call CVS/Caremark at 1-877-232-7925 and use the automated ordering system.
e You must pay the full prescription price at the time of purchase
e You will be reimbursed within approximately 21 days of the Plan’s receipt of your Claim form.
The amount you receive will be based on the amount you would have been charged by an In-
Network Pharmacy, minus the required Coinsurance amount.

How to Fill New Mail-Order Prescriptions

Ask your doctor to prescribe your medication for up to a 90-day supply plus refills (if appropriate).
Mail your prescription and required Copayment or Coinsurance along with an order form in the
envelope provided in your mail-order welcome kit or take the prescription to your local CHI-owned
Pharmacy (if available). You may make payment by check or credit card. To confirm the correct
Copayment or Coinsurance amount, contact CVS/Caremark at 1-877-232-7925 or log on to
www.caremark.com. You will receive your prescription(s) within 7-14 days at the address you indicate
for delivery.

Refilling Your Mail-Order Prescriptions

You can reorder on or after the refill date indicated on the refill slip you receive with your first order,
or on your medication container. Or reorder when you have less than 14 days of medication left. You
can refill your prescription on-line at www.caremark.com, by contacting the CHI-owned Pharmacy
where the prescription was filled (See Who to Contact With Questions) or by calling the
CVS/Caremark at 1-877-232-7925.

82
Medical Plan — Blue Cross Blue Shield Integrated Plans — Franciscan

SER-168



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 131 of 186

Case&:2(RB120084961R5B Dooummaahi 8U- e & iled TBAD/ Rage B @A 4P 142

Prescription Drug Dose Optimization

The dose optimization program helps your Physicians and Pharmacists provide the most effective and
cost-efficient medication regimens. The program is designed to simplify taking prescription
medications by consolidating doses.

Many prescription medications are available in a variety of strengths and can be taken safely in a
single dose once a day, rather than several smaller doses throughout the day. By taking a single dose,
fewer doses of the medication are required and it is more cost effective. A Pharmacist that is employed
by the Claims Administrator will contact your Physician to discuss if dose optimization is right for
you. Your Physician will be consulted before any change is made to your prescription.

Prescription Drug Quantity Limitations

Some medications are covered only in certain quantities. In addition, the covered quantity amount may
be limited to certain time periods. The limits on these medications are based on treatment guidelines
that are considered reasonable, safe, and effective. However, in cases where your prescription exceeds
the quantity limit and additional quantities might be Medically Necessary, your Physician must provide
additional medical information to the Plan to determine whether the particular circumstances meet the
criteria for additional quantities.
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Coordination of Your Benefits with Other Plans
and Responsible Parties

Benefits for Medicare Eligible Covered Persons

This section describes the Benefits which will be provided for Medicare Eligible Covered Persons who
are not affected by Medicare Secondary Payer (MSP) laws, (see Medicare Eligible Persons and Their
Enrollment in This Plan and Your Medicare Secondary Payer (MSP) Responsibilities under the Adding
or Dropping Coverage section of this SPD).

The Benefits and provisions described throughout this Summary Plan Description (SPD) apply to
Medicare Eligible Covered Persons. The process used in determining Benefits under the Medical Plan
is as follows:
e Determine what the payment for a Covered Service with provisions of the Plan; and
e Process and make payment based on the type of service received and benefit level of the
provider.

Coordination of Benefits

Coordination of Benefits (COB) applies when you or your Dependents have health care coverage
through more than one group program. The intent of COB is to provide that the sum of Benefits paid
under the Medical Plan plus Benefits paid under all other plans will not exceed the actual cost charged for
treatment. If the Medical Plan Benefit amount is greater than the primary carrier’s payment, the
Medical Plan will pay the difference between its Benefit and the primary carrier’s payment. If it is less
than or equal to the primary carrier’s payment, the Medical Plan will pay nothing. It is your obligation
to notify the CHI Medical Plan Customer Service Team of the existence of such other Group
Coverage.

To coordinate Benefits, it is necessary to determine what the payment responsibility is for each Benefit
program.

This is done by following the rules below:

e The coverage under which the patient is the Eligible Person (rather than a Dependent) is primary,
meaning: full Benefits are paid under that program. The other coverage is secondary and only
pays any remaining Eligible Charges up to the Benefits available under that program.

e  When a Dependent Child receives services and the Child is covered under more than one parent’s
health care plan, the birthdays of the Child’s parents are used to determine which coverage is
primary. The coverage of the parent whose birthday (month and day) comes before the other
parent’s birthday in the calendar year will be considered the primary coverage. If both parents
have the same birthday, then the coverage that has been in effect the longest is primary. If the
other coverage does not have this “birthday” type of COB provision and, as a result, both
coverages would be considered either primary or secondary, then the provisions of the other
coverage will determine which coverage is primary.

e However, when the parents are separated or divorced and the parent with custody of the Child
has not remarried, the Benefits of a program which covers the Child as a Dependent of the
parent with custody of the Child will be determined before the Benefits of a program which
covers the Child as a Dependent of the parent without custody;

e  When the parents are divorced and the parent with custody of the Child has remarried, the
Benefits of a program which covers the Child as a Dependent of the parent with custody will
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be determined before the Benefits of a program which covers that Child as a Dependent of the
step-parent, and the Benefits of a program which covers that Child as a Dependent of the
stepparent will be determined before the Benefits of a contract which covers that Child as a
Dependent of the parent without custody; and

e Notwithstanding the items above, if there is a court decree which would otherwise establish
Financial Responsibility for the medical, dental, or other health care expenses with respect to
the Child, the Benefits of a program which covers the Child as a Dependent of the parent with
such Financial Responsibility shall be determined before the Benefits of any other program
which covers the Child as a Dependent Child. It is the obligation of the person claiming
Benefits to notify the Medical Plan, and upon its request to provide a copy of such court
decree.

e I[fneither of the above rules apply, then the coverage that has been in effect the longest is
primary.

The only time these rules will not apply is if the other group Benefit program does not include a COB
provision. In that case, the other group program is automatically primary.

Additionally, in the case of the removal of impacted wisdom teeth or for oral Surgery, a patient’s
dental plan (if any, and if the above procedure is listed as a covered Benefit under that plan) will
always be primary, and the Medical Plan will be secondary. If there is no dental coverage, the Medical
Plan will be primary.

The Medical Plan has the right in administering these COB provisions to:

e Pay any other organization an amount which it determines to be warranted if payments which
should have been made by the Medical Plan have been made by such other organization under
any other group program; and

e Recover any overpayment which the Medical Plan may have made to you, any Provider,
insurance company, person or other organization.

In order to prevent duplicate payment of Benefits for a Claim, the Medical Plan uses the following
process to determine Benefits when it is the secondary payor:
e Determine what the Benefit for services would be under the provisions of the Medical Plan; and
e Deduct from this resulting amount the amount paid by the primary payor. The difference is the
Benefit that will be paid under the Medical Plan.

Rights to Reduction, Reimbursement, and Subrogation

The Medical Plan has the right to:
e Reduce or deny Benefits otherwise payable by the Medical Plan; and
e Recover or subrogate 100 percent of the Benefits paid by or to be paid by the Medical Plan for
covered persons to the extent of any and all of the following payments:
¢ Any judgment, settlement or payment made or to be made because of an Accident, including
but not limited to other insurance;
e Any auto or recreational vehicle insurance coverage or Benefits including but not limited to
uninsured/ underinsured motorist coverage;
e Any personal umbrella coverage;
e Any medical payments coverage, no fault automobile coverage or any first party insurance
coverage;
e Business and homeowners medical and/or liability insurance coverage or payments;
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e  Workers’ Compensation coverage;
e Attorney’s fees; and
e Any other coverage available for your illness or injury.

Subrogation

The right of subrogation means the plan is entitled to pursue any claims that you may have in order to
recover the benefits paid by the plan. Immediately upon paying or providing any benefit under the
plan, the plan shall be subrogated to (stand in the place of) all of your rights of recovery with respect to
any claim or potential claim against any party, due to an injury, illness or condition to the full extent of
benefits provided or to be provided by the Plan. The Plan may assert a claim or file suit in your name
and take appropriate action to assert its subrogation claim, with or without your consent. The plan is
not required to pay you part of any recovery it may obtain, even if it files suit in your name.

You shall do nothing to prejudice the Plan’s subrogation or recovery interest or to prejudice the Plan’s
ability to enforce the terms of this plan provision. This includes, but is not limited to, refraining from
making any settlement or recovery that attempts to reduce or exclude the full cost of all benefits
provided by the Plan.

You acknowledge that the Plan has the right to conduct an investigation regarding the injury, illness or
condition to identify potential sources of recovery. The Plan reserves the right to notify all parties and
his/her agents of its lien. Agents include, but are not limited to, insurance companies and attorneys.

You acknowledge that the Plan has notified you that it has the right pursuant to the Health Insurance
Portability & Accountability Act (“HIPAA”), 42 U.S.C. Section 1301 ef seq, to share your personal
health information in exercising its subrogation and reimbursement rights.

Reimbursement

If you receive any payment as a result of an injury, illness or condition, you agree to reimburse the
plan first from such payment for all amounts the plan has paid and will pay as a result of that injury,
illness or condition, up to and including the full amount of your recovery.

Cooperation Required

The Catholic Health Initiatives Medical Plan requires covered persons or their representatives to cooperate
in order to guarantee reimbursement to the Medical Plan from any other party Benefits. It is your duty
to notify the Plan within 30 days of the date when any notice is given to any party, including an
insurance company or attorney, your intention to pursue or investigate a claim to recover damages or
obtain compensation due to your injury, illness or condition. Failure to comply with this request will
entitle the Plan to withhold Benefits due to covered persons under the Medical Plan. Covered persons
or their representatives may not do anything to hinder reimbursement of overpayment to the Medical
Plan after you have accepted Benefits.

All attorney’s fees and court costs are the responsibility of the Participant, not the Medical Plan.

These rights apply regardless of whether such payments are designated as payment for, but not limited
to:

e Pain and suffering;

e Medical Benefits;

e Other specified damages; or
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Whether the Participant has been made whole (i.e., duly compensated for his/her injuries).

The Plan has the right to file suit on your behalf for the Condition related to the medical expenses to
recover Benefits paid or to be paid by the Medical Plan.

Additional Provisions
The following provisions also apply:

If you reside in a state where automobile personal injury protection or medical payment coverage
is mandatory, that coverage is primary and the Medical Plan is secondary. The Medical Plan will
reduce Benefits for an amount equal to, but not less than, the state’s mandatory minimum
personal injury protection or medical payment requirement;

The Medical Plan has first priority with respect to its right to reduction, reimbursement and
subrogation;

The Medical Plan is secondary to any excess insurance policy, including but not limited to,
school and/or athletic policies;

The Medical Plan has the right to reduce or withhold future Benefits payments for Claims filed
for covered persons;

The Medical Plan will not pay for future medical charges because of the Accident until medical
charges have exceeded all amounts that were recovered, or are to be recovered by or on behalf of
the covered person;

The provisions described in the Rights to Reduction, Reimbursement, and Subrogation under this
section of the SPD apply to you and all of your covered Dependents;

The Medical Plan has the right to recover interest on the amount paid out by the Plan because of
the Accident;

The Medical Plan has the right to recover the amount paid out because of the Accident in a lump
sum;

The Medical Plan is not subject to any state law doctrines, including but not limited to the
common fund doctrine, which would purport to require the Medical Plan to reduce its recovery
by any portion of a covered person’s attorney’s fees and costs;

The Plan does not pay for nor is responsible for the covered person’s attorney’s fees. Attorney’s
fees are to be paid solely by the covered person;

The right of reduction, reimbursement, and subrogation is based on the language in the Summary
Plan Description in effect at the time of judgment, payment or settlement;

The Medical Plan’s right of reduction, reimbursement and subrogation applies to any funds
recovered from another party by or on behalf of the estate of any covered person; and

The Medical Plan’s right to first priority shall not be reduced due to the Eligible Person’s own
negligence.

By accepting benefits (whether the payment of such benefits is made to you or made on your
behalf to any provider) you agree that if you receive any payment as a result of an injury, illness
or condition, you will serve as a constructive trustee over those funds. Failure to hold such funds
in trust will be deemed a breach of your fiduciary duty to the plan;

Further, the Plan will automatically have a lien to the extent of Benefits paid by the Plan for the
treatment of the illness, injury or condition upon any recovery whether by settlement, judgment
or otherwise, related to treatment for any illness, injury or condition for which the plan paid
Benefits. The lien may be enforced against any party who possesses funds or proceeds
representing the amount of benefits paid by the plan including, but not limited to, you, your
representative or agent, and/or any other source possessing funds representing the amount of
benefits paid by the Plan;
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e In order to secure the Plan’s recovery rights, you agree to assign to the Plan any benefits or
claims or rights of recovery you have under any automobile policy or other coverage, to the full
extent of the Plan’s subrogation and reimbursement claims. This assignment allows the Plan to
pursue any claim you may have, whether or not you choose to pursue the claim.

Applicability to All Settlements and Judgments

The terms of this entire subrogation and right of recovery provision shall apply and the Plan is entitled
to full recovery regardless of whether any liability for payment is admitted and regardless of whether
the settlement or judgment identifies the medical benefits the plan provided or purports to allocate any
portion of such settlement or judgment to payment of expenses other than medical expenses. The Plan
is entitled to recover from any and all settlements or judgments, even those designated as pain and
suffering, non-economic damages and/or general damages only. The Plan’s claim will not be reduced
due to your own negligence.

Interpretation and Jurisdiction

In the event that any claim is made that any part of this subrogation and right of recovery provision is
ambiguous or questions arise concerning the meaning or intent of any of its terms, the Claims
Administrator for the plan shall have the sole authority and discretion to resolve all disputes regarding
the interpretation of this provision.

By accepting benefits from the Plan, you agree that any court proceeding with respect to this provision
may be brought in any court of competent jurisdiction as the plan may elect. By accepting such
Benefits, you hereby submit to each such jurisdiction, waiving whatever rights may correspond by
reason of your present or future domicile. By accepting such Benefits, you also agree to pay all
attorneys’ fees the plan incurs in successful attempts to recover amounts the plan is entitled to under
this section.

Your Responsibility Regarding Right of Reduction and/or Recovery
To aid the Medical Plan in its enforcement of its right of reduction, recovery, reimbursement and
subrogation, the Eligible Person and his/her representative must, at the Medical Plan’s request and at
its discretion:

e Take any action;

e Give information; and

e Execute documents so required by the Medical Plan.

Failure to aid and comply with such requests may result in the Medical Plan withholding or recovering
Benefits, services, payments or credits due or paid under the Medical Plan.

The Medical Plan’s right to reimbursement occurs when the Medical Plan pays your charges relating to
an Accident while waiting for any party to make payment to you or to someone else on your behalf.
Reimbursement to the Medical Plan of 100 percent of these charges shall be made at the time the
payment is received by you, your attorney or other person on your behalf.
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Appealing an Eligibility Claim

If you are denied a Benefit under the Plan due to questions regarding your eligibility or entitlement for
coverage under the Plan or regarding the amount you owe, you may request a review upon written
application to the Plan Administrator.

You, or your authorized representative, may request access to all relevant documents in order to
evaluate whether to request review of an adverse benefits determination and if review is requested, to
prepare for such review.

An appeal of an adverse benefits determination must be made in writing within 90 days upon receipt of
the notice that the claim was denied. If an appeal is not made within the above referenced timeframe,
all rights to appeal the adverse benefits determination and to file suit in court will be forfeited. A
written appeal should include: written description of the reason for the appeal, written comments,
additional documents and any other information in support of the appeal. The review of the adverse
benefits determination will take into account all new information, whether or not presented or available
at the initial determination. No deference will be afforded to the initial determination.

The Plan Administrator, within a reasonable time, but no later than 90 days after receipt of the request
for review, will decide the appeal. Any medical expert consulted in connection with the appeal will be
different from and not subordinate to any expert consulted in connection with the initial claim denial.
The identity of any medical expert consulted in connection with the appeal will be provided upon
request. Once a decision is reached, a letter providing notice of the decision will be provided which
sets forth:

e The specific reasons for the decision on review;

e The specific Plan provisions on which the decision is based;

e A statement regarding the right to review, upon request and at no charge, relevant documents
and other information. If an “internal rule, guideline, protocol, or other similar criterion” is
relied on in making the decision on review, a description of the specific rule, guideline,
protocol, or other similar criterion or a statement that such a rule, guideline, protocol, or other
similar criterion was relied on and that a copy of such rule, guideline, protocol, or other
criterion will be provided free of charge upon request.
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Appealing a Denied Medical or Pharmacy Claim

Notification of Adverse Benefits Determinations

If the Plan makes an adverse Benefit determination, you will receive a written or electronic notice from
the Plan with:
e Specific reasons for denial;
e Reference to the Plan provisions on which the denial is based;
e Description of additional information which may be necessary to clarify your Claim and an
explanation as to why the information is necessary;
e Explanation of how you may have the Claim reviewed, including applicable time limits and a
statement of your right to bring a civil action following an adverse determination
or review. Please note, however, that civil action will not be an option until the first mandatory
appeal is completed. Also, if a specific internal rule, guideline, protocol, or other similar criterion
was relied upon in making the adverse determination, the Plan will provide a copy of the rule,
guideline, protocol, or other similar criterion or a statement will be provided stating that such an
item was used in making the determination and that a copy of it will be sent upon request.

If the adverse determination is based on a Medical Necessity exclusion, Investigational or experimental
treatment exclusion, or a similar exclusion or limit, then an explanation of the scientific or clinical
judgment for the determination applying the terms of the Plan to your medical circumstances will be
provided, or a statement will be provided stating that such analysis will be provided upon request. If
you receive an adverse determination concerning a Claim for an Emergency or Medically Urgent
Situation, you will also receive a description of the expedited review process available for such a
Claim.

Appeal Process for Medical Claims

If you have questions regarding coverage or how a Claim will be paid, you should call the CHI
Medical Plan Customer Service Team at the toll-free telephone number listed on the back of your ID
card. If, after your Claim is processed, you question the payment of a Claim, you may submit an appeal
for review. The appeals process varies slightly depending on whether the Claim is for Prescription
Drug Benefits or for other Benefits within the Plan. The Prescription Drug Benefit appeals process is
described later in this section. See Appeal Process for Prescription Drug Claims.

The review process will be conducted by someone different from the original decision makers and
without deference to the original decision. If a decision requires medical judgment, an appropriate
medical expert will be consulted who was not previously involved in your case. If the decision on an
appeal is adverse, you may request in writing the identity of the medical expert who was consulted.

Post-Service Claim Appeals Process

Before beginning the appeals process, you may wish to call the CHI Medical Plan Customer Service
Team. They may be able to assist you. However, any communication and/or correspondence
exchanged with the Customer Service Team will not affect your appeals deadlines as set forth in this
Summary Plan Description. You must comply with these deadlines.
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STEP ONE - Appeal to the Claims Administrator
If your Claim has been denied in whole or in part, you may have your Claim reviewed. The Claims
Administrator will review its decision in accordance with the following procedure:
e Notify the Claims Administrator of the reasons why you do not agree with the denial or partial
denial;
e Provide any clinical documentation from your Physician that would substantiate coverage of the
denied Claim;
¢ Include the following information:
e Name;
e Address;
e Daytime Phone Number;
e Group and ID Number; and
e Provider Name and Date of Service; and
¢ File the Claim within 180 days after you receive notice of a denial or partial denial by submitting
the appeal to the Claims Administrator either in writing or by calling the CHI Medical Plan
Customer Service Team.

Written appeals should be sent by U.S. mail to:
The CHI Medical Plan
Blue Cross Blue Shield of Illinois
Attn: Appeals Department
3405 Liberty Drive
Springfield, IL 62704

You may designate a representative to act for you in the review procedure. Your designation of a
representative must be in writing as it is necessary to protect against disclosure of information about
you except to your authorized representative.

When you are preparing your appeal, you and/or your authorized representative may ask to see
relevant documents and may submit written issues, comments and additional medical information
within 180 days after you receive notice of a denial or partial denial.

The Claims Administrator will give you a written decision within 60 days after it receives your request
for review. The receipt of the Claims Administrator’s written decision marks the end of your official
appeal. If the determination is unfavorable to you, you may submit a voluntary request for review to
the Medical Plan Administrator, as discussed below.

STEP TWO - Voluntary Request for Review

If the appealed claim is again denied, you may file a second appeal with the Claims Administrator. The
denial notice will specify the timeframe for filing a second appeal (typically 60 days from receipt of
the denial notice). You also have the right to request without charge, copies of any document, record or
other information submitted, considered, generated or used in making the decision.

Notice of the second appeals decision will be sent to you within 60 days of receipt of the appeal.

If your appeal is denied, you may have the right to file a request for an external review of the adverse
benefits determination. A denial, reduction, termination or failure to provide a benefit based on a
determination that a participant or beneficiary fails to meet the eligibility requirements under the terms
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of the Plan is not eligible for external review. Please contact the Claims Administrator for additional
information on requesting an external review.

You must exhaust your appeal rights under the Plan before bringing any legal action with respect to a
claim for benefits under the Plan. In addition, any such action must be brought within 12 months from
the date on which you submitted your claim or the date the claim was required to be submitted,
whichever is earlier.

Pre-Service Claim Appeals Process

If you have a pre-service request that has been denied, you are entitled to an expedited review process.
Start your expedited review appeal by calling the CHI Medical Plan Customer Service Team. They
may be able to assist you. However, any communication and/or correspondence exchanged with the
Customer Service team will not affect your appeals deadlines as set forth in this Summary Plan
Description. You must comply with these deadlines.

STEP ONE - Appeal to the Claims Administrator

Within 180 days after you receive notice of a denial or partial denial, you may submit an appeal to the
Claims Administrator either in writing or by calling the CHI Medical Plan Customer Service Team.
The Claims Administrator will need to know the reasons why you do not agree with the denial or
partial denial. You should include any clinical documentation from your Physician that would
substantiate coverage of the denied Claim. The appeal must include the following information:
Name;

Address;

Daytime Phone Number;

Group and ID Number; and

Provider Name and Date of Service.

Written appeals should be sent by U.S. mail to the same address listed above under Post-Service Claim
Appeals Process for step one appeals to the Claims Administrator.

You may designate a representative to act for you in the review procedure. Your designation of a
representative must be in writing as it is necessary to protect against disclosure of information about
you except to your authorized representative.

When you are preparing your appeal, you and/or your authorized representative may ask to see
relevant documents and may submit written issues, comments and additional medical information
within 180 days after you receive notice of a denial or partial denial.

Medically Urgent Pre-Notification Request

If you seek pre-notification for a Medically Urgent Situation and receive an adverse Benefit
determination, you are entitled to a review of the adverse determination within 72 hours of the Claims
Administrator’s receipt of your appeal. If the resolution of your official Medically Urgent Situation
pre-notification request appeal is unfavorable to you, then you may submit a voluntary request for
review to the Claims Administrator. If you have exhausted your appeal rights, you may pursue legal
remedies.
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Non-Urgent Pre-Service Requests

If you seek a non-Urgent pre-service request and receive an adverse Benefit determination, you are
entitled to a review of the adverse determination within 30 days of the Claims Administrator’s receipt
of your request for appeal. If the resolution of your official Pre-Service Claim appeal is unfavorable to
you, then you may submit a voluntary request for review to the Claims Administrator. If you have
exhausted your appeal rights, you may pursue legal remedies.

If the determination is unfavorable to you, you may submit a voluntary request for review to the
Medical Plan Administrator, as discussed later in this section.

STEP TWO - Voluntary Request for Review for Both Pre-Service and Post-Service Claims

If the appealed claim is again denied, you may file a second appeal with the Claims Administrator. The
denial notice will specify the timeframe for filing a second appeal (typically 60 days from receipt of
the denial notice). You also have the right to request without charge, copies of any document, record or
other information submitted, considered, generated or used in making the decision.

Notice of the second appeals decision will be sent to you within 60 days of receipt of the appeal.

If your appeal is denied, you may have the right to file a request for an external review of the adverse
benefits determination. A denial, reduction, termination or failure to provide a benefit based on a
determination that a participant or beneficiary fails to meet the eligibility requirements under the terms
of the Plan is not eligible for external review. Please contact the Claims Administrator for additional
information on requesting an external review.

You must exhaust your appeal rights under the Plan before bringing any legal action with respect to a
claim for benefits under the Plan. In addition, any such action must be brought within 12 months from
the date on which you submitted your claim or the date the claim was required to be submitted,
whichever is earlier.

External Review

“External Review” is a review of an eligible adverse benefit determination or a final internal adverse
benefit determination by an independent review organization/external review organization (ERO) or by
the State Insurance Commissioner, if applicable. A “final external review decision” is a determination
by an ERO at the conclusion of an external review.

You must complete all of the levels of standard appeal described above before you can request external
review, other than in a case of deemed exhaustion. Subject to verification procedures that the Plan may
establish, your authorized representative may act on your behalf in filing and pursuing this voluntary
appeal. You may file a voluntary appeal for external review of any adverse benefit determination or
any final internal adverse benefit determination that qualifies as set forth below.

The notice of adverse benefit determination or final internal adverse benefit determination that you
receive will describe the process to follow if you wish to pursue an external review.

You must submit the request for external review within 180 calendar days of the date you received the
adverse benefit determination or final internal adverse benefit determination notice. If the last filing
date would fall on a Saturday, Sunday or federal holiday, the last filing date is extended to the next day
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that is not a Saturday, Sunday or federal holiday. You also must include a copy of the notice and all
other pertinent information that supports your request.

If you file a voluntary appeal, any applicable statute of limitations will be tolled while the appeal is
pending. The filing of a claim will have no effect on your rights to any other benefits under the Plan.
However, the appeal is voluntary, and you are not required to undertake it before pursuing legal action.
If you choose not to file for voluntary review, the Plan will not assert that you have failed to exhaust
your administrative remedies because of that choice.

Request for External Review

The external review process under this Plan gives you the opportunity to receive review of an adverse

benefit determination (including a final internal adverse benefit determination) conducted pursuant to

applicable law. Your request will be eligible for external review if the claim decision involves medical

judgment and the following are satisfied:

e The Plan, or its designee, does not strictly adhere to all claim determination and appeal
requirements under federal law (except for minor violations); or

e the standard levels of appeal have been exhausted; or

o the appeal relates to a rescission, defined as a cancellation or discontinuance of coverage which has
retroactive effect.

An adverse benefit determination based upon your eligibility is not eligible for external review. If upon
the final standard level of appeal, the coverage denial is upheld and it is determined that you are
eligible for external review, you will be informed in writing of the steps necessary to request an
external review.

An independent review organization refers the case for review by a neutral, independent clinical
reviewer with appropriate expertise in the area in question. The decision of the independent external
expert reviewer is binding on you, the medical plan administrator and the Plan unless otherwise
allowed by law.

Appeal Process for Prescription Drug Claims

If Prior Authorization of your Prescription Drug is denied, use the following steps:

STEP ONE - Initial Appeal to the Claims Administrator

Within 180 days after you receive notice of a denial or partial denial, forward your appeal to the
Claims Administrator. The appeal must be in writing and must include the following information:
Name;

Address;

Daytime Phone Number;

Group and ID Number

Provider Name and Date of Service

A clear statement that the communication is intended to appeal an Adverse Benefit
Determination or Adverse Coverage Determination
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The appeal should be sent by U.S. mail to:
CVS Caremark
Appeals Dept. - MC 109
P.O. Box 52084
Phoenix, AZ 85072-2084

Or fax toll-free to 1-866-443-1172.

You may designate a representative to act for you in the review process. Your designation of a
representative must be in writing as it is necessary to protect against disclosure of information about
you except to your authorized representative.

When you are preparing your appeal, you and/or your authorized representative may ask to see
relevant documents and may submit written issues, comments and additional medical information
within 180 days after you receive notice of a denial or partial denial.

The Claims Administrator will give you a written decision within 30 days after it receives your request
for review.

Expedited Review Processes Available for Pre-Notification Claims

If you seek review of a Medically Urgent Situation Claim or Pre-Service Claim that has been denied,
and you do not purchase the drug due to its expense, then you are entitled to an expedited pre-service
review within 30 days of the Claims Administrator receiving your Claim.

Use the same procedures set forth above in the Appeal Process for Prescription Drug Claims section
above.

Medically Urgent Situation Claims

If you seek Prior Authorization for a Prescription Drug that is needed urgently and your request for
Prior Authorization is denied, the Claims Administrator will review the adverse determination within
72 hours of their receipt of your request for review. If the resolution of your official Medically Urgent
Situation Claim appeal is unfavorable to you, then you may submit a voluntary request for review to
the Claims Administrator. If you have exhausted your appeal rights, you may pursue legal remedies.

Pre-Service Claims

If you seek Prior Authorization for a drug, you are denied, and you do not purchase the drug

due to its expense, then you are entitled to an expedited pre-service review within 15 days of

the Claims Administrator receiving your Claim. Additionally, your second request for review by the
Claims Administrator will also be completed within 15 days of their receipt of your second request for
review. If the resolution of your official Pre-Service Claim appeal is unfavorable to you, then you may
submit a voluntary request for review to the Claims Administrator. If you have exhausted your appeal
rights, you may pursue legal remedies.
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Termination of Coverage and Coverage Continuation

Termination of Coverage

Coverage under this plan will cease on the last day of the month in which one or more of the following
occur:
e You no longer meet the description of an Eligible Person;
e The Catholic Health Initiatives Medical Plan terminates; or
e Your Dependent ceases to be eligible for enrollment as a covered Dependent under the rules set
forth in the Adding or Dropping Coverage and Glossary of Terms sections of this Summary Plan
Description (SPD).

No Benefits are available to you for services or supplies rendered after the date of termination of your
coverage under this Plan, except as otherwise specifically stated in the Continuation of Coverage
(COBRA) section below. However, termination of your coverage under the Medical Plan shall not affect
any Claim for Covered Services rendered prior to the Effective Date of such termination.

If one of your Dependents becomes ineligible, his or her coverage will end as of the last day of the
month in which the Qualified Status Change occurs which makes him or her ineligible (for example,
date of marriage, date of divorce, date the limiting age is reached).

Options available for continuation of coverage are explained in the Continuation of Coverage
(COBRA) section below.

Severance Pay

For benefits-eligible employees, benefits continue through the end of the month following your last
day of employment. The following benefits can continue via COBRA for eighteen months:

e Medical Plan

e Dental Plan

e Vision Plan

Employees who receive a severance payout can apply for continuation of the above benefits through
COBRA at the active employee premium rate for the first three (3) months of the severance period
regardless of their length of severance period. After the first three (3) months of COBRA coverage, all
severed employees will be required to pay the full COBRA cost (102% of the premium) if they need
additional time for health coverage. Participation in the EAP plan is extended to the employee and
family members at no cost while participating in COBRA benefits.

Continuation of Coverage (COBRA)

The purpose of this section of the Summary Plan Description is to explain the options which are
required under the Consolidated Omnibus Budget Reconciliation Act of 1985 which is a federal law
for temporarily continuing your coverage at group rates in certain instances when your coverage would
otherwise end.

Introduction
This notice contains important information about your right to COBRA continuation coverage, which
is a temporary extension of coverage under the Plan. This notice generally explains COBRA
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continuation coverage, when it may become available to you and your family, and what you need
to do to protect the right to receive it.

The right to COBRA continuation coverage was created by a federal law, the Consolidated Omnibus
Budget Reconciliation Act of 1985 (COBRA). COBRA continuation coverage can become available to
you when you would otherwise lose your group health coverage. It can also become available to other
members of your family who are covered under the Plan when they would otherwise lose their group
health coverage. For additional information about your rights and obligations under the Plan and under
federal law, you should review this Summary Plan Description (SPD) or contact the Plan
Administrator.

Note: Instead of enrolling in COBRA continuation coverage, there may be other coverage options for

you and your family through the Health Insurance Marketplace, Medicaid, or other group health plan

coverage options (such as a spouse’s plan) through what is called a “special enrollment period.” Some
of these options may cost less than COBRA continuation coverage. You can learn more about Health

Insurance Marketplace options at www.healthcare.gov.

What is COBRA Continuation Coverage?

COBRA continuation coverage is a continuation of Plan coverage when coverage would otherwise end
because of a life event known as a “qualifying event.” Specific qualifying events are listed later in this
notice. After a qualifying event, COBRA continuation coverage must be offered to each person who is
a “qualified beneficiary.” You, your Spouse/Legally Domiciled Adult and your Dependent Children
could become qualified beneficiaries if coverage under the Plan is lost because of the qualifying event.
Under the Plan, qualified beneficiaries who elect COBRA continuation coverage must pay for COBRA
continuation coverage.

If you are an Employee, you will become a qualified beneficiary if you lose your coverage under the
Plan because either one of the following qualifying events happens:

e  Your hours of employment are reduced; or

e Your employment ends for any reason other than your gross misconduct.

If you are the Spouse/Legally Domiciled Adult of an Employee, you will become a qualified
beneficiary if you lose your coverage under the Plan because any of the following qualifying events
happens:
e Your Spouse/Legally Domiciled Adult dies;
e Your Spouse/Legally Domiciled Adult’s hours of employment are reduced;
e Your Spouse/Legally Domiciled Adult’s employment ends for any reason other than his or her
gross misconduct;
¢  Your Spouse/Legally Domiciled Adult becomes entitled to Medicare Benefits (under Part A, Part
B, or both); or
e You become divorced or legally separated from your Spouse.

Your Dependent Children will become qualified beneficiaries if they lose coverage under the Plan
because any of the following qualifying events happens:
e The parent-Employee dies;
The parent-Employee’s hours of employment are reduced;
The parent-Employee’s employment ends for any reason other than his or her gross misconduct;
The parent-Employee becomes entitled to Medicare Benefits (Part A, Part B, or both);
The parents become divorced or legally separated; or
The Child is no longer eligible for coverage under the Plan as a “Dependent Child.”
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When is COBRA Coverage Available?

The Plan will offer COBRA continuation coverage to qualified beneficiaries only after the Plan
Administrator has been notified that a qualifying event has occurred. When the qualifying event is the
end of employment or reduction of hours of employment, death of the Employee, or the Employee
becoming entitled to Medicare Benefits (under Part A, Part B, or both), the Employer must notify the
Plan Administrator of the qualifying event.

You Must Give Notice of Some Qualifying Events

For other qualifying events (such as: divorce or legal separation of the Employee and Spouse or a
Dependent Child’s losing eligibility for coverage as a Dependent Child), you must notify the Plan
Administrator within 60 days after the qualifying event occurs. You must provide this notice to the
contact provided at the end of this section.

Notification of a qualifying event to the Plan Administrator must include the following information:
e Name and identification number of the Member and each qualified beneficiary;
e Type and date of initial or second qualifying event; and
e Name, address and daytime phone number of the qualified person (or legal representative) that
the Plan Administrator may contact if additional information is needed to determine COBRA
rights.

How is COBRA Coverage Provided?

Once the Plan Administrator receives notice that a qualifying event has occurred, COBRA
continuation coverage will be offered to each of the qualified beneficiaries. Each qualified beneficiary
will have an independent right to elect COBRA continuation coverage. Covered Employees may elect
COBRA continuation coverage on behalf of their Spouses, and parents may elect COBRA continuation
coverage on behalf of their Children.

COBRA continuation coverage is a temporary continuation of coverage. When the qualifying event is
the death of the Employee, the Employee becoming entitled to Medicare Benefits (under Part A, Part
B, or both), your divorce or legal separation, or a Dependent Child losing eligibility as a Dependent
Child, COBRA continuation coverage lasts for up to a total of 36 months.

When the qualifying event is the end of employment or reduction of the Employee’s hours of
employment, and the Employee became entitled to Medicare Benefits less than 18 months before the
qualifying event, COBRA continuation coverage for qualified beneficiaries other than the Employee
lasts until 36 months after the date of Medicare entitlement.

For Example: If a covered Employee becomes entitled to Medicare eight months before

the date on which his or her employment terminates, COBRA continuation coverage for his or her
Spouse and Children can last up to 36 months after the date of Medicare entitlement, which is equal to
28 months after the date of the qualifying event (36 months minus 8 months).

Otherwise, when the qualifying event is the end of employment or reduction of the Employee’s hours
of employment, COBRA continuation coverage generally lasts for up to a total of 18 months. There are
two ways in which this 18-month period of COBRA continuation coverage can be extended.
Disability Extension of 18-Month Period of Continuation Coverage

If you or anyone in your family covered under the Plan is determined by the Social Security
Administration (SSA) to be disabled and you notify the Plan Administrator within 60 days of the
Social Security Administration’s decision (and before the end of the original 18-month period of
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COBRA continuation coverage), you and your entire family may be entitled to receive up to an
additional 11 months of COBRA continuation coverage, for a total maximum of 29 months. The
disability must have started at some time before the 60™ day of COBRA continuation coverage and
must last at least until the end of the 18-month period of continuation coverage.

To request an extension of your continuation coverage due to disability, send a copy of any letters from
the Social Security Administration and the Notice of Determination to the contact provided at the end
of this section.

Your request must also include the following:
e Name and identification number of the member and each qualified beneficiary;
e Type and date of initial or second qualifying event;
e Phone number of the qualified person (or legal representative) that the Plan Administrator may
contact if additional information is needed to determine COBRA rights.

Second Qualifying Event Extension of 18-Month Period of Continuation Coverage

If your family experiences another qualifying event while receiving 18 months of COBRA
continuation coverage, the Spouse and Dependent Children in your family can get up to 18 additional
months of COBRA continuation coverage, for a maximum of 36 months, if notice of the second
qualifying event is properly given to the Plan. This extension may be available to the Spouse and any
Dependent Children receiving continuation coverage if the Employee or former Employee dies,
becomes entitled to Medicare Benefits (under Part A, Part B, or both), or gets divorced or legally
separated, or if the Dependent Child stops being eligible under the Plan as a Dependent Child, but only
if the event would have caused the Spouse or Dependent Child to lose coverage under the Plan had the
first qualifying event not occurred.

Determining Your Contributions for Continuation Coverage
Your contributions are regulated by law, based on the following:
e For the 18 or 36-month periods, contributions may never exceed 102 percent of the plan costs.

e During the 18 through 29-month period, contributions for coverage during the extended
disability period may never exceed 150 percent of the plan costs.

If You Have Questions

Questions concerning your Plan or your COBRA continuation coverage rights should be addressed to
the contact or contacts identified below. For more information about your rights under ERISA,
including COBRA, the Health Insurance Portability and Accountability Act (HIPAA), and other laws
affecting group health plans, contact the nearest Regional or District Office of the U.S. Department of
Labor’s Employee Benefits Security Administration (EBSA) in your area or visit the EBSA Web site
at http://www.dol.gov/ebsa. (Addresses and phone numbers of Regional and District EBSA Offices are
available through EBSA’s Web site.)

Keep Your Plan Informed of Address Changes

In order to protect your family’s rights, you should keep the Plan Administrator informed of any
changes in the addresses of family members. You should also keep a copy, for your records, of any
notices you send to the Plan Administrator.
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COBRA Contact Information

Discovery Benefits
P.O. Box 2079
Omaha, NE
68108-2079
1-866-451-3399

Family Medical Leave (FMLA)

If CHI grants you an approved family or medical leave (approved FMLA leave) leave for a period in
excess of the period required by FMLA, any continuation of coverage during that excess period will be
determined by CHI.

If CHI grants you an approved FMLA leave in accordance with FMLA, you may, during the
continuance of such approved FMLA leave, continue health Benefits for you and your eligible
Dependents. At the time you request the leave, you must agree to make any required contributions to
continue coverage.

If any coverage CHI allows you to continue has reduction rules applicable by reason of age or
retirement, the coverage will be subject to such rules while you are on FMLA leave.

Coverage will not be continued beyond the first to occur of:
e The date you are required to make any contribution and you fail to do so.
e The date CHI determines your approved FMLA leave is terminated.
e The date the coverage involved discontinues. However, health coverage may be available to
you under another plan sponsored by CHI.

Any coverage being continued for a Dependent will not be continued beyond the date it would
otherwise terminate.

If Benefits terminate because your approved FMLA leave is deemed terminated, you may, on the date
of such termination, be eligible for continuation under federal law on the same terms as though your
employment terminated, other than for gross misconduct, on such date. If this Plan provides any other
continuation of coverage (for example, upon termination of employment, death, divorce or ceasing to
be a defined Dependent), you (or your eligible Dependents) may be eligible for such continuation on
the date CHI determines your approved FMLA leave is terminated or the date of the event for which
the continuation is available.

If you acquire a new Dependent while your coverage is continued during an approved FMLA leave,
the Dependent will be eligible for the continued coverage on the same terms as would be applicable if
you were actively at work, not on an approved FMLA leave.

If you return to work for CHI following the date CHI determines the approved FMLA leave is
terminated, your coverage under this Plan will be in force as though you had continued in active
employment rather than going on an approved FMLA leave provided you make request for such
coverage within 31 days of the date CHI determines the approved FMLA leave to be terminated. If you
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do not make such request within 31 days, coverage will again be effective under this Plan only if and
when this Plan gives its written consent.

If any coverage being continued terminates because CHI determines the approved FMLA leave is
terminated, any Conversion Privilege will be available on the same terms as though your employment
had terminated on the date CHI determines the approved FMLA leave is terminated.
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General Plan Provisions and Your Rights Under ERISA

Group Benefit Plan Notice of Privacy Practices

Please carefully review this notice. It describes how medical information about you may be used
and disclosed and how you can get access to this information.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) imposes numerous
requirements on the use and disclosure of individual health information by Catholic Health Initiatives
(CHI) health plans. This information, known as protected health information, includes almost all
individually identifiable health information held by a plan — whether received in writing, in an
electronic medium, or as an oral communication. This notice describes the privacy practices of these
plans: Medical, Prescription Drug, Dental, Vision, EAP, Flexible Benefits and Wellness plans. The
plans covered by this notice may share health information with each other to carry out treatment,
payment, or health care operations. These plans are collectively referred to as the Plan in this notice,
unless specified otherwise.

The Plan’s duties with respect to health information about you

The Plan is required by law to maintain the privacy of your health information and to provide you with
this notice of the Plan’s legal duties and privacy practices with respect to your health information. If
you participate in an insured plan option, you will receive a notice directly from the Insurer. It’s
important to note that these rules apply to the Plan, not CHI as an employer — that’s the way the
HIPAA rules work. Different policies may apply to other CHI programs or to data unrelated to the
Plan.

How the Plan may use or disclose your health information

The privacy rules generally allow the use and disclosure of your health information without your
permission (known as an authorization) for purposes of health care treatment, payment activities, and
health care operations. Here are some examples of what that might entail:

* Treatment includes providing, coordinating, or managing health care by one or more health
care providers or doctors. Treatment can also include coordination or management of care
between a provider and a third party, and consultation and referrals between providers. For
example, the Plan may share your health information with physicians who are treating you.
Further, the Plan may use your health information to contact you to inform you about possible
treatment options or alternatives, or to tell you about health-related services available to you.
For example, if you are diagnosed or treated for conditions related to high- blood pressure, we
may contact you to inform you of available treatment options for that medical condition and
where you could access a health care provider to ensure your health care is being properly
managed.

* Payment includes activities by this Plan, other plans, or providers to obtain premiums, make
coverage determinations, and provide reimbursement for health care. This can include
determining eligibility, reviewing services for medical necessity or appropriateness, engaging
in utilization management activities, claims management, and billing; as well as performing
“behind the scenes” plan functions, such as risk adjustment, collection, or reinsurance. For
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example, the Plan may share information about your coverage or the expenses you have
incurred with another health plan to coordinate payment of benefits.

* Health care operations include activities by this Plan (and, in limited circumstances, by other
plans or providers), such as wellness and risk assessment programs, quality assessment and
improvement activities, customer service, and internal grievance resolution. Note that such
programs and activities may be provided by and/or be administered through organizations or
entities that are affiliated with CHI, such as Clinically Integrated Network (CIN), if such
organization or entity has entered into an agreement to provide such services to the Plan. Such
affiliated organizations and entities may use and disclose your health information received from
the Plan; however, they are only permitted to use health information disclosed to it for the
purposes of providing the services for which they were retained by the Plan, and as described in
this Notice. Health care operations also include evaluating vendors; engaging in credentialing,
training, and accreditation activities; performing underwriting or premium rating; arranging for
medical review and audit activities; and conducting business planning and development. For
example, the Plan may use information about your claims to audit the third parties that approve
payment for Plan benefits.

The amount of health information used, disclosed or requested will be limited and, when needed,
restricted to the minimum necessary to accomplish the intended purposes, as defined under the HIPAA
rules. If the Plan uses or discloses private health information (PHI) for underwriting purposes, the Plan
will not use or disclose PHI that is your genetic information for such purposes.

How the Plan may share your health information

The Plan, or its health insurer or CIN, may disclose your health information without your written
authorization to CHI for plan administration purposes. CHI may need your health information to
administer benefits under the Plan. CHI agrees not to use or disclose your health information other
than as permitted or required by the Plan documents and by law. The CHI benefits team within Human
Resources is the only CHI employees who will have access to your health information for plan
administration functions.

Here’s how additional information may be shared between the Plan and CHI, as allowed under the
HIPAA rules:

* The Plan, or its insurer or CIN, may disclose “summary health information” to CHI, if
requested, for purposes of obtaining premium bids to provide coverage under the Plan or for
modifying, amending, or terminating the Plan. Summary health information is information that
summarizes participants’ claims information, from which names and other identifying
information have been removed.

* The Plan, or its insurer or CIN, may disclose to CHI information on whether an individual is
participating in the Plan or has enrolled or disenrolled in an insurance option offered by the
Plan.

In addition, you should know that CHI cannot and will not use health information obtained from the
Plan for any employment-related actions. However, health information collected by CHI from other
sources — for example, under the Family and Medical Leave Act, Americans with Disabilities Act, or
workers’ compensation programs — is not protected under HIPAA (although this type of information
may be protected under other federal or state laws).
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State law may further limit the permissible ways the Plans use or disclose your health information. If
an applicable state law imposes stricter restrictions on the Plans, we will comply with that state law.

Other allowable uses or disclosures of your health information

In certain cases, your health information can be disclosed without authorization to a family member,
close friend, or other person you identify who is involved in your care or payment for your care.
Information about your location, general condition, or death may be provided to a similar person (or to
a public or private entity authorized to assist in disaster relief efforts). You’ll generally be given the
chance to agree or object to these disclosures (although exceptions may be made — for example, if
you’re not present or if you’re incapacitated). In addition, your health information may be disclosed
without authorization to your legal representative.

The Plan also is allowed to use or disclose your health information without your written authorization
for the following activities:

Workers’ Disclosures to workers’ compensation or similar legal programs that provide

compensation benefits for work-related injuries or illness without regard to fault, as authorized by
and necessary to comply with the laws

Necessary to prevent Disclosures made in the good-faith belief that releasing your health information is

serious threat to health necessary to prevent or lessen a serious and imminent threat to public or personal

or safety health or safety, if made to someone reasonably able to prevent or lessen the threat

(or to the target of the threat); includes disclosures to help law enforcement
officials identify or apprehend an individual who has admitted participation in a
violent crime that the Plan reasonably believes may have caused serious physical
harm to a victim, or where it appears the individual has escaped from prison or
from lawful custody

Public health Disclosures authorized by law to persons who may be at risk of contracting or
activities spreading a disease or condition; disclosures to public health authorities to prevent
or control disease or report child abuse or neglect; and disclosures to the Food and
Drug Administration to collect or report adverse events or product defects

Victims of abuse, Disclosures to government authorities, including social services or protected
neglect, or domestic services agencies authorized by law to receive reports of abuse, neglect, or
violence domestic violence, as required by law or if you agree or the Plan believes that

disclosure is necessary to prevent serious harm to you or potential victims (you’ll
be notified of the Plan’s disclosure if informing you won’t put you at further risk)

Judicial and Disclosures in response to a court or administrative order, subpoena, discovery
administrative request, or other lawful process (the Plan may be required to notify you of the
proceedings request or receive satisfactory assurance from the party seeking your health

information that efforts were made to notify you or to obtain a qualified protective
order concerning the information)

Law enforcement Disclosures to law enforcement officials required by law or legal process, or to
identify a suspect, fugitive, witness, or missing person; disclosures about a crime
victim if you agree or if disclosure is necessary for immediate law enforcement
activity; disclosures about a death that may have resulted from criminal conduct;
and disclosures to provide evidence of criminal conduct on the Plan’s premises

purposes

Decedents Disclosures to a coroner or medical examiner to identify the deceased or determine
cause of death; and to funeral directors to carry out their duties

Organ, eye, or Disclosures to organ procurement organizations or other entities to facilitate organ,
tissue donation eye, or tissue donation and transplantation after death
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Research Disclosures subject to approval by institutional or private privacy review boards,
purposes subject to certain assurances and representations by researchers about the necessity
of using your health information and the treatment of the information during a
research project

Health oversight Disclosures to health agencies for activities authorized by law (audits, inspections,
activities investigations, or licensing actions) for oversight of the health care system,
government benefits programs for which health information is relevant to
beneficiary eligibility, and compliance with regulatory programs or civil rights laws

Specialized Disclosures about individuals who are Armed Forces personnel or foreign military

government personnel under appropriate military command; disclosures to authorized federal

functions officials for national security or intelligence activities; and disclosures to
correctional facilities or custodial law enforcement officials about inmates

HHS investigations Disclosures of your health information to the Department of Health and Human
Services to investigate or determine the Plan’s compliance with the HIPAA privacy
rule

Business Disclosures to the Plan’s third-party business associates (e.g., a health insurance

Associates broker/consultant, wellness coordinator, claims billing organization, etc.) that

perform activities or services on behalf of the Plan. Each business associate must
agree in writing to protect the confidentiality of your medical information.

Except as described in this notice, other uses and disclosures will be made only with your written
authorization. For example, in most cases, the Plan will obtain your authorization before it
communicates with you about products or programs if the Plan is being paid to make those
communications. Certain types of medical information have additional protection under state or
federal law. For instance, information about communicable disease and HIV/AIDS, drug and alcohol
abuse treatment, genetic testing, and evaluation and treatment for a serious mental illness is treated
differently than other types of medical information. For those types of information, we are required to
get your permission before disclosing it to others in many circumstances. The Plan will never sell your
health information unless you have authorized us to do so. You may revoke your authorization as
allowed under the HIPAA rules. However, you can’t revoke your authorization with respect to
disclosures the Plan has already made. You will be notified of any unauthorized access, use, or
disclosure of your unsecured health information as required by law.

Your individual rights

You have the following rights with respect to your health information the Plan maintains. These rights
are subject to certain limitations, as discussed below. This section of the notice describes how you may
exercise each individual right. See the table at the end of this notice for information on how to submit
requests.

Right to request restrictions on certain uses and disclosures of your health information and the
Plan’s right to refuse

You have the right to ask the Plan to restrict the use and disclosure of your health information for
treatment, payment, or health care operations, except for uses or disclosures required by law. You
have the right to ask the Plan to restrict the use and disclosure of your health information to family
members, close friends, or other persons you identify as being involved in your care or payment for
your care. You also have the right to ask the Plan to restrict use and disclosure of health information to
notify those persons of your location, general condition, or death — or to coordinate those efforts with
entities assisting in disaster relief efforts. If you want to exercise this right, your request to the Plan
must be in writing.
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The Plan is not required to agree to a requested restriction. If the Plan does agree, a restriction may
later be terminated by your written request, by agreement between you and the Plan (including an oral
agreement), or unilaterally by the Plan for health information created or received after you’re notified
that the Plan has removed the restrictions. The Plan may also disclose health information about you if
you need emergency treatment, even if the Plan has agreed to a restriction.

An entity covered by these HIPAA rules (such as your health care provider) or its business associate
must comply with your request that health information regarding a specific health care item or service
not be disclosed to the Plan for purposes of payment or health care operations if you have paid out of
pocket and in full for the item or service.

Right to receive confidential communications of your health information

If you think that disclosure of your health information by the usual means could endanger you in some
way, the Plan will accommodate reasonable requests to receive communications of health information
from the Plan by alternative means or at alternative locations.

If you want to exercise this right, your request to the Plan must be in writing and you must include a
statement that disclosure of all or part of the information could endanger you.

Right to inspect and copy your health information

With certain exceptions, you have the right to inspect or obtain a copy of your health information in a
“designated record set.” This may include medical and billing records maintained for a health care
provider; enrollment, payment, claims adjudication, and case or medical management record systems
maintained by a plan; or a group of records the Plan uses to make decisions about individuals.
However, you do not have a right to inspect or obtain copies of psychotherapy notes or information
compiled for civil, criminal, or administrative proceedings. The Plan may deny your right to access,
although in certain circumstances, you may request a review of the denial.

If you want to exercise this right, your request to the Plan must be in writing. Within 30 days of receipt
of your request, the Plan will provide you with one of these responses:
* The access or copies you requested
» A written denial that explains why your request was denied and any rights you may have to
have the denial reviewed or file a complaint
* A written statement that the time period for reviewing your request will be extended for no
more than 30 more days, along with the reasons for the delay and the date by which the Plan
expects to address your request

You may also request your health information be sent to another entity or person, so long as that
request is clear, conspicuous and specific. The Plan may provide you with a summary or explanation
of the information instead of access to or copies of your health information, if you agree in advance
and pay any applicable fees. The Plan also may charge reasonable fees for copies or postage. If the
Plan doesn’t maintain the health information but knows where it is maintained, you will be informed
where to direct your request.

If the Plan keeps your records in an electronic format, you may request an electronic copy of your
health information in a form and format readily producible by the Plan. You may also request that
such electronic health information be sent to another entity or person, so long as that request is clear,
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conspicuous, and specific. Any charge that is assessed to you for these copies must be reasonable and
based on the Plan’s cost.

Right to amend your health information that is inaccurate or incomplete

With certain exceptions, you have a right to request that the Plan amend your health information in a
designated record set. The Plan may deny your request for a number of reasons. For example, your
request may be denied if the health information is accurate and complete, was not created by the Plan
(unless the person or entity that created the information is no longer available), is not part of the
designated record set, or is not available for inspection (e.g., psychotherapy notes or information
compiled for civil, criminal, or administrative proceedings).

If you want to exercise this right, your request to the Plan must be in writing, and you must include a
statement to support the requested amendment. Within 60 days of receipt of your request, the Plan will
take one of these actions:
* Make the amendment as requested
» Provide a written denial that explains why your request was denied and any rights you may
have to disagree or file a complaint
* Provide a written statement that the time period for reviewing your request will be extended for
no more than 30 more days, along with the reasons for the delay and the date by which the Plan
expects to address your request

Right to receive an accounting of disclosures of your health information
You have the right to a list of certain disclosures of your health information the Plan has made. This is
often referred to as an “accounting of disclosures.” You generally may receive this accounting if the
disclosure is required by law, in connection with public health activities, or in similar situations listed
in the table earlier in this notice, unless otherwise indicated below. You may receive information on
disclosures of your health information for up to six years before the date of your request. You do not
have a right to receive an accounting of any disclosures made in any of these circumstances:
* For treatment, payment, or health care operations
* To you about your own health information
* Incidental to other permitted or required disclosures
*  Where authorization was provided
* To family members or friends involved in your care (where disclosure is permitted without
authorization)
» For national security or intelligence purposes or to correctional institutions or law enforcement
officials in certain circumstances
* Aspart of a “limited data set” (health information that excludes certain identifying information)

In addition, your right to an accounting of disclosures to a health oversight agency or law enforcement
official may be suspended at the request of the agency or official.

If you want to exercise this right, your request to the Plan must be in writing. Within 60 days of the
request, the Plan will provide you with the list of disclosures or a written statement that the time
period for providing this list will be extended for no more than 30 more days, along with the reasons
for the delay and the date by which the Plan expects to address your request. You may make one
request in any 12-month period at no cost to you, but the Plan may charge a fee for subsequent
requests. You’ll be notified of the fee in advance and have the opportunity to change or revoke your
request.
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Right to obtain a paper copy of this notice from the Plan upon request

You have the right to obtain a paper copy of this privacy notice upon request. Even individuals who
agreed to receive this notice electronically may request a paper copy at any time. The Catholic Health
Initiative Notice of Health Information Privacy Practices is available to you upon your request and
may be obtained by writing to:

Catholic Health Initiatives
Attn: HR Operations
3900 Olympic Boulevard, Suite 400
Erlanger, KY 41018-1099

You also may obtain a copy of this notice online by visiting the well-being pages found on InsideCHI
at http://home.catholichealth.net/wellbeing.

Right to Receive Notice of a Breach
You have the right to be notified in writing following a breach of your health information that is not
secured in accordance with certain security standards.

Changes to the information in this notice

The Plan must abide by the terms of the privacy notice currently in effect. However, the Plan reserves
the right to change the terms of its privacy policies, as described in this notice, at any time and to
make new provisions effective for all health information that the Plan maintains. This includes health
information that was previously created or received, not just health information created or received
after the policy is changed. If changes are made to the Plan’s privacy policies described in this notice,
you will be provided with a revised privacy notice either through mail to your home address on file
or online by visiting the well-being pages found on InsideCHI
athttp://home.catholichealth.net/wellbeing.

Complaints

If you believe your privacy rights have been violated or your Plan has not followed its legal
obligations under HIPAA, you may complain to the Plan and to the Secretary of the U.S. Department
of Health and Human Services. You won’t be retaliated against for filing a complaint. To file a
complaint, please visit the following website to file a complaint online or to obtain a Health
Information Privacy Complaint form that can be printed and mailed to the regional Office for Civil
Rights, Department of Health & Human Services.

www.hhs.gov/ocr/privacy/hipaa/complaints/index.html

Contact
For more information on the Plan’s privacy policies or your rights under HIPAA, contact:

Director Corporate Responsibility Resources
Privacy Officer
Catholic Health Initiatives
188 Inverness Drive West, Suite §00
Englewood CO 80112
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Additional contacts

The following is a list of keypersons or offices you may need to contact to exercise your rights under

the HIPAA privacy rule for different benefit plans offered by CHI:
Access to or
copies of your Amendment
Restricted Confidential health of your health | Accounting of
disclosures communications information information disclosures

Medical Plan — Blue
Cross Blue Shield of
Illinois

Director, Privacy Office
Blue Cross Blue Shield of Illinois
P.O. Box 804836
Chicago, IL 60680-4110
Phone: 877-361-7594 (or see back of ID card)

Website: http//www.bcbsil.com/important_info/hipaa.html

Medical Plan — Privacy Office
. OHO0101-C300
Anthem (CHI Saint N
I h Health & 4361 Irwin Simpson Road
b %‘ Mason, OH 45040
Henltulf yone Phone: Call member services on the back of your ID card
calth) Email WellPoint’s Privacy Office: Privacy.Office@WellPoint.com
Medical Plan — Wellmark, Inc.
Wellmark (Mercy Privacy Office, Station SW590
Towa) 1331 Grand Avenue

Des Moines IA 50309-2901
Phone: 877-610-6395
Email: privacyoffice@wellmark.com
Website: www.wellmark.com

Medical Plan — Blue
Cross Blue Shield of

Privacy Office
Blue Cross Blue Shield of South Carolina

South Carolina (CHI [-20 East at Alpine Road (AC-200)

Health) Columbia, SC, 29219
Phone: 803-264-7258

Medical Plan — Privacy Office

Cigna (Texas) Cigna Medical Group

CIGNA HealthCare of Arizona
25500 N. Norterra Dr.
Phoenix, AZ 85085
Phone: 602-906-2800H

Medical Plan —

QualChoice Health Plan Services, Inc.

QualChoice Health ATTN: Privacy Official
Plan Services, Inc. P.O. Box 25610
(Arkansas) Little Rock, AR 72221
Phone: 501-228-7111, ext. 5126
Medical Plan — Zenith American Solutions
Zenith Attn: Tonya Osborne

(Highline SEIU)

11724 NE 195th Street #300
Bothell, WA 98011
P: 206-284-4828 VoIP 474828
C:206-200-6731
tosborne(@zenith-american.com

Prescription Drug
Plan — Caremark

CVS Caremark
P.O. Box 52072
Phoenix, AZ 85072-2072

CVS Caremark Privacy Office - Investigations & Incident Response team

Dental Plan —
MetLife

MetLife Privacy Office
P. O. Box 489
Warwick, RI 02887-9954

privacy@metlife.com
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Vision Plan —
EyeMed

Privacy Office
EyeMed Vision Care, LLC
4000 Luxottica Place
Mason, Ohio 45040
Phone: 513-765-4321
Email: privacyoffice@eyemedvisioncare.com
Website: www.eyemedvisioncare.com

Employee
Assistance Program
(EAP) — Beacon
Health Options

Phone: Call member services number 877-679-3819

Health Account
Administrator —
HealthEquity

Phone: Call member services number 866-212-4634

Wellness Plan —
Virgin Pulse

The Virgin Pulse Data Protection Officer
Virgin Pulse
75 Fountain Street, Suite 310
Providence, RI1 02902
Email: privacyofficer@virginpulse.com
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Important Plan Information

Plan Sponsor

Catholic Health Initiatives
3900 Olympic Boulevard, Suite 400
Erlanger, KY 41018-1099

Employer Identification Number
47-0617373

Plan Administrator

Catholic Health Initiatives
3900 Olympic Boulevard, Suite 400
Erlanger, KY 41018-1099

Plan Administrator’s Authority

The Plan Administrator shall control and manage the operation and administration of the Plan. The
Plan Administrator shall have the exclusive right and power to interpret the Plan and to decide all
matters arising under the Plan, including eligibility for Benefits and the right to remedy possible
ambiguities, inconsistencies, or omissions. All determinations of the Plan Administrator with respect to
any matter relating to the administration of the Plan shall be conclusive and binding on all persons.

The Plan Administrator shall have the following additional powers and duties:

e To require any person to furnish such reasonable information as it may request for the proper
administration of the Plan as a condition to receiving any Benefits under the Plan;

e To make and enforce such rules and regulations and prescribe the use of such forms as it shall
deem necessary for the efficient administration of the Plan;

e To decide on questions concerning the Plan and the eligibility of any Employee to participate in
the Plan, in accordance with the provisions of the Plan;

e To determine the amount of Benefits which shall be payable to any person in accordance with
the provisions of the Plan, and to provide a full and fair review to any Participant whose Claim
for Benefits has been denied in whole or in part;

e To designate other persons to carry out any duty or power which would otherwise be a
responsibility of the Plan Administrator under the terms of the Plan; and

e To interpret Plan terms and provisions.

Delegation by the Plan Administrator

The Plan Administrator may employ the services of such persons as it may deem necessary or
desirable in connection with the administration of Claims or other operations of the Plan. The Plan
Administrator and any person to whom any duty or power in connection with the operation of the Plan
is delegated may rely upon all tables, valuations, certificates, reports, and opinions furnished by any
duly appointed actuary, accountant (including Employees who are actuaries or accountants), consultant
(internal medical director, ombudsman with clinical background, etc.), third party administration
service Provider, legal counsel, or other Specialist.

111
Medical Plan — Blue Cross Blue Shield Integrated Plans — Franciscan

SER-197



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 160 of 186

Case&:2(B120a6/1061R3B Dboumaanl 84- Fle&iled X8 2Ab/ Pagedde8 8 49142

Payment of Administrative Expenses

All reasonable expenses incurred in administering the Plan, including but not limited to administrative
fees and expenses owing to any third party administrative service Provider, actuary, consultant,
accountant, Specialist, or other person or organization that may be employed by the Plan Administrator
in connection with the administration thereof, shall be paid by the Employer.

Funding Policy

The Employer shall fund this Plan out of its general assets. However, the Employer shall also have the
right to, in the future, enter into a contract with one or more insurance companies for the purposes of
providing any Benefits under the Plan and to replace any of such insurance companies or contracts.
Any dividends, retroactive rate adjustments or other refunds of any type which may become payable
under any such insurance contract, to the extent allocable to contributions made by the Employer, shall
not be assets of the Plan but shall be the property of and shall be retained by the Employer.

Type of Plan
Welfare Benefit Plan

Plan Number
513

Type of Plan Administration
Employer Administered

Claim Administration

Claims for medical Benefits should be directed to:
Blue Cross Blue Shield of Illinois
300 East Randolph
Chicago, IL 60601

Claims for the Health Savings Account should be directed to:
HealthEquity, Inc.
15 W. Scenic Pointe Dr., Suite 400
Draper, UT 84020

Agent for Service of Legal Process

General Counsel for Catholic Health Initiatives
1999 Broadway

Suite 2605

Denver, CO 80202

Eligibility
Varies by Market-Based Organization or facility
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Minimum Maternity Benefits

Group health plans and health insurance issuers offering group insurance coverage, generally may not,
under Federal law restrict Benefits for any Hospital length of stay in connection with childbirth for the
mother or newborn Child to less than 48 hours following a normal vaginal delivery, or less than 96
hours following a cesarean section, or require that a Provider obtain authorization from the Plan or the
insurance issuer for prescribing a length of stay in excess of the above periods.

Loss of Benefits
The provisions regarding termination of coverage and limitations and exclusions of Benefits that may
result in reduction or loss of Benefits are explained in this Summary Plan Description.

Contributions
Varies by Market-Based Organization or facility

Funding Arrangements
General assets

Plan Year
The twelve-month period from January 1 to December 31. Your individual Benefit Plan Year may be
different depending on your MBO or facility. (See definition of Benefit Plan Year.)

Future of the Plan

Although Catholic Health Initiatives intends to continue the Plan indefinitely, Catholic Health
Initiatives reserves the right to amend or end the Plan at any time for any reason. Changes may be
made retroactively, if necessary, to qualify or maintain the Benefits under the Internal Revenue Code
or the Employee Retirement Income Security Act of 1974 (ERISA). If the plan is amended or ends,
you and other active members may not receive Benefits as described in this booklet. However, you
may be entitled to receive different Benefits, or Benefits under different conditions. In no event will
you become entitled to any vested rights under this Plan.

Statement of ERISA Rights

As a Participant in the Catholic Health Initiatives Medical Plan, you are entitled to certain rights and
protections under the Employee Retirement Income Security Act of 1974 (ERISA). ERISA provides
that all Plan Participants shall be entitled to the following rights:
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Receive Information about Your Plan and Benefits

You may examine, free of charge, all documents governing the Plan including insurance contracts,
collective bargaining agreements and the latest annual report (Form 5500 Series). These documents are
available at the Plan Administrator’s office. The annual report also is filed with the U.S. Department of
Labor and is available at the Public Disclosure Room of the Employee Benefits Security
Administration.

You may obtain copies of all documents governing the operation of the Plan, including updated
Summary Plan Descriptions by writing to the Plan Administrator. .

You may also receive a summary of the Plan’s annual financial report. The Plan Administrator is
required by law to furnish each Participant with a copy of this summary annual report.

Continue Group Health Plan Coverage

You may continue health care coverage for yourself, your Spouse, or your Dependents if there is a loss
of coverage under the plan as a result of a qualifying event. You or your Dependents may have to pay
for such coverage. Review this Summary Plan Description for the rules governing your COBRA
continuation coverage rights.

If you have Creditable Coverage from another plan, you will receive a Certificate of Creditable
Coverage that helps to reduce or eliminate exclusionary periods of coverage for Pre-Existing
Conditions under your new group health plan. You will be provided a Certificate of Creditable
Coverage, free of charge, from Blue Cross Blue Shield:

e  When you lose coverage under the plan

e  When you become entitled to elect COBRA continuation coverage, or

e  When your COBRA continuation coverage ends.

You may also request a Certificate of Creditable Coverage before your coverage ends, or for up to 24
months after losing coverage.

Prudent Actions by Plan Fiduciaries

In addition to creating rights for plan Participants, ERISA imposes duties upon the people who are
responsible for operating the plan. These people are called “fiduciaries” of the plan. They have a duty
to act prudently and in the interest of you and other plan Participants and beneficiaries.

No one, including your Employer or any other person, may terminate your employment or otherwise
discriminate against you in any way to prevent you from obtaining a Benefit to which you are
otherwise entitled or from exercising your rights under ERISA.

Enforcement of Your Rights

If your Claim for a Benefit is denied or ignored, in whole or in part, the Plan Administrator must give
you a written explanation of the reason for the denial, and you can obtain copies of documents relating
to the decision, without charge. You also have the right to have the Plan Administrator review and
reconsider your Claim, all within certain defined time schedules.

Under ERISA, there are steps you can take to ensure the above rights. For instance, if you request
materials from the Plan Administrator and do not receive them within 30 days, you may file suit in a
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federal court. In such a case, the court may require the Plan Administrator to provide the materials and
pay you up to $110 a day until you receive the materials, unless the materials were not sent because of
reasons beyond the control of the Plan Administrator.

If your Claim for Benefits is denied or ignored, in whole or in part, you may file suit in a state or
federal court. You may also file suit in a federal court if you disagree with a decision, or the lack of a
decision, concerning the qualified status of a domestic relations order or medical Child support order.
If plan fiduciaries misuse the plan’s money or if you are discriminated against for asserting your rights,
you may seek assistance from the U.S. Department of Labor, or you may file suit in a federal court.

The court will decide who should pay court costs and legal fees. If you are successful, the court may
order the person you have sued to pay these costs and fees. If you lose (for example, if the court finds
your Claim is frivolous), it may order you to pay these costs and fees.

Assistance with Your Questions
If you have any questions about this plan, you should contact the CHI Medical Plan Customer Service
Team at the toll-free telephone number listed on the back of your ID card. If you have any questions
about this statement or your rights under ERISA, or if you need assistance in obtaining documents
from the Plan Administrator, you should contact the nearest office of the Employee Benefits Security
Administration, U.S. Department of Labor, listed in your telephone directory or contact the:

Division of Technical Assistance and Inquiries

Employee Benefits Security Administration

U.S. Department of Labor

200 Constitution Avenue NW

Washington D.C. 20210

You may also obtain certain publications about your rights and responsibilities under ERISA by calling
the publications hotline of the Pension and Welfare Benefits Administration.
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Glossary of Terms

The definitions in this section are terms that are written in capital letters and are used in various
sections throughout this Summary Plan Description and have a specific meaning when applied to your
health care coverage. When you come across these terms while reading this SPD, please refer to these
definitions because they will help you understand some of the limitations or special conditions that
may apply to your Benefits. If a term within a definition begins with a capital letter, it means that the
term is also defined in these definitions. All definitions have been arranged in alphabetical order. A
term that appears in only one section may be defined within that section rather than within this
Glossary of Terms.

Accident or Accidental Injury...means an accidental bodily injury that is not related to any Illness.

Acupuncture...means the technique of passing long, thin needles through the skin to specific points
on the body for treatment of certain Conditions.

Acupuncturist...means a duly licensed acupuncturist.

Admission...means formal acceptance as a patient to a Hospital or other covered facility
for a health Condition.

Affordable Care Act (ACA) Preventive Care Drugs...means certain preventive care drugs, as
defined by the United States Preventive Services Task Force which are covered 100 percent by the
Medical Plan, when prescribed by a physician:

e Aspirin — limited to persons age 45 through 79 years
Bowel Preparation for Colonoscopy Screening — limited to persons age 49 to 76 years
Fluoride — limited to persons through the age of 5 years
Folic Acid — limited to females through the age of 55 years
Iron — limited to persons less than 1 year of age
Vitamin D — limited to persons 65 or older

Ambulance...means any licensed land, air, or water vehicle designated, constructed, or equipped for
and used for transporting persons in need of medical or surgical attention.

Ambulance Transportation...means local transportation in a specially-equipped certified vehicle
from your home, scene of Accident or medical Emergency to a Hospital, between Hospital and
Hospital, between Hospital and Skilled Nursing Facility, or from a Skilled Nursing Facility or Hospital
to your home. If there are no facilities in the local area equipped to provide the care needed,
Ambulance Transportation then means the transportation to the closest facility that can provide the
necessary services.

Ambulatory Surgical Facility...means a facility (other than a Hospital) whose primary function is the
provision of surgical procedures on an ambulatory basis and which is duly licensed by the appropriate
state and local authority to provide such services.
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Anesthesia Services...means the administration of anesthesia and the performance of related
procedures by a Physician or a Certified Registered Nurse Anesthetist which may be legally rendered
by them respectively.

Annual Enrollment...means the period specified by CHI during which you may elect or change
coverage for you and your eligible Dependents.

Applied Behavior Analysis Therapy...means therapy used to improve or change specific behaviors.
Applied Behavior Analysis therapy focuses on the principles that explain how learning takes place.
Positive reinforcement is one such principle. When a behavior is followed by some sort of reward, the
behavior is more likely to be repeated. Applied behavior analysis is the use of techniques and
principles to bring about meaningful and positive change in behavior.

Benefit Year...means the period in which your Deductibles, Coinsurance maximums and other
Benefit maximums accrue. When you first enroll in the Catholic Health Initiatives (CHI) Medical Plan,
your first Benefit Year begins on your Coverage Date and ends on December 31 of that year. On
subsequent years, your Benefit Year will be the 12-month period from January 1 to December 31.

Benefits...mean Medically Necessary Covered Services or Supplies that qualify for payment under
this Plan.

Billed Amount...means the amount that a Provider bills for a service or supply, or the retail price that
a Pharmacy charges for a Prescription Drug, whether or not it is covered under this Plan.

Birth Center...means a duly licensed facility, institution or place where births are planned to occur
following a normal, uncomplicated, low-risk pregnancy.

Brand Name Drug...means a drug item which is under the patent by its original innovator or
marketer. The patent protects the drug from competition from other drug companies.

Breach...means the unauthorized acquisition, access, use, or disclosure of Unsecured PHI which
compromises the security or privacy of such information. For purposes of this definition,
“compromises the security or privacy of such information” means poses a significant risk of financial,
reputational, or other harm to the individual who is the subject of the PHI. A use or disclosure of a
Limited Data Set, that also excludes date of birth and zip code, does not compromise the security and
privacy of PHI. Breach excludes:

e Any unintentional acquisition, access, or use of PHI by a Workforce Member or person acting
under the authority of a Covered Entity or a Business Associate, if such acquisition, access, or
use was made in good faith and within the scope of authority and does not result in further use
or disclosure in a manner not permitted by HIPAA.

e Any inadvertent disclosure by a person who is authorized to access PHI at a Covered Entity or
Business Associate to another person authorized to access PHI at the same Covered Entity or
Business Associate, or Organized Health Care Arrangement in which the Covered Entity
participates, and the information received as a result of such disclosure is not further used or
disclosed in a manner not permitted under HIPAA.

e A disclosure of PHI where a Covered Entity or Business Associate has a good faith belief that
an unauthorized person to whom the disclosure was made would not reasonably have been able
to retain such information.
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Business Associate...means any third-party, other than the Plan Sponsor or Plan Sponsor personnel,
who receives, uses, or discloses Protected Health Information in connection with the performance of an
administrative function on behalf of the Plan or the Organized Health care Arrangement, or in
connection with the provision of legal, actuarial, accounting, consulting, data aggregation,
management, administrative, accreditation or financial services to or on behalf of the Plan or the
Organized Health Care Arrangement, within the meaning of the Privacy Standards of the Health
Insurance Portability and Accountability Act of 1996, 21 CFR Parts 160 and 164 (“HHS Reg.”),
§160.103.

Catholic Health Initiatives or CHI...means Catholic Health Initiatives and its Market-Based
Organizations (MBOs).

CHI Facility...means a Hospital or other health care facility which is fully or partially owned by
Catholic Health Initiatives (CHI).

Certificate of Credible Coverage...means a certificate disclosing information relating to your
Credible Coverage under a health care Benefit program for purposes of reducing any Preexisting
Condition exclusion imposed by any group health plan coverage.

Certified Clinical Nurse Specialist...means a duly licensed certified clinical nurse Specialist.
Certified Nurse-Midwife...means a duly licensed certified nurse-midwife.

Certified Nurse Practitioner...means a duly licensed certified nurse practitioner.

Certified Registered Nurse Anesthetist or CRNA...means a duly licensed certified nurse anesthetist.

Chemical Dependency...means substance abuse or dependence on drugs and/or alcohol, including
abuse of Prescription Drugs.

Chemotherapy...means the treatment of malignant Conditions by pharmaceutical and/or biological
anti-neoplastic drugs.

Child...means:

e A dependent (within the meaning of Code § 105(b)) child, married or unmarried, of an Eligible
Person by birth, marriage, legal adoption, or placement for adoption who is under the age of 26;
or

e A dependent (within the meaning of Code § 105(b)) child, married or unmarried, of an Eligible
Person by birth, marriage, legal adoption, or placement for adoption who is under the age of 26
for whom the eligible Person is required by law to provide health coverage; or

e A dependent (within the meaning of Code § 105(b)) child, married or unmarried, under the age of
26 of an eligible Legally Domiciled Adult; or

e A dependent (within the meaning of Code § 105(b)) child, married or unmarried, under the age of
26 who resides primarily in the Eligible Person’s household and for whom the Eligible Person is
the Legal Guardian, such as a court approved foster child; or

¢ A dependent (within the meaning of Code § 105(b)) unmarried child of the Eligible Person by
birth, marriage, legal adoption, or placement for adoption who is age 26 or over, who is
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dependent upon the Eligible Person for support and maintenance because of a continuous

developmental or physical disability that began prior to the date the dependent attained age 26

and:

e The disabled dependent was covered by this Plan or other group medical insurance
coverage as a disabled dependent prior to reaching age 26.

e If enrolling for the first time, the disabled dependent who is 26 years of age or older of a
newly Eligible Person may be enrolled for coverage if the Eligible Person enrolls during the
initial eligibility period and provides proof that the dependent satisfies the foregoing
requirements within 31 days of the initial date of eligibility.

e The Plan may request documentation of the dependent’s continued disability on an annual
basis. The disabled dependent shall be eligible for coverage so long as the dependent
continues to be disabled, unless coverage otherwise terminates under the Plan.

e The disabled dependent must be continuously covered under the Plan in order to maintain
eligibility.

Chiropractor...means a duly licensed chiropractor.

Claim...means notification in a form acceptable to the Claims Administrator that a service has been
rendered or furnished to you. This notification must include full details of the service received,
including your name, age, sex, identification number, the name and address of the Provider, an
itemized statement of the service rendered or furnished, the date of service, the diagnosis, the Billed
Amount, and any other information which the Claims Administrator may request in connection with
services rendered to you.

Claims Administrator...means Blue Cross Blue Shield of Illinois for medical claims and
CVS/Caremark for Prescription Drug claims.

Claim Payment...means the Benefit payment calculated by the Claims Administrator, after
submission of a Claim, in accordance with the Benefits described in this SPD. All Claim Payments will
be calculated on the basis of the Eligible Charge for Covered Services rendered to you, regardless of
any separate financial arrangement between the Claims Administrator and a particular Provider.

Clinical Laboratory...means a duly licensed clinical laboratory.
Clinical Professional Counselor...means a duly licensed clinical professional counselor.
Clinical Social Worker...means a duly licensed clinical social worker.

Clinically Integrated Network (CIN)... means a network of providers, facilities and ancillary
services collaborating to improve the health of their patients. For purposes of this Summary Plan
Description, the following local CINs are considered an Enhanced network: Rainier Health Network

COBRA....means those sections of the Consolidated Omnibus Budget Reconciliation Act of 1985
(P.L. 99-272), as amended, which regulate the conditions and manner under which an Employer can
offer continuation of group health insurance to Eligible Persons whose coverage would otherwise
terminate under the terms of this program.

Coinsurance...means that you and the Plan share a percentage the Eligible Charge.
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Condition...means any disease, [llness, Accident or Accidental Injury, bodily dysfunction, pregnancy,
Substance Abuse disorder, or Illness Affecting Mental Health.

Copayment or Copay...means a specified dollar amount that you are required to pay towards a
Covered Service.

Coverage Date...means the date on which your coverage under the Catholic Health Initiatives (CHI)
Medical Plan begins.

Covered Entity...means a health plan, health care clearinghouse, or a health care Provider who
transmits Protected Health Information in electronic form.

Covered Provider...means a Provider covered under this Plan.

Covered Service or Covered Services and Supplies...means a service and/or supply specified in this
SPD for which Benefits will be provided.

Credible Coverage...means coverage you had under any of the following:

e A group health plan;

e Health insurance coverage for medical care under any Hospital or medical service policy plan,
Hospital, or medical service plan contract, or HMO contract offered by a health insurance
insurer;

e Medicare (Parts A or B of Title XVIII of the Social Security Act);

e Medicaid (Title XIX of the Social Security Act);

Medical care for members and certain former members of the uniformed services and their
Dependents;

A medical care program of the Indian Health Service or of a tribal organization;

A state health Benefits risk pool;

A health plan offered under the Federal Employees’ Health Benefits Program;

A public health plan established or maintained by a State or any political subdivision of a State,
the U.S. government, or a foreign country;

A health plan under Section 5(e) of the Peace Corps Act; or

State Children’s Health Insurance Program (Title XXI of the Social Security Act).

Custodial Care Service...means any services primarily for personal comfort or convenience that
provides general maintenance, preventive, and/or protective care without any clinical likelihood of
improvement of your Condition. Custodial Care Services also means those services that do not require
the technical skills, professional training, and clinical assessment ability of medical and/or nursing
personnel in order to be safely and effectively performed. These services can be safely provided by
trained or capable non-professional personnel, are to assist with routine medical needs (e.g., simple
care and dressing, administration of routine medications, etc.) and are to assist with activities of daily
living (e.g., bathing, eating, dressing, etc.). Custodial Care Services also means providing care on a
continuous Inpatient or Outpatient basis without any clinical improvements by you.

Deductible... means the amount you have to pay before your Catholic Health Initiatives (CHI)
Medical Plan Benefits subject to Coinsurance begin. Integrated Core Plan and Integrated Basic Plan
exceptions to the deductible are preventive care services, office visits, coinsurance amounts, CHI
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Facility charges and Prescription Drugs. Integrated HDHP/HSA Plan exceptions to the deductible are
preventive care services.

Dentist...means a duly licensed Dentist.

Dependent...means your Spouse, an eligible Legally Domiciled Adult and/or Child(ren) as defined in
this section of the Summary Plan Description. Only one non-child Dependent can be enrolled.

Diabetes Educator...means a duly licensed person who is legally certified to supervise diabetes
Outpatient self-management training and educational services. These services are designed to teach
diabetics self-management skills and lifestyle changes to effectively manage diabetes and to avoid
complications from diabetes.

Diagnostic Service...means tests rendered for the diagnosis of your symptoms and which are directed
toward evaluation or progress of a Condition, disease or Accidental Injury. Such tests include, but are
not limited to, x-rays, pathological services, Clinical Laboratory tests, pulmonary function studies,
electrocardiograms, electroencephalograms, radioisotope tests and electromyograms.

Dialysis Facility...means a facility (other than a Hospital) whose primary function is the treatment
and/or provision of maintenance and/or training dialysis on an ambulatory basis for renal dialysis
patients and which is duly licensed by the appropriate governmental authority to provide such services.

Dietitian...means a duly licensed dietitian.

Drug Utilization Review (DUR)...means a system-based drug Claims review process which alerts
Pharmacists and Physicians to important therapeutic issues regarding the use of medication. By
alerting Physicians and Pharmacists to issues, DUR reduces risk and improves the quality of care for
the patient and reduces unwarranted costs.

Durable Medical Equipment Provider...means a duly licensed durable medical equipment Provider.

Effective Date...means the first day of coverage under CHI’s health plan or the first day following the
waiting period.

Eligible Charge...means (a) in the case of a Provider other than a Professional Provider which has a
written agreement with the Claims Administrator to provide care to you at the time Covered Services
are rendered, such Provider’s Billed Amount for Covered Services and (b) in the case of a Provider
other than a Professional Provider which does not have a written agreement with the Claims
Administrator to provide care to you at the time Covered Services are rendered, the amount for
Covered Services as determined by the Claims Administrator based on the following order:

e The charge which is within the range of charges other similar Hospitals or facilities in similar
geographic areas charge their patients for the same or similar services, as reasonably
determined by the Claims Administrator, if available,

e The amount that the Center for Medicare & Medicaid Services (CMS) reimburses the Hospitals
or facilities in similar geographic areas for the same or similar services rendered to members in
the Medicare program, or

e The charge which the particular Hospital or facility usually charges its patients for Covered
Services.
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Eligible Person...means an Employee of the Employer who meets the eligibility requirements for this
coverage, as described in the Eligibility section and the Eligibility Addendum.

Embedded... means the individual Deductible and Out-of-Pocket Maximums are included in the
family Deductible and Out-of-Pocket Maximums. Family members will accumulate deductible and
out-of-pocket maximum amounts until they meet the individual limits listed. The remaining family
members will accumulate amounts to meet the family limits. No individual of a family will ever meet
the entire family limits.

Emergency or Medically Urgent Situation...means an accidental traumatic bodily injury or other
medical Condition that arises suddenly and unexpectedly and manifests itself by acute symptoms of
such severity, including severe pain, that the absence of immediate medical attention could reasonably
be expected by a Prudent Layperson who possesses an average knowledge of health and medicine to:

e Place a patient’s health in serious jeopardy, or with respect to a pregnant woman, place the

health of the woman or her unborn Child in serious jeopardy;
e Result in serious impairment to the patient’s bodily functions;
e Result in serious dysfunction of a bodily organ or body part; or,

In the opinion of a Physician with knowledge of the patient’s medical Condition, would subject the
patient to sever pain that cannot be managed without the services in question. With respect to a
pregnant woman who is having contractions, an Emergency exists where there is inadequate time to
affect a safe transfer to another Hospital before delivery, or the transfer may pose a threat to the health
or safety of the woman or unborn Child.

Conditions that require immediate Emergency treatment include, but are not limited to the following:
Heart attacks;

Strokes;

Convulsions;

Serious burns;

Bone fractures;

Wounds requiring sutures (stitches);

Poisoning;

Severe chest or abdominal pains;

Loss of consciousness;

Major depression with significant suicidal intent;
Psychosis with associated homicidal intent; and

Manic episode resulting in inability to care for oneself.

In addition, the service provided must be a Covered Service or Supply, and not one that is normally
treated on a non-Emergency basis.

Emergency Accident Care...means the initial Outpatient treatment of accidental injuries which a
Prudent Layperson would consider an Emergency including related Diagnostic Services.

Emergency Medical Care...means services provided for the initial Outpatient treatment, including
related Diagnostic Services, for a medical Condition, which a Prudent Layperson would consider an
Emergency and would reasonably require you to seek immediate medical aid.
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Examples of Emergency Medical Conditions are: severe chest pains, convulsions, or persistent severe
abdominal pains.

Employee...means an individual employed by the Employer who meets the following requirements:

¢ Employer withholds income tax on any portion of his or her income and Social Security
contributions are made for him or her by the Employer, and

e Such individual is determined by the Employer to be an Employee, for purposes of the
Employer’s payroll records. “Employee” does not include a “Leased Employee,” as defined in
Code Section 414(n)(2). Only individuals who are paid as Employees from the Employer’s
payroll and are treated by the Employer as Employees will be considered Employees for
purposes of the Plan. Any individual who is treated as an independent contractor by the
Employer is not an Employee. Also, an individual who renders services to the Employer pursuant
to an agreement between the Employer and a leasing organization, temporary employment
agency or any other organization is not an Employee. Any individual who is retroactively or in
any other way held or found to be a “statutory” or “common-law” Employee of the Employer
will not be eligible to participate in the Plan for any period he or she was not contemporaneously
treated as an Employee by the Employer and considered by the Employer to be an Employee. In
addition, such an individual will remain ineligible for participation in the Plan unless the Plan is
amended to specifically render the individual eligible for Plan participation.

Employer...means Catholic Health Initiatives (“CHI”’) and any MBOs or facilities/entities listed in the
Eligibility Addendum. Where the context requires it, the term CHI will also mean Employer.

Employment Status...means any of the following events that affect the eligibility of you, your Spouse
of your Dependent:
e Termination or commencement of employment with CHI;
Strike or lockout;
Commencement of or return from an unpaid leave of absence; and
Change in worksite.

ERISA.. . means the Employee Retirement Income Security Act of 1974. ERISA applies to health and
welfare plans, as well as retirement plans.

Facility Charge...means charges billed for by a CHI Facility on a universal billing “UB” form. The
Facility Charge does not include any charges billed for separately by a Physician or other Provider.

Family Coverage... means coverage for you and your enrolled Dependents under this Plan. For
purposes of this SPD Family Coverage will mean Employee/Child(ren), Employee/Spouse or Legally
Domiciled Adult, or Employee/Spouse or Legally Domiciled Adult/Child(ren) coverage.

Financial Responsibility...means the degree of financial support sufficient to Claim and eligible
Dependent as an exemption of the Eligible Person’s federal income tax return.

Formulary...means a listing of preferred Brand-Named Drugs as determined by a committee or
Pharmacists and Physicians based on safety, clinical efficacy, and cost of therapy.
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Generic Drug...means drug products manufactured and distributed after the patent of the innovator
brand-name drug has expired. The Generic Drug must have the same active ingredient, strength, and
dosage form as its brand-name counterpart.

Group Coverage...means a plan whose members share a common relationship, such as employment
or membership.

HDHP/HSA Covered Preventive Drugs...means certain approved drugs that will not be subject to the
deductible on the Integrated HDHP/HSA. The drugs will, however, still have the appropriate
coinsurance for the tier of the specific drug. These drugs can be found on the CVS/Caremark HDHP
Plan Preventive Drug List. The list is located on the “Pharmacy Plan” page under the Benefit tab on
the well-being pages found on InsideCHI at http://home.catholichealth.net/wellbeing. You can also
check the Formulary Drug List for other medications that are covered on the plan. The cost of these
drugs will apply to your deductible, and then coinsurance applies. See Pharmacy Coverage of Benefits
for additional information.

Health Savings Account (HSA) ...means an account funded by you and possibly your employer that
can be used to cover the cost of covered services, including prescription drugs, up to the IRS annual
limit or the accrued amount in your account.

HIPAA...means the Health Insurance Portability and accountability Act of 1996.

Home Health Care Program...means an organized skilled patient care program in which care is
provided in the home. Such home care may be rendered by a Hospital’s duly licensed home health
department or by other duly licensed home health agencies. You must be homebound (that is, unable to
leave home without assistance and requiring supportive devices or special transportation) and you must
require Skilled Nursing Service on an intermittent basis under the direction of your Physician. This
program includes, among other things, Skilled Nursing Service by or under the direction of a registered
professional nurse, the services of Physical Therapists, Hospital laboratories, and necessary medical
supplies. It does not include Custodial Care Service.

Home Infusion Therapy Provider...means a duly licensed home infusion therapy Provider.

Hospice...means a duly licensed autonomous, centrally administered, nurse-coordinated program
providing home, Outpatient, and Inpatient care for a covered Participant who is Terminally Ill and
members of the Participant’s family. At a Hospice, a team of healthcare Providers assists in providing
Palliative Care and support to meet the special needs arising during the final stages of Illness, and
during dying and bereavement. This team of Providers includes a doctor and nurse, and may also
include a social worker, a clergy member or counselor and volunteers.

Hospice Care Program Provider...means an organization duly licensed to provide Hospice Care
Program Services.

Hospice Care Program Service...means a centrally administered program designed to provide for the
physical, psychological, and spiritual care for dying persons and their families. The goal of Hospice
care is to allow the dying process to proceed with a minimum of patient discomfort while maintaining
dignity and a quality of life. Hospice Care Program Service is available in the home, Skilled Nursing
Facility, or special Hospice care unit.
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Hospital...means a duly licensed institution for the care of the sick which provides services under the
care of a Physician including the regular provision of bedside nursing by Registered Nurses. It does not
mean health resorts, rest homes, nursing homes, skilled nursing facilities, convalescent homes,
custodial homes of the aged, or similar institutions.

The term Hospital does not include a specialty institution or residential facility, or a U.S. Government
Hospital or any other Hospital operated by a governmental unit, unless a charge is made by the
Hospital that the patient is legally required to pay without regard to insurance coverage.

Infertility...means the inability to conceive a Child after one year of unprotected sexual intercourse or
the inability to sustain a successful pregnancy.

Illness...means physical sickness or disease, pregnancy, or congenital anomaly.

Illness Affecting Mental Health...means those Illnesses, classified as disorders in the current
Diagnostic and Statistical Manual of Mental Disorders published by the American Psychiatric
Association.

Independent Clinical Laboratory...means a duly licensed facility where human materials or
specimens are examined for the purpose of diagnosis, prevention, or treatment of a Condition.

Individual Coverage...means coverage under the health care plan for yourself.
Injury...means a bodily injury that is not related to any Illness.

In-Network Provider...means a Professional Provider which has a written agreement with the Claims
Administrator to provide services to Participants.

Inpatient...means that you are a registered bed patient and are treated as such in a health care facility.

Intensive Care Unit...means a specialized area in a Hospital where an acutely ill patient receives
intensive care or treatment. Included in the Hospital’s charge for an Intensive Care Unit are the
services of specially trained professional staff and nurses, supplies, and the use of any and all
equipment and the patient’s board. A coronary care unit is also considered an Intensive Care Unit.

Investigational...means procedures, drugs, devices, services and/or supplies which

e Are provided or performed in special settings for research purposes or under a controlled
environment and which are being studied for safety, efficiency, effectiveness, and/or

e Are awaiting endorsement by the appropriate National Medical Specialty College or federal
government agency for general use by the medical community at the time they are rendered to
you, and

e Specifically with regard to drugs, combination of drugs and/or devices, are not finally approved
by the Food and Drug Administration at the time used or administered to you.

Law Enforcement Official...means an officer or employee of any agency or authority of the United
States, a state, a territory, a political subdivision of a state or territory, or an Indian tribe, who is
empowered by law to:

125
Medical Plan — Blue Cross Blue Shield Integrated Plans — Franciscan

SER-211



Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 174 of 186

Case&:2(B120a6/1061R3B Dboummaanl 84- Fle&iled ZB2Ab/ Paged3 18249142

e Investigate or conduct an official inquiry into a potential violation of law; or
e Prosecute or otherwise conduct a criminal, civil, or administrative proceeding arising from an
alleged violation of law.

Legal Guardian or Guardianship...means an individual who was appointed as guardian,
conservator, loco parentis or similar role for a Child by a court having appropriate jurisdiction over
such Child.

Legally Domiciled Adult means an individual over 18 who has, for at least six months, lived in the
same principal residence of an employee and remains a member of that employee's household
throughout the coverage period; and who either:

e Has an on-going, exclusive and committed relationship with the employee (not a casual
roommate or tenant), shares basic living expenses and is financially interdependent with the
employee, is neither legally married to anyone else nor legally related to the employee by blood
in any way that would prohibit marriage.

e s the employee's blood adult relative who meets the definition of his or her tax dependent as
defined by Section 152 of the Internal Revenue Code during the coverage period and is not
considered a Child as defined in this section of the Summary Plan Description.

Legend Drug...means a drug that is approved by the U.S. Food and Drug Administration (FDA) and
is required by federal or state law to be dispensed to the public only on prescription of a licensed
physician or other licensed provider. Legend drugs are also called prescription drugs.

Level of Coverage...means the medical Plan option selected by the Plan Participant.

Lifetime Maximum...means the maximum amount that this Plan will pay over the course of an
Employee or Dependent’s lifetime.

Maintenance Occupational, Physical and/or Speech Therapy...means therapy administered to you
to maintain a level of function at which no demonstrable and measurable improvement of a Condition
will occur.

Marriage and Family Therapist...means a duly licensed marriage and family therapist.

Massage Therapist...means a duly licensed massage therapist.

Massage Therapy...means the treatment for chronic pain by physical means by a Physician,
registered professional Physical Therapist Chiropractor, or licensed Massage Therapist. Massage
Therapy must be prescribed by a Physician and must be Medically Necessary.

Maternity Service...means the services rendered for normal pregnancy. A normal pregnancy means
an intrauterine pregnancy which, through vaginal delivery, results in an infant, who is not premature or
preterm. Premature or preterm means an infant born with a low birth weight, 5.5 pounds or less, or an

infant born at 37 weeks or less.

MBO...means a Market-Based Organization or facility of CHI.
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Medical Care...means the ordinary and usual professional services rendered by a Physician or other
specified Provider during a professional visit for treatment of an Illness or Accidental Injury.

Medically Necessary or Medical Necessity...means that a specific service provided to you is
reasonably required, in the reasonable judgment of the Claims Administrator, for the treatment of
management of a medical symptom or Condition and that the service provided is the most efficient and
economical service which can safely be provided to you. When applied to Hospital Inpatient Services,
Medically Necessary means that your medical symptoms or Condition require that the treatment be
provided to you as an Inpatient and that treatment cannot safely be provided to you as an Outpatient.
Further, Medically Necessary means that Inpatient Hospital care and treatment will not be covered
when, in the reasonable judgment of the Claims Administrator, your medical symptoms and Condition
no longer necessitate your continued stay in a Hospital. The fact that a Physician or other health care
Provider may prescribe, order, recommend, or approve a service or supply does not of itself make such
a service Medically Necessary.

Medicare...means the program established by Title XVIII of the Social Security Act (42 U.S.C.§ 395
et seq.).

Medicare Approved or Medicare Participating...means a Provider which has been certified or
approved by the Department of Health and Human Services for participating in the Medicare Program.

Medicare Secondary Payer or MSP...means those provisions of the Social Security Act set forth in
42 U.S.C.§ 395 y (b), and the implemented regulations set forth in 42 C.F.R. Part 411, as amended,
which regulate the manner in which certain Employers may offer group health care coverage to
Medicare-eligible Employees, their Spouses and, in some cases, Dependent Children.

Mental Health Condition...means an Illness Affecting Mental Health.

Mental Health Unit...means a unit established to perform preadmission review and length of stay
review for Inpatient and/or Outpatient services for the treatment of Illness Affecting Mental Health and
Substance Abuse.

Out-of-Network Provider...means a Hospital, Professional Provider, or facility which does not have
a written agreement with the Claims Administrator to provide services to Participants. Costs for
services received from an Out-of-Network Provider/facility are based on a percentage of the Medicare
allowable rate for most services.

Occupational Therapist...means a duly licensed occupational therapist.

Occupational Therapy...means constructive therapeutic activity designed and adapted to promote the
restoration of useful physical function. Occupational Therapy does not include educational training or
services designed and adapted to develop a physical function.

Optometrist...means a duly licensed optometrist.

Organized Health Care Arrangement...means this Plan and each other health plan maintained by
the Plan Sponsor, including the insurers that provide Benefits under any such plan.
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Orthotic Provider...means a duly licensed orthotic Provider.

Out-of-Pocket Maximum...means the maximum amount you are required to pay in a Benefit Year for
Eligible Medical and Prescription Charges for your Copayments, Coinsurance and Deductible. The
Out-of-Pocket Maximum does not include penalties and charges that are ineligible for reimbursement.

Outpatient...means that you are receiving treatment while not an Inpatient. Services considered
Outpatient include, but are not limited to, services in an Emergency room regardless of whether you
are subsequently registered as an Inpatient in a health care facility.

Outpatient Facility...means a duly licensed facility other than a doctor’s, physical therapist’s or
midwife’s office that provides Outpatient services for treatment of an Illness or Accident, other than

for Illness Affecting Mental Health or Substance Abuse.

Palliative Care...means reduction or abatement of pain and other troubling symptoms through
services provided by members of the Hospice team of Providers.

Partial Hospitalization Treatment Program...means a Claims Administrator approved planned
program of a Hospital or Substance Abuse Treatment Facility for the treatment of Illness Affecting
Mental Health or Substance Abuse Rehabilitation Treatment in which patients spend days or nights.

Participant or Plan Participant...means a person covered under this Plan.

Permitted Disclosures...means any disclosure for purposes of payment, treatment, or health care
operations of a plan or its Organized Health Care Arrangement as defined in HHS Reg. §164.501.

Permitted Uses...means any payment, treatment, or health care operation of the Plan or its Organized
Health Care Arrangement as defined in HHS Reg. §164.501.

Pharmacist...means a duly licensed Pharmacist.

Pharmacy...means any licensed establishment in which the profession of Pharmacy is practiced.
Physical Therapist...means a duly licensed physical therapist.

Physical Therapy...means the treatment of a disease, injury, or Condition by physical means by a
Physician or a registered profession physical therapist under the supervision of a Physician and which
is designed and adapted to promote the restoration of a useful physical function. Physical Therapy does
not include educational training or services designed and adapted to develop a physical function.

Physician...means a Physician duly licensed to practice medicine in all of its branches.

Physician Assistant...means a duly licensed Physician Assistant performing under the direct
supervision of a Physician, Dentist, or Podiatrist and billing under such Provider.

Plan...means the Medical Plan.

Plan Administrator or Plan Sponsor...means CHI.
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Plan Administration Functions...means administration functions performed by Plan Sponsor
personnel on behalf of a plan and excludes functions performed by the Plan Sponsor in connection
with any other Benefit or Benefit plan of the Plan Sponsor.

Podiatrist...means a duly licensed podiatrist.

Post-Service Claim...means any claim for a Benefit under the Medical Plan that is not a Pre-Service
Claim.

Prescription Drug...means a drug that bears the legend, “Caution, Federal Law prohibits dispensing
without a prescription and meets the following criteria:
e Prescribed by a Provider who is legally authorized to prescribe;
e Dispensed by a recognized licensed retail Pharmacy, a contracting specialty Pharmacy, or
through the mail-order drug program; and
e Is Medically Necessary for your Illness or Accidental Injury or is approved for Preventive or
Wellness Care.

Covered drugs are limited to those taken orally, absorbed through the skin, and certain injected
Prescription Drugs. Devices and implants are not considered to be Prescription Drugs.

Pre-Service Claim...means any Claim for a Benefit under the Medical Plan which is made in advance
of obtaining the requested services or supplies.

Preventive Care or Preventive Care Services...means history and physical examinations, routine
laboratory services, immunizations, routine history and gynecological exams, and well-child care,
including age-appropriate pediatric preventive services, as defined by current recommendations for
Preventive Pediatric Health Care of the American Academy of Pediatrics. Pediatric preventive services
shall include, at minimum, a history and complete physical examination, as well as developmental
assessment, anticipatory guidance, immunizations, and laboratory services including, but not limited
to, screening for lead exposure as well as blood levels.

Primary Care Physician...means a general practitioner, family practitioner (family practice
Physician), doctor of internal medicine (internist), pediatrician, doctor of obstetrics/gynecology, nurse
practitioner, Registered Nurse, nurse-midwife, or Physician Assistant.

Prior Authorization...means the process of obtaining approval as to appropriateness of a medication
before it is actually dispensed and utilized.

Privacy Officer...means the CHI Privacy Officer.

Private Duty Nursing Service...means Skilled Nursing Service provided on a one-to-one basis by an
actively practicing Registered Nurse (R.N.), or a licensed practical nurse (L.P.N.). Private Duty
Nursing is shift nursing of 8 hours or greater per day and does not include nursing care of less than 8

hours per day. Private Duty Nursing Service does not include Custodial Care Service.

Prosthetic Provider...means a duly licensed prosthetic Provider.
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Protected Health Information.. . means information including demographic information collected
from an individual, that is created or received by a plan and that is transmitted or maintained in any
medium (including verbally) that
e Relates to the past, present, or future physical or mental health Condition of an individual, the
provision of health care to an individual, or the past, present, or future payment for the provision
of health care to an individual; and
e That identifies the individual or with respect to which there is a reasonable basis to believe the
information can be used to identify the individual.

Protected Health Information shall not include information that is de-identified in accordance with
HHS Reg. §164.514(a). Protected Health Information also includes genetic information. Genetic
information is information about an individual’s family members, and the manifestation of a disease or
disorder in the individual’s family members. Family members include dependents and any other
individual who is a first-, second-, third-, or fourth-degree relative

of the individual or the individual’s Dependents.

Provider or Professional Provider...means a duly licensed provider designated by the Medical Plan
to render Covered Services or Supplies to you as a Provider. For the services of these Providers to be
covered, the service must meet the definition of Covered Services or Supplies, and the Provider must
be providing the services or supplies within the scope of his or her license or certification.

Provider does not include athletic trainers; boarding houses; camps or schools; convalescent facilities,
institutions for chronic care, personal care, residential or domiciliary care, or homes for the aged;
dental assistants and dental hygienists; education or training programs; halfway houses; health resorts;
health spas; hypnotists; homeopathic medical Providers, hotels, motels and other lodging; priests, and
other religious affiliates; naturopaths; opticians; orthodontists; residential treatment centers; residents,
interns, or other Employees of Hospitals or Skilled Nursing Facilities who bill for their services and
are not listed as Covered Providers; rest homes; sanitariums; and other non-traditional medical
Providers; transportation other than by Ambulance; and any facilities or Providers not specifically
mentioned within this SPD that are not specifically designated by CHI to be eligible providers.

Psychologist...means a Registered Clinical Psychologist.
Prudent Layperson...means a person who possesses an average knowledge of health and medicine.

Qualified Status Change...means a life event such as:
e Marriage;

Divorce, legal separation or annulment;

Birth of a Child, adoption, placement for adoption, or Legal Guardianship;

Change of a Child’s eligibility status due to reaching the maximum age;

Loss of Legal Guardianship;

Death of a Child or Spouse;

Changes in your work status that affect eligibility for Benefits;

Changes in a Spouses work status affecting eligibility for Benefits;

Gaining or losing eligibility for another plan such as expiration of COBRA coverage from

another Employer’s plan, gaining or losing eligibility for Medicare or Medicaid;

¢ Gaining or losing eligibility for the Medicaid or state Children’s Health Insurance Program
(CHIP); or
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e Qualified Medical Child Support Order requiring you or your Spouse to provide health coverage
for a Dependent.

Since this Plan is funded in part by pre-tax Employee contributions, it is governed by IRS regulations
that indicate that a Participant may only change his or her Benefit Plan elections during Annual
Enrollment unless there is a Qualified Status Change, and that the change elected must be consistent
with the Qualified Status Change. All changes must be made within 31 days of the Qualified Status
Change except changes in elections resulting from birth, adoption, gaining legal custody of a
dependent child, or gaining or losing eligibility for Medicaid or state CHIP must be made within 60
days.

Qualified Exigency...means, as defined by the Department of Labor for purposes of the Family and
Medical Leave Act, an Emergency arising out of one of the following categories:
e Short-notice deployment;
Military events and related activities;
Childcare and school activities;
Financial and legal arrangements;
Counseling;
Rest and Recuperation;
Post-deployment activities; and
Additional activities not encompassed in the other categories but agreed to by the Employer and
Employee.

Qualified Medical Child Support Order or QMCSO...means a medical Child support order,
qualifying under ERISA and approved by the Plan Administrator, that provides for health care
coverage and allocation of responsibility for the payment of costs for health care coverage for a natural
or adopted Child of an Employee or Spouse.

Registered Dietitian...means a duly licensed registered dietitian.

Registered Nurse (RN) or Licensed Practical Nurse (LPN)...means a person duly licensed to
practice nursing.

Registered Surgical Assistant...means a duly licensed certified surgical assistant, certified surgical
technician, surgical assistant certified, or Registered Nurse first assistant.

Related Professional Services...means services that are provided at the same time as the office visit
(e.g., lab work done while in the doctor’s office).

Renal Dialysis Treatment...means one unit of service, including the equipment, supplies, and
administrative services which are customarily considered a necessary to perform the dialysis process.

Residential Treatment Facilities...means a duly licensed facility that treats an intermediate level of
substance abuse on both an inpatient and outpatient basis. It provides a detailed regimen that includes
full-time residence and full-time participation by the patient within a residential treatment facility
which provides room and board, evaluation and diagnosis, counseling, referral and orientation to
specialized community resources.
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Skilled Nursing Facility...means an institution or a distinct part of an institution which is primarily
engaged in providing comprehensive skilled services and rehabilitative Inpatient care and is duly
licensed by the appropriate governmental authority to provide such services.

Skilled Nursing Service...means those services provided by a Registered Nurse (R.N.) or licensed
practical nurse (L.P.N.) which require the clinical skill and professional training of an R.N. or L.P.N.
and which cannot reasonably be taught to a person who does not have specialized skill and
professional training. Benefits for Skilled Nursing Service will not be provided due to the lack of
willing or available non-professional personnel. Skilled Nursing Service does not include Custodial
Care Service.

Specialist...means any Physician other than a Primary Care Physician who is classified as a Specialist
by the American Boards of Medical Specialties; or who is designated by the Plan as
a Specialist Physician.

Specialty Drug...means drugs that are typically used for treating or managing chronic Illnesses. These
drugs often require special handling (e.g., refrigeration) and administration. Some Specialty Drugs may
be taken orally, but others may require administration by injection, infusion, or inhalation. Specialty
Drugs may not be available from a retail Pharmacy.

Speech Therapist...means a duly licensed Speech Therapist.

Speech Therapy...means the treatment for the correction of a speech impairment resulting from
disease trauma, congenital anomalies, or previous therapeutic processes and which is designed and
adapted to promote the restoration of a useful physical function. Speech Therapy does not include
educational training or services designed and adapted to develop a physical function.

Spouse...means a person who is legally married under the laws of the state where the marriage was
celebrated to an employee who is participating in the health care benefits offered by CHI, regardless of
where that couple currently resides.

Step Therapy or Step Therapy Program.. . means the program which requires you to first try one or
more specified drugs to treat a particular Condition before the Plan will cover another (usually more
expensive) drug that your Physician may have prescribed.

Substance Abuse...means the uncontrollable or excessive abuse of addictive substances consisting of
alcohol, morphine, cocaine, heroin, opium, cannabis, and other barbiturates, amphetamines,
tranquilizers, and/or hallucinogens, and the resultant physiological and/or psychological dependency
which develops with continued use of such addictive substances requiring Medical Care as determined
by a Physician or Psychologist.

Substance Abuse Rehabilitation Treatment...means an organized, intensive, structured,
rehabilitative treatment program of either a Hospital or Substance Abuse Treatment Facility. It does
not include programs consisting primarily of counseling by individuals other than a Physician or
Psychologist, court-ordered evaluations, programs which are primarily for diagnostic evaluations,
mental retardation, or learning disabilities, care in lieu of detention or correctional placement or family
retreats.
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Substance Abuse Treatment Facility... means a facility (other than a Hospital) whose primary
function is the treatment of Substance Abuse and is licensed by the appropriate state and local
authority to provide such service. It does not include half-way houses, boarding houses, or other
facilities that provide primarily a supportive environment, even if counseling is provided in such
facilities.

Summary Health Information...means information that summarizes the Claims history, Claims
expense or types of Claims experience by an individual for whom Benefits are or were provided under
the Plan, provided that individual identifying information has been deleted.

Summary Plan Description or SPD...means this booklet which describes the features of this Benefit
Plan.

Surgery...means the performance of any medically recognized, non-Investigational surgical procedure
including the use of specialized instrumentation and the correction of fractures or complete
dislocations and any other procedures as reasonably approved by the Claims Administrator.

Suspected Breach...means the suspected unauthorized acquisition, access, use, or disclosure of
Unsecured PHI.

Temporomandibular Joint Dysfunction (TMJ) and Related Disorders...means jaw joint
Conditions including temporomandibular joint disorders and craniomandibular disorders, and all other
Conditions of the joint linking the jaw bone and skull and the complex muscles, nerves, and other
tissues relating to that joint.

Terminally Ill...means a person has a life expectancy of six months or less because of a chronic,
progressive Illness that is incurable according to the person’s doctor.

Unsecured PHI...means Personal Health Information (PHI) that has not been rendered unusable,
unreadable, or indecipherable to unauthorized individuals through the use of one of the following
technologies or methodologies:

e Encryption: Electronic PHI has been encrypted by the use of an algorithmic process to transform
data into a form in which there is a low probability of assigning meaning without use of a
confidential process or key and such confidential process or key that might enable decryption has
not been breached. (See encryption processes identified by HHS as having been tested by the
National Institute of Standards and Technology (NIST) and judged to meet this standard.)

e Destruction: The media on which the PHI is stored or recorded has been destroyed in one of the
following ways:

e Paper, film, or other hard copy media have been destroyed such that PHI cannot be read or
otherwise cannot be reconstructed.

e Electronic media have been cleared, purged, or destroyed consistent with NIST Special
Publication 800-88, Guidelines for Media Sanitization, such that the PHI cannot be retrieved.

e Any other technology or methodology specified by the Secretary of Health and Human Services
for this purpose.

Urgent Care Facility...means a duly licensed Urgent Care Facility.
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Urgent Pre-Service Claim or Appeal...means a review request that is expedited due to life changing
or life-threatening circumstances for pre-service approval. The review takes 72 hours. You may be
eligible for an expedited external review if you have a medical condition in which the normal
timeframe for a standard external review or an expedited internal appeal could:
e Seriously jeopardize your life or health; or
e Your request involves an admission or continued stay, or health care service for which you
received emergency services but have not yet been released.

You might also qualify for an expedited appeal if your request involves an experimental or
investigation determination and your health care provider certifies in writing that the service/treatment
would be significantly less effective if not promptly initiated.

Workforce Member...means employees, volunteers, trainees, and other persons whose conduct, in
the performance of work for an entity, is under the direct control of such entity, whether or not they are
paid by such entity.
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Eligibility Addendum

Initial eligibility requirements and effective date of coverage for employees vary by Market-Based
Organization (MBO). All other eligibility provisions are determined by the Plan Administrator and are

consistent across all MBOs and national offices. All MBOs have a Benefit Year beginning on January
1*" and ending on December 31°%.

Unless otherwise indicated, Benefits will begin on the first of the month following your waiting
period. Hours listed are per pay period and are the regularly scheduled hours as reflected in the payroll
system as the full-time equivalent or FTE. Where an employee holds more than one position with the
Employer, the regularly scheduled hours will be added together for purposes of establishing the FTE

for the purpose of benefits eligibility. An Employee’s FTE will be evaluated and updated periodically
throughout the year.

Market-based organization (MBO) Waiting

or CHI Facility Period

CHI National Offices Various All 30 days 64 40

Franciscan Health System Tacoma WA 30 days 32 n/a

Franciscan Medical Group Tacoma WA 30 days 64 40
135
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Initiatives

Imagine better health®

3900 Olympic Boulevard

Suite 400

Erlanger, Kentucky 41018
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The Honorable Robert J. Bryan

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF WASHINGTON

AT TACOMA
C.P., by and through his parents, Patricia
Pritchard and Nolle Pritchard; and NO. 3:20-cv-06145-R]B
PATRICIA PRITCHARD,
DECLARATION OF PATRICIA
Plaintiffs, PRITCHARD IN SUPPORT OF
V. PLAINTIFF C.P."S MOTION FOR
CLASS CERTIFICATION

BLUE CROSS BLUE SHIELD OF ILLINOIS,

Defendant.

I, Patricia Pritchard, declare under penalty of perjury and in accordance with the
laws of the State of Washington and the United States that:

1. I am over the age of 18 and competent to testify to all matters stated herein.
All statements are made upon my personal knowledge.

2. I am the mother of C.P., the named plaintiff in the above captioned
litigation. He receives coverage of health benefits through the Catholic Health Initiatives
Medical Plan as administered by Blue Cross Blue Shield of Illinois (“BCBSIL”) due to my
employment. C.P. received that health coverage for all times relevant to this litigation.

3. I am familiar with the duties and responsibilities of being a class
representative. I am willing to be class representative, along with my husband, on behalf

of C.P. and other similarly situated persons in the proposed class. If appointed, we will

SIRIANNI YOUTZ
DECLARATION OF PATRICIA PRITCHARD -1 SPOONEMORE HAMBURGER PLLC
[Case No. 3:20-cv-06145-R]B]] 3101 WESTERN AVENUE, SUITE 350

SEATTLE, WASHINGTON 98121
TEL. (206) 223-0303 FAX (206) 223-0246

SER-223




Case: 23-4331, 06/12/2024, DktEntry: 43.3, Page 186 of 186
Case 3:20-cv-06145-RJB Document 81 Filed 08/25/22 Page 2 of 2

—

diligently look out for the interests of all class members. I am not aware of any conflict

N

we may have with any class members.

DATED this 2> day of August, 2022, at Bremerton, Washington.

5 PWOD«L ?M

Patricia Pritchard
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[Case No. 3:20-cv-06145-R]B]] 3101 WESTERN AVENUE, SUITE 350
SEATTLE, WASHINGTON 98121
TEL. (206) 223-0303 FAX (206) 223-0246
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