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1 BOARD STAFF LILA CUMMINGS: Cadllie, it 1 met with representatives from Gilead.
2 looks like are we still waiting on Chair Mizner? 2 CHAIR GAIL MIZNER: Thank you, Lila.
3 BOARD STAFF CALLIE ANN SHELTON: 3 Anyoneelse? Okay. Do | have amotion to
4 Thought | saw her. 4 approve the December 8th minutes?
5 BOARD STAFF LILA CUMMINGS: Thanks, 5 BOARDMEMBER JAMES JUSTIN VANDENBERG:
6 everybody, for joining us this afternoon and 6 ThisisJustin VandenBerg. Motion to approve.
7 thanks for your patience while we make sure we 7 CHAIR GAIL MIZNER: Thank you. Do |
8 got al our Board members present. 8 have asecond?
9 BOARD STAFF CALLIE ANN SHELTON: | see 9 BOARDMEMBER CATHERINE HARSHBARGER:
10 her. 10 Thisis Cathy Harshbarger. | second.
11 CHAIR GAIL MIZNER: Hello, I'm here. 1 CHAIR GAIL MIZNER: Thank you, Cathy.
12 BOARD STAFF LILA CUMMINGS: Hi, Dr. 12 So Dr. VandenBerg moved and Ms. Harshbarger
13 Mizner. 13 seconded. All those in favor of approving the
14 CHAIR GAIL MIZNER: Sorry about that. 14 December 8th minutes, raise your hand and say
15 BOARD STAFF LILA CUMMINGS: Absolutely 15 aye. Aye.
16 fine. 16 BOARDMEMBER CATHERINE HARSHBARGER:
17 CHAIR GAIL MIZNER: Good. Soitis 17 Aye.
18 1:01 p.m., and | would liketo call this meeting 18 BOARDMEMBER SAMI DIAB: Aye.
19 of the PDAB to order on February 16th. Callie, 19 BOARDMEMBER JAMES JUSTIN VANDENBERG:
20 would you please call therall. 20 Aye.
21 CALLIE ANN SHELTON: Of course. Dr. 21 BOARDMEMBER AMY GUTIERREZ:
22 Sami Diab. 22 Commissioner, | just wanted to -- | know there
23 BOARDMEMBER SAMI DIAB: Present. 23 was the meeting that | didn't attend in December.
24 Hello, everyone. 24 | just wanted to make sure | know my nameis
25 CALLIE ANN SHELTON: Dr. Amy Guittierez. 25 listed. | wasjust trying to look at my travel
Page 2 Page 4
1 BOARDMEMBER AMY GUTIERREZ: Good 1 records to make sure that wasn't the day, but if
2 afternoon. I'm here. 2 | could just get that clarification.
3 CALLIE ANN SHELTON: Cathy Harshbarger. 3 CHAIR GAIL MIZNER: Lilaor Cdlie, are
4 BOARDMEMBER CATHERINE HARSHBARGER: 4 you ableto clarify with whether Dr. Guttierez
5 Present. Welcome, everyone. 5 was at the December 8th.
6 CALLIE ANN SHELTON: Dr. Gail Mizner. 6 BOARDMEMBER AMY GUTIERREZ: | believel
7 CHAIR GAIL MIZNER: Present. 7 wasthere, but | just wanted to make sure that
8 CALLIE ANN SHELTON: And Dr. Justin 8 therecordisclear.
9 VanderBerg. 9 CALLIE ANN SHELTON: Let mejust double
10 BOARDMEMBER JAMES JUSTIN VANDENBERG: 10 check.
11 Present. 11 BOARDMEMBER CATHERINE HARSHBARGER
12 CALLIE ANN SHELTON: Madam Chair, we 12 Yeah, | think you came from -- didn't you
13 have aquorum. 13 participate from the airport on one of those
14 CHAIR GAIL MIZNER: Thank you, Callie. 14 days?
15 Do any Board members want to disclose any 15 BOARDMEMBER AMY GUTIERREZ: Yeah,
16 stakeholder meetings? 16 perhaps. Then | approve.
17 BOARDMEMBER SAMI DIAB: Yes, Madam 17 ATTORNEY ABBY CHESTNUT: Dr. Guittierez,
18 Chair. Sami Diab here. We had a meeting with 18 1 think you were present for the December 8th
19 Colorado Oncology Society and our executive 19 meseting, and | think you were not present on
20 director was present aswell. 20 December 15th, so we'll have you abstain from the
21 CHAIR GAIL MIZNER: Thank you, Sami. 21 next vote.
22 LILA CUMMINGS: Andtheninturn, is 22 BOARDMEMBER AMY GUTIERREZ: Thank you.
23 there anyone else who would like to do that. 23 | approve then, Chair Mizner.
24 Members of the Division of Insurance, so Chief 24 CHAIR GAIL MIZNER: Thank you. Thank
25 Deputy Commission Kate Harris, as well as myself, 25 you, Abby, too for the clarification. So the
Page 3 Page 5
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motion passes unanimously and the December 8th
minutes are approved.

Do | have amotion to approve the
December 15th minutes?

BOARDMEMBER SAMI DIAB: | will approve.
Diab.

CHAIR GAIL MIZNER: Thank you. Dol
have a second?

BOARDMEMBER JAMES JUSTIN VANDENBERG:
Justin VandenBerg, | second.

CHAIR GAIL MIZNER: Thank you. Dr.
Diab moved and Dr. VandenBerg seconded. All
those in favor of approving the December 15th
minutes, raise your hand and say aye with the

© 00 N O 0o b~ WN PP

e
w N P O

14
15
16
17
18
19
20
21
22
23
24

exception of Amy who will abstain since she was
not present. Aye.

BOARDMEMBER CATHERINE HARSHBARGER:
Aye.

BOARDMEMBER JAMES JUSTIN VANDENBERG:
Aye.

BOARDMEMBER SAMI DIAB: Aye.

CHAIR GAIL MIZNER: Thank you. The
motion passes. Commissioner Conway is here to
provide opening remarks for todays meeting.

1 amendment that you all are here and that you're
2 doing all the great work that you're doing.
3 We're incredibly thankful about the
4 work that you're doing. The reason why | think
5 we are moving as expeditiously and as, | think,
6 concretely asyou areis because you all are
7 expertsinthefield and it'simpressive every
8 timethat | get an update on the work that you're
9 doing from the team, really how far you've
10 gotten.
11 Soredly again, it'smostly just a
12 thank you. I'm unfortunately not going to be
13 ableto hang out with you al day. I've got to
14 hop off right after that. But like | said, it's
15 been awhile since | came and told you directly
16 how thankful | am for all the work that you're
17 doing. | know we don't pay you incredibly well
18 and | know my thanks doesn't go too far, but it's
19 good for meto come in and thank you personally
20 every onceinawhile.
21 So again, thank you very much, folks.
22 BOARDMEMBER CATHERINE HARSHBARGER
23 Thank you, Commissioner, for allowing usto do
24 the work.

of your hard work. And obviously, in recent
really kind of months, people have been paying a
7 ton of attention to all of the work that you are
8 doing that are very knowledgeable about PDABs
9 just generally speaking throughout the country.
10 And whenever they reach out to have a
11 conversation, it's aways the case that they are
12 incredibly impressed about al of the great work
13 that is being done and how far along the path
14 that you all are.
15 And it'srealy atestament to all of
16 the work that you're doing and all of the work
17 that the team at the Division is doing, realy
18 theteam just across the Board at the Division,
19 the A.G.'s office, everybody. Soit's athank
20 you to everybody, but most importantly, the Board
21 members, and it really has been | think one of
22 the amendments that went on to the legislation
23 back acouple of years ago isto make sure that
24 we appointed and the governor appointed experts
25 onto the Board, and it's a testament to that

25 Welcome, Commissioner. 25 COMMISSIONER MICHAEL CONWAY::
Page 6 Page 8
1 COMMISSIONER MICHAEL CONWAY: Thank | 1 Absolutely.
2 you, Madam Chair, and it's really not opening 2 CHAIR GAIL MIZNER: And thank you,
3 remarks; it'smore athank you. Soit'sbeena 3 Commissioner, for your support of our work.
4 while since I've come by to thank you all for all 4 BOARDMEMBER CATHERINE HARSHBARGER: And
5
6

Page 7

5 aspecia thank you to the executive team that we
6 have. You realy have some dynamic people
7 working to help support usin our work, and |
8 really can't thank you enough for the level of
9 credibility they lend to this project.
10 COMMISSIONER MICHAEL CONWAY: Honestly,
11 Cathy, thank you very much for saying that. They
12 don't get to hear that. | tell them that al the
13 time, | know you guys do too, but it's great for
14 them to hear it publicly as well because they're
15 awesome, they'rerock stars.
16 BOARDMEMBER CATHERINE HARSHBARGER:
17 Yeah, they are.
18 COMMISSIONER MICHAEL CONWAY: All
19 right, folks, I'll let you get back to your
20 meeting. But again, thank you. Have agood
21 meeting. | will stop by again soon enough I'm
22 sure.
23 CHAIR GAIL MIZNER: Thank you very
24 much, Commissioner. We really appreciate your
25 support.

Page 9
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1 COMMISSIONER MICHAEL CONWAY': Thank 1 committee hearing next Thursday iswhat it's
2 you, Madam Chair. 2 currently scheduled for.
3 BOARDMEMBER CATHERINE HARSHBARGER: 3 BOARDMEMBER CATHERINE HARSHBARGER:
4 Chair Mizner? 4 Lila, who's carrying that bill, please, do you
5 CHAIR GAIL MIZNER: Yes. 5 know?
6 BOARDMEMBER CATHERINE HARSHBARGER: | 6 LILA CUMMINGS: | do not know the
7 waswondering if we could, at some point, | would 7 sponsors offhand; our |egislative team does. |
8 like to have an executive session to talk about 8 should know the sponsors. | could look that up
9 -- talk with legal, get legal advice on recent 9 for you.
10 correspondence. 10 BOARDMEMBER CATHERINE HARSHBARGER: No
11 CHAIR GAIL MIZNER: Okay. Lila, would 11 problem. | just was curious. | canlook it up
12 you like us to do that now or would you prefer to 12 too, so thank you.
13 give your director update first. 13 LILA CUMMINGS: Okay, thank you. All
14 LILA CUMMINGS: I'd be happy to run 14 right, and we can go to the next one.

15 through the director update first, so we can get

16 that out of the way, and then maybe right after

17 that if that sounds okay.

18 BOARDMEMBER CATHERINE HARSHBARGER:
19 It'sfine with me.

20 CHAIR GAIL MIZNER: Sounds great.

21 Thank you.

22 LILA CUMMINGS: All right, well, thank

23 you. Sol just have two quick updates: 2024

24 legidlative session and affordability review

25 policy changes.
Page 10

15 Okay, so affordability review policy

16 changes. At your last meeting, actualy at the
17 last few meetings, we have talked about potential
18 changes and redlines to both the affordability

19 review rule, aswell as policy documents. And
20
21
22
23
24
25

these potential changes have really been focused
on feedback we've gotten from you al, aswell as
stakeholders, around the Board's ahility to -- or
potential ability to consider a prescription

drugs orphan drug designation earlier in the

process and specifically an ask of could you all
Page 12

1 S0 just want to make you all

2 dituationally aware of some of the goings ons of
3 the state legislature and the general assembly,

4 so there'sjust two introduced bills that | would

5 liketo call to your attention: thefirstis

6 Senate Bill 24-060, and that's a prescription

7 drug affordability Board exempt orphan drugs. It
8 details kind of exactly what the title says and

9 does directly impact your statute. And then

10 another onethat is going through is Senate -- or
11 that has been introduced is Senate Bill 24-077,
12 and thisis prescription drug manufacturer

13
14
15
16
17
18
19
20
21
22

requirements, so it would require alevel of
registration for prescription drug manufacturers
with the state.

If you have any kind of specific
guestions on these, be happy to connect you
offline with our leg team, but these are two that
have been introduced. There may be more this
session. We got a couple of more months, so
well just continue to kind of keep you
situationally aware.

23 And then | will say that as of right

24 now, | believeit'sjust Senate Bill 60 that has

25 been calendared, so it's going to haveitsfirst

Page 11

consider it during the selection stage.

Additionally, we've gotten some great
feedback, constructive feedback from stakeholders
on how we could engage patients and caregivers
differently, aswell as alternative ways to
engage individual with scientific and medical

D OB W NP

7 training, so we've begun aredline. | think due

8 to timing we didn't think today was the right

9 meeting to bring that before you al to start
10 looking at and discussing. | think the plan
11 would be for usto do that at your next meeting.
12 And then aso note too that it wouldn't impact
13 these affordability reviews; it would be for your
14 next round of affordability reviews.
15 A question | have and would just like
16 to get atemperature check from Board membersis,
17 would you al like to seeredlines first and then
18 we reach out to some of the stakeholders to kind
19 of get their thoughts, or would you al like us
20 to kind of present initial drafts of these
21 redlines directly to stakeholders, start to
22 gather their response, and then come to you with
23 redlines. | waskind of curious which direction
24 you'd like usto go.

25 BOARDMEMBER JAMES JUSTIN VANDENBERG:
Page 13
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1 Lila, who are the stakeholders that we're 1 CHAIR GAIL MIZNER: That soundsfineto
2 thinking of -- | guessit'sto ask for their 2 metoo. | apologizeto everyone. | can't make
3 feedback before then it comes to us versus coming 3 my camerawork. I'mworking on it.
4 to us, possibly tweaking them before going out. 4 LILA CUMMINGS: MissHarshbarger, Dr.
5 LILA CUMMINGS: Good question. | think 5 Diab, any objectionsto kind of going out to
6 so, for orphan drug designation, there are some 6 stakeholdersfirst?
7 specific groups, so I'm thinking of the Rare 7 BOARDMEMBER SAMI DIAB: No, | agree
8 Disease Advisory Council over at CPHE, the 8 with that.
9 National Organization of Rare Diseases. On the 9 LILA CUMMINGS: Okay. Okay, thenwe
10 alternate ways to engage with patients and 10 will plan on doing that. And for the
11 caregivers, | think we've just gotten some good 11 stakeholdersthat arelistening in, we'll take a
12 feedback from specific conditions, specific 12 look at kind of calendars over the coming weeks
13 consumer groups, so we'd reach out to them. 13 and months and get some things on the website and
14 And then on scientific and medical 14 onthe LISTSERV for how we can engage.
15 training, | think we've kind of heard from you 15 And that concludes my updates.
16 all that having anon-clinician in the middle of 16 I'll just make one last comment before
17 the conversation between clinicians maybe isn't 17 we moveon. Clearly, | think you can hear my
18 the most efficient way, so that would probably -- 18 voiceisalittle sore, not quite at 100 percent,
19 | think will kind of engage in that. 19 so | may be going off camera and on mute more
20 I think with this, if you all -- and we 20 frequently thismeeting. Please know I'm still
21 would plan on this at some point. We'd also have 21 listening, | might just be getting a hot cup of
22 just an open to any stakeholder to engage, so 22 water, so thanks.
23 probably just a stakeholder meeting, but those 23 CHAIR GAIL MIZNER: Okay. Thank you,
24 arethe groupsthat | think we're thinking about. 24 Lila. Soit soundslike at this point, we should
25 BOARDMEMBER AMY GUTIERREZ: Lila, what | 25 vote about whether we want to go into executive
Page 14 Page 16
1 would be the staff's recommendation in terms of 1 session. Do | have amotion to meet in executive
2 what you believe would be most effective? 2 session to discuss legal questions that Ms.
3 LILA CUMMINGS: | think it might be 3 Harshbarger has.
4 most efficient if wejust go directly to 4 ATTORNEY ABBY CHESTNUT: And actualy,
5 stakeholders first with some of the redlines, and 5 Dr. Mizner, if | can just interject.
6 we can bring them to you all kind of after we've 6 CHAIR GAIL MIZNER: Yeah.
7 vetted them alittle bit with stakeholders and 7 ATTORNEY ABBY CHESTNUT: So without
8 kind of identified areas where we agree. And we 8 waliving any privilege, Ms. Harshbarger, if you
9 can aso, if we disagree with stakeholders, we 9 could just maybe specify with alittle bit more
10 can at least explain why we disagree. 10 detail what you want the topic on legal advice to
11 So, yeah, I'd say allowing usto kind 11 be. We need to be alittle bit more specificin
12 of go forth and share redlines earlier with 12 the motion to go into executive session. And we
13 stakeholders might be the most efficient. 13 also -- actually, let'sjust start there, Cathy,
14 BOARDMEMBER AMY GUTIERREZ: | don't 14 if you don't mind. Which correspondence were you
15 know about the other Board members, but I'd 15 wanting to get legal advice on?
16 recommend that we do have you work with the 16 I'm sorry, you're on mute.
17 stakeholdersfirst before we saw the redline. | 17 BOARDMEMBER CATHERINE HARSHBARGER: Can
18 don't know, fellow Board members, what do you 18 you hear me now?
19 think? 19 ATTORNEY ABBY CHESTNUT: Yes.
20 BOARDMEMBER JAMES JUSTIN VANDENBERG: | 20 BOARDMEMBER CATHERINE HARSHBARGER:
21 agree with you, Amy, yeah, to get that feedback 21 Okay. | just don't know where my camera went,
22 and not have more of aback and forth, if it's 22 but anyway...
23 coming to us, then going back out, and now the 23 | wanted to talk about the -- and
24 changes, and then to come back to us. | think 24 that'swhat | had switched to, in specific, the
25 you're on theright track. 25 letter received from Community Access National
Page 15 Page 17
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1 Network.

3 believe since that public comment letter was

4 received for one of these affordability reviews,

5 we're happy to provide legal advice on that, and

6 | can help kind of formulate the motion. But

7 since Dr. Diab has a conflict with that drug, |

8 believeit's Genvoya, but please correct me if

9 I'm mistaken. So since Dr. Diab has a conflict
10 with that drug, we'll just ask that the remaining
11 four Board membersvote. Dr. Diab, you're
12 welcome to vote us into executive session, but we
13 won't have you join us.
14 So then I'll kind of phrase the motion,
15 but Cathy, please correct meif thisis not
16 correct. So are you asking that the Board move
17 into executive session to receive legal advice
18 from its attorneys regarding the public comment
19 letter received relating to Genvoya, pursuant to
20 Section 24-6-402(3)(a)(I1)?
21
22 Yes, | am. Thank you.

2 ATTORNEY ABBY CHESTNUT: Okay. Sol

BOARDMEMBER CATHERINE HARSHBARGER

Page 18

we're back. The Board has adjourned its
executive session. The Board received lega
advice regarding responding to public comment on
Genvoya. The Board conducted no formal business
within the meeting.

Next on the agendais a discussion of
Enbrel. Before we begin discussion of the
affordability review data, Board members will
need to disclose conflicts of interest related to
the prescription drugs on today's agenda, Enbrel

© 00 N O 0o b~ WN PP
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11 and Genvoya. Calliewill doarall call.

12 CALLIE ANN SHELTON: Dr. Sami Diab.

13 BOARDMEMBER SAMI DIAB: Yeah, | have
14 conflict with both drugs.

15 CALLIE ANN SHELTON: Thank you, Sami.
16 Dr. Amy Gutierrez.

17 BOARDMEMBER AMY GUTIERREZ: No
18 conflicts.

19 CALLIE ANN SHELTON: Cathy Harshbarger.
20 BOARDMEMBER CATHERINE HARSHBARGER: No
21 conflict.

22 CALLIE ANN SHELTON: Dr. Gail Mizner.
23 CHAIR GAIL MIZNER: No conflict.

24 CALLIE ANN SHELTON: And Dr. Justin

25 VandenBerg.

Page 20

6 sorry, who -- Ms. Harshbarger moved and Dr.
7 Guttierez seconded to convene in executive

8 session. We need to vote on that, so all in

9 favor, please raise your hand and say aye.

18 motion passes and the Board will now convenein
19 executive session. The public is now excused.
20 LILA CUMMINGS: And just note for

21 members of the public, the dide will be up and
22 wewill be back when thisis done.

23 (00:19:09 Executive Session begins)
24 (00:33:36 Executive Session ends)
25 CHAIR GAIL MIZNER: Thank you everyone,

23 ATTORNEY ABBY CHESTNUT: Okay.
24 BOARDMEMBER AMY GUTIERREZ: I'll second
25 Cathy's motion.

1 CHAIR GAIL MIZNER: So moved.

2 ATTORNEY ABBY CHESTNUT: Okay.

3 BOARDMEMBER AMY GUTIERREZ: And I'll

4 second, Amy Gutierrez.

5 CHAIR GAIL MIZNER: Thank you. So

10 BOARDMEMBER AMY GUTIERREZ: Aye.

11 BOARDMEMBER CATHERINE HARSHBARGER:
12 Aye.

13 BOARDMEMBER JAMES JUSTIN VANDENBERG:
14 Aye.

15 BOARDMEMBER CATHERINE HARSHBARGER:
16 Aye.

17 CHAIR GAIL MIZNER: Thank you. The

Page 19

1 BOARDMEMBER JAMES JUSTIN VANDENBERG:
2 No conflict.
3 CHAIR GAIL MIZNER: Thank you. Sowe
4 do have aquorum of four people to proceed.
5 Before we begin deliberation, 1'd like to note
6 that all Board members were present at the
7 December 8th meeting when staff presented draft
8 evidence for the Enbrel affordability review.
9 I'd like to also note that the Board members were
provided with the entire unredacted draft report
on February 9th. I'm sure everyone has read
that, as havel.
To ensure that all Board members have
had an opportunity to review the information in
the draft report, I'd like to ask if any Board
member feels we do not have sufficient
information to deliberate regarding
unaffordability for Enbrel today. Isthere
anybody who feels that we need further
information before deliberating?
BOARDMEMBER CATHERINE HARSHBARGER:
Nope.
CHAIR GAIL MIZNER: Okay. If thereare
24 no concerns, are there any objections to moving

25 forward with deliberation?
Page 21
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1 BOARDMEMBER CATHERINE HARSHBARGER: No 1 itsindication, utilizer profile, health equity

2 from Cathy. 2 impact, and therapeutic aternatives, and these

3 CHAIR GAIL MIZNER: Okay, good. Lila, 3 arethe appendices with that information is

4 let's move forward with deliberation. 4 pulled from. We can go to the next dlide.

5 LILA CUMMINGS: All right. Thank you, 5 So Enbrel has six indications, six FDA

6 Chair Mizner. We can go to the next slide. 6 approved indications: rheumatoid arthritis,

7 So | will note that we have received 7 ankylosing spondylitis, plague psoriasis,

8 several suggestions for redlines. Board members, 8 psoriatic arthritis, juvenileidiopathic

9 that was those redlines were shared in your 9 arthritis. And then October of 2023, an
10 confidential protected folder, so you have the 10 additional indication was FDA approved, and
11 unredacted confidential version. 11 that's polyarticular juvenileidiopathic
12 | also have on my desktop a redacted 12 arthritis.
13 public version and was planning to open those 13 And actualy, I'm going to pause here.
14 documents up and we will go to them to walk 14 Thisisactualy -- apologies -- thisis
15 through the changes as we go throughout the 15 inaccurate. Juvenileidiopathic arthritis, and
16 report but do let me know if you kind of would 16 it'saccurate in your report, juvenileidiopathic
17 like the cadence to go any differently. 17 arthritisis not one of the indications; it's
18 So well just start with therapeutic 18 juvenile psoriatic arthritis. And so, we can get
19 and utilization profile overview. | will say 19 into that in future slides, but in your report,
20 that, you know, the next | believe 40 slides are 20 itisaccurate. Apologiesfor this. Okay, next
21 redlly just copy and paste or screenshots from 21 dide.
22 thereport itself, so we will defer to you on how 22 Orphan drug status. So Enbrel is
23 much time you would like to spend discussing each 23 classified by the World Health Organization
24 slide. To savemy voice, I'm not going to read 24 Anatomical (ATC) asatumor necrosis factor alpha
25 each dlide, but we'll leave it up on the screen 25 (TNF) inhibitor. And the FDA granted orphan drug

Page 22 Page 24

1 for abit, and then you al can kind of discuss 1 designation in 1998 for polyarticular-course

2 asyou seefit. 2 juvenile rheumatoid arthritis, which is now

3 | will note that when it comesto 3 referred to as polyarticular juvenile idiopathic

4 potential redlines to the report, the redlines 4 arthritis.

5 that I'll share on my screen and that you all 5 BOARDMEMBER AMY GUTIERREZ: So, Lili,

6 havein your folder, the redlines that we made 6 just acomment. The orphan drug designation is

7 wereredly around pulling up data sources. SO | 7 only for oneindication.

8 we received some recommendations from Board s LILA CUMMINGS: Correct.

9 membersindividually to kind of highlight thingg 9 BOARDMEMBER AMY GUTIERREZ: Not for all
10 in appendices or to pull more data from source | 10 of them.
11 materialsthat were already footnoted and cited, | 11 LILA CUMMINGS: Correct. Next dlide.
12 sothat'swhat today's redlines really focuson. | 12 And then hereis information on

13 Before next Friday, if you all areina 13 utilization of Enbrel according to the All Payer
14 space where you are ready to adopt the final 14 Claims Database from 2018 to 2022. And | will
15 report, | will note that there are a number of 15 note Appendix D, we've talked about kind of
16 typos and grammatical errors that we do plan on| 16 considerations and limitations with APC data
17 fixing that we've not redlined for you today. 17 before and further details are outlined in

18 But then also would encourage, if there are style| 18 Appendix B.
19 or tone changes that you all would liketo seein| 19 Next slide.

20 thefinal report, we will continue accepting 20 So we do have some utilization and All
21 editsthere. 21 Payer Claims Database about payer type, so you'll
22 So these are for the therapeutic and 22 see here information on utilization across

23 utilization profile view includes information 23 commercial markets, Medicaid and Medicare
24 about Enbrel's clinical efficacy and the people | 24 Advantage, asreported in the APCD.

25 who useit. Informationis provided regarding | 25 BOARDMEMBER CATHERINE HARSHBARGER: |
Page 23 Page 25
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1 think the one thing that really does indicate too 1 BOARDMEMBER CATHERINE HARSHBARGER:
2 isthat the out-of-pocket costs and copays are 2 Yesh.
3 probably going to be, as we're going to see 3 LILA CUMMINGS: Go to the next slide.
4 |ater, are going to show that that impacts people 4 BOARDMEMBER CATHERINE HARSHBARGER:
5 morethan it usually does because it's more of 5 Really speaks volumes.
6 the private commercial insurances are paying the 6 CHAIR GAIL MIZNER: Yesh. That would
7 magjority of the claims, | guessisthe way | want 7 seem to indicate that there may be peoplein
8 tosay it. 8 those purple counties, if I'm interpreting this
9 CHAIR GAIL MIZNER: Y ou mean with more 9 correctly, that are either not diagnosed or
10 associated copays and deductibles and like that. 10 diagnosed and unable to access certain
11 BOARDMEMBER CATHERINE HARSHBARGER] 11 medications.
12 Right, yeah. 12 LILA CUMMINGS: And also | gpologize
13 LILA CUMMINGS: Okay. Any other 13 for not saying this earlier. We are joined today
14 comments on this dide? Okay, next slide. 14 by anumber of in-house and contract colleagues
15 And then hereit'svisualized a 15 who are on hand to answer any questions you might
16 different way, the same information but a 16 have. | think they'll be kind of more in the
17 dightly different format. Okay, next slide. 17 coming slides, but we have K ate Davidson, our
18 So there was some research done and 18 manager of insurance data science, aswell as
19 it'skind of much more comprehensivein the 19 folks from the program on regulations,
20 appendix, in the associated appendix, but we did 20 therapeutics, and law portal, specifically Dr.
21 summarize abit of ahealth equity literature 21 Ben Rome and Dr. Aaron Kesselheim are here today
22 review in the body of the summary report, but | 22 to answer any questions you might have. So
23 know Board members have looked at the full 23 welcome and apologies for not introducing you all
24 appendix aswell. 24 earlier.
25 I will note something that is noted in 25 BOARDMEMBER CATHERINE HARSHBARGER: |
Page 26 Page 28
1 thereport, which isit isdifficult to find 1 think these purple areas also -- | just read some
2 drug-specific health equity data most times. And 2 of my notes. It said that the low-income people
3 o, alot of what this research focuses on and 3 arealso not aslikely to have accessto this
4 summarizes is the specific conditions and 4 drug aswell.
5 indications that Enbrel treats and is not 5 LILA CUMMINGS: | don't know if we
6 necessarily specific to Enbrel itself. 6 necessarily had information specific to Enbrel on
7 BOARDMEMBER CATHERINE HARSHBARGER: | 7 access. | believe the research just pointed out
8 think that one thing that was interesting is 8 that access generally to medications (sound
9 finding out that the Hispanic and Black patients 9 glitch) across race and ethnicity.

=
o

were usually undertreated and underdiagnosed as a
beginning factor of that. | thought that was of
interest and | thought that there's a map that

shows that really, there's quite a bit of

e
w N P

14
15
16
17
18

disparity within the different countiesin the
state as far as being able to access this
medication.
CHAIR GAIL MIZNER: There are a paucity
of rheumatologistsin many rural areas.

19 BOARDMEMBER CATHERINE HARSHBARGER:
20 Yes.
21 BOARDMEMBER AMY GUTIERREZ: Wedid,

22 however, have the SV score numbers and in 2022,
23 amost 50 percent of the patientslived ina
24 county with ahigher SV score than the statewide

25 average.
Page 27

10 BOARDMEMBER CATHERINE HARSHBARGER
11 Thank you.

12 LILA CUMMINGS: All right, so we'll get
13 into therapeutic aternatives. So | will say you

14 &l made a decision with previous drugsto -- |

15 guess| should just say thisisthe first time

16 that kind of a deeper dive into therapeutic

17 dternativesisbeforeyou all.

18 So here are the in-class therapeutic

19 dternatives -- brand name therapeutic

20 aternatives. You'll seethem up there on the

21 screen. | will not read through them.

22 I will notein the affordability review

23 summary report, we did include additional

24 information regarding Humira and Remicade having
25 biosimilars. I'll let you al kind of have this
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1 discussion ahit, then I'm going to show you my
2 screen and pull up the redlined information that
3 was added. But we just wanted to acknowledge
4 that thereis-- you know, that Humira and
5 Remicade do have biosimilar products that have
6 been introduced within the past five years.
7 But then I'll also note that the
8 utilization of those biosimilars, because of the
9 lag in claims data, was very, very small, so
10 there was not an analysis done from the APCD data
11 of biosimilars.
12 BOARDMEMBER AMY GUTIERREZ: I'dliketo
13 echo that. One of thethings | noted, Humirawas
14 not available in biosimilar form when this
15 analysis was done, but it was done for our
16 neighbors fund release. And payers do have
17 different -- from my experience, payers have
18 different types of access depending on the drug.
19 The other thing that strikes me as|
20 look at thisis, most of these are probably
21 pharmacy benefit drugs with the exception of
22 Infliximab Remicade, which isan infusion. So as
23 we start looking at copays and what the --
24 they're under a different benefit structure than

25 the pharmacy benefit, the regional pharmacy
Page 30

1 itstherapeutic targets over five years. So

2 well just leave this up for a second.

3 BOARDMEMBER CATHERINE HARSHBARGER: |

4 think noticing that Humirais by far twice the

5 amount of people are utilizing that versus

6 Enbrel. | don't know this, but probably as

7 pharmacists you do, but is Humira maybe the first

8 line or isthere anything that's basically

9 considered first line?
10 CHAIR GAIL MIZNER: Therereally isnt,
11 Cathy, no. | mean, there's a huge armamentarium
12 of rheumatoid arthritis and autoimmune drugs and
13 thereisno -- nothing that particularly says
14 that you should use one over another.
15 BOARDMEMBER AMY GUTIERREZ: However,
16 when we look at some of the patient comments and
17 feedback we got in the report, there were some
18 comments where we had to go back to step therapy.
19 Somy guessis given the fact that Humirais now
20 biosimilar, at least in today's market, that that
21 may be aworkhorse for alot of payersjust
22 because of the price comparison, and they may be
23 using it asfirst line versus escalation.
24 | think Gail'sright. There'salot of

25 inter-variability, but if you're newly diagnosed,
Page 32

1 benefit. So | think we need to keep that in mind

2 aswe go down theroad in looking at costs.

3 CHAIR GAIL MIZNER: So, Amy, you feel

4 that Infliximab Remicade is sort of less

5 comparable because it requires in-house infusion.

6 BOARDMEMBER AMY GUTIERREZ: It's

7 usually typical -- and Justin chimein -- but

8 usually medical benefits and pharmacy benefits

9 have different copay structures, so it's kind of
10
11
12
13
14
15
16
17
18
19
20
21
22

different. It'sreally hard to compare them as
one-to-one when we start looking at copay and co-
insurance.

BOARDMEMBER JAMES JUSTIN VANDENBERG:
Most of the thinking along -- absolutely right,
Amy, but also thinking too of the access of even
alocation of an infusion center to where one
could even be administered, especially in more of
your rural areas; whereas, as a self-injection,
subcutaneous has its own other access benefit.
So just keeping that in mind too as we move down.
But, yeah, asfar asthe pay structure, it's
going to be very different.
23 LILA CUMMINGS: Okay. | think we can
24 move on to the next slide. And then hereis

25 information on the utilization of both Enbrel and
Page 31

1 you got to stop somewhere, so | think they're
2 probably utilizing the biosimilars more.
3 CHAIR GAIL MIZNER: I'm sureit depends
4 in part on which drugs will be approved by their
5 insurance. You know, there's asimple difference
6 between Enbrel and Humira, which is that Humira
7 isinjected every two weeks normally and Enbrel
8 injected every week normally, so few times having
9 toinject yourself, you know. But thereisn'ta
10 sort of thisiswhat you start first, thisis
11 what -- unless you're looking at methotrexate,
12 which has been traditionally what is often
13 started first, but that's not actually
14 necessarily current practice for | think many
15 rheumatologists.
16 BOARDMEMBER CATHERINE HARSHBARGER: And
17 I'm not sure totally on the cost, but | think in
18 the graphs that we saw in our report, Humira
19 cost-wiseisn't cheaper, | guessistheway I'd
20 put it; it's very expensive as well.
21 BOARDMEMBER AMY GUTIERREZ: Back in
22 2022, Cathy, yes. But after the -- it'skind of
23 like whenever something goes biosimilar, it's
24 kind of like a generic competition; you have
25 multiple vendors that come up or pharmaceutical
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1 manufacturers that come into the playing field.
2 Sojust that competition lowers the price.
3 That'skind of -- thisis an unusual situation
4 with this drug, given that the biosimilars didn't
5 become available until 2023.
6 CHAIR GAIL MIZNER: And asyou may
7 recall, we actually decided not to do an
8 affordability review on Humira because of those
9 biosimilars that had become available.
10
11 Right, right, okay.
12 CHAIR GAIL MIZNER: It came out inthe
13 very expensive range as well, but that was the
14 reason we did not decide -- we decided not to do
15 an affordability review of it.
16
17 Yeah, that'sfor that review.
18 LILA CUMMINGS: And they'rejust
19 echoing something that | believe Dr. Guttierez
20 said. We, in talking with patients and
21 caregivers and looking at the survey results,
22 formulary placement seemed to -- that was
23 something we heard from patients that impacted
24 them across Enbrel and therapeutic dternatives
25 wasthe different formulary placements.

BOARDMEMBER CATHERINE HARSHBARGER

BOARDMEMBER CATHERINE HARSHBARGER

Page 34

1 also have some good information for us.
2 So price and cost profile overview is
3 next. This profile includes information on why
4 different entities aong the prescription drug
5 supply chain or what do they charge for Enbrel,
6 aswell aswhat different entities pay.
7 Information is also provided regarding Enbrel's
8 financial effects on health, medical, and social
9 servicescosts. You'll seethere's a number of
10 appendicesthat thisrelies on.
11 I will just call out in particular
12 Appendix D, relative financial effects. Because
13 Enbrel has, you know, six indications and fivein
14 particular that have had, you know, prior FDA
15 approval prior to this past October, thereisa
16 lot of detailed information from across a number
17 of national/international organizations, as well
18 asfrom the manufacturer themselves regarding the
19 relative financial effects of Enbrel. They are
20 not summarized in atable in the summary report.
21 Instead, we've encouraged Board membersto go
22 read Appendix D in full because there's alot of
23 great information there. So just noting that,
24 that that's the kind of one time we said please
25 go read this appendix. That's sounded alittle
Page 36

2 read them saying that | was stabilized on Enbrel,
3 but because the insurance wanted meto go try

4 another agent again, | had to go do that before |
5 could get accessto it. | think | recall reading

6 that.

8 Yeah, that happens unfortunately. Y ou know, it's
9 hard for patients and providers because they want
10 to go with the drug they believe is going to be
11 the best one, but that cost factor comesinto
12 play.
13 LILA CUMMINGS: We can keep moving
14 aong. Sothat kind of summarizesthe
15 therapeutic and utilization profile. There's
16 moreinformation inthereport. And actualy,
17 I'm thinking that maybe one of the structures
18 could be we'd go through all the dlides for each
19 drug, | will share my screen because | just want
20 to make sure everybody specifically seesthe
21 redlines that we've proposed so far. So well
22 get through all the dides and then I'll verbally
23 mention them aswe go. And we'll come, I'll
24 share my screen and show you the redlines that
25 we've made based on your input because you all

1 BOARDMEMBER AMY GUTIERREZ: | think |

7 BOARDMEMBER CATHERINE HARSHBARGER

Page 35

1 weird. | know you all read the appendices, but

2 that onein particular has the information.

3 So next dide.

4 All right, so here is some summary

5 dtatistics regarding both price and cost per

6 person statistics, as well as statewide price and

7 cost statistics as of January 1st, 2024. And

8 then I'll just note since Enbrel's introduction,

9 the WAC hasincreased over 1500 percent. So
10 we'll leave this up for abit, seeif there's any
11 questions, seeif there's any clarifications that
12 are needed.
13 BOARDMEMBER CATHERINE HARSHBARGER: |
14 think the total -- yeah, | think the total out-
15 of-pocket costs we showed was annually about
16 3,980, right, when you combined that with the
17 copays.
18 LILA CUMMINGS: Yes. Wedo have, like,
19 adeeper diveinto out-of-pocket costsin a
20 coupleof slides. And you're correct, so there
21 aretimeswhere -- and thisis noted in the
22 report -- there are times where Medicaid patients
23 out-of-pocket costs are included in a statistic
24 and there are timeswhen it is not.

25 And we note that thisis because
Page 37
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1 Medicaid patients typically pay zero to $3.00, so
2 it could potentidly, if you're trying to focus
3 in on what the average commercially insured
4 patient is paying, if you include Medicaid data,
5 it'sgoing to skew the results. And so, this
6 average patient paid per person per year out of
7 pocket of $2,295; that isincluding Medicaid
8 patients. But then later in the report, we do
9 specifically call out the average out-of-pocket
10 for just commercialy insured patients and that
11 isthat number you were mentioning, Cathy.
12 And then, Kate Davidson, correct me if
13 I'm wrong on any of this.
14 KATE DAVIDSON: | do have adight
15 correction. Thisistill not including Medicaid
16 for any average, we're not including Medicaid.
17 Thisisincluding the Medicare Advantage folks,
18 and so that's why thisis different than that
19 $3900 number that you referenced, Cathy, which is
20 only commercialy insured folks.
21 BOARDMEMBER CATHERINE HARSHBARGER
22 Okay. Still asignificant number. When | looked
23 at this, it said in the surveys that you did -- |
24 believeit's the surveys, somebody can correct me

25 -- that zero to $50 was paid by 57 percent of the
Page 38

1 histogram, which is very, very skewed to alower
2 dollar amount, but swings al the way out to some
3 small number of individuals who paid that much.
4 BOARDMEMBER AMY GUTIERREZ: The APCD
5 database, if they were getting manufacturer
6 patient assistance, would it show up still asa
7 patient paid amount?
8 KATE DAVIDSON: It depends on how the
9 assistance comes across, but it's very possible
10 thoseindividuals at the very high tail of that
11 were receiving some sort of assistance and that's
12 just not something that we're able to seein that
13 database.
14 BOARDMEMBER AMY GUTIERREZ: Sothe
15 survey information that Cathy referenced might be
16 abetter indicator of what's really happening
17 with patients.
18 BOARDMEMBER CATHERINE HARSHBARGER: And
19 | guess| seetoo that if 57 percent have a zero
20 to $50, that's nice, but then there's still a
21 huge amount of people that are paying more, you
22 know, there's still a significant number there.
23 BOARDMEMBER AMY GUTIERREZ: Agreed.
24 CHAIR GAIL MIZNER: Asl recdl inthe
25 patient surveys, a significant number of patients

Page 40

1 respondents, .3, and then the rest of it they
2 paid between $9,8- -- some were as high as $9,850
3 to almost $10,000, 990, so those are significant
variabilitiesin the cost to the patient that |
just wanted to bring up. Because total patient
paid out, it was, like, $9.8 million, significant
number. Oh, it'sright there on that page, total
patient paid. | find that significant.
BOARDMEMBER JAMES JUSTIN VANDENBERG:
What was the number of outliers again that had

© 00 N o o b

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

this severe -- or, like, the very, very high out-
of-pocket costs, Cathy, like what you had
mentioned?

BOARDMEMBER CATHERINE HARSHBARGER:
Well, there was 57.3 percent that were zero to
50, and then those that paid the 9850 -- Lila,
can you help me with that -- or isit the
difference?

KATE DAVIDSON: So thisisfrom the
APCD claims and kind of just bucketing how many
people paid within a$50 bucket. So it was 57
percent of people paid between zero and $50, and
then a number of people that | can't tell you
becauseit is 12 or fewer paid in that large

chunk. And in the report, it showskind of that
Page 39

1 reported that the amount they had to pay was

2 problematic for them.

3 BOARDMEMBER CATHERINE HARSHBARGER

4 Yes, they said that. And they also said that

5 sometimes they were going without other things

6 they needed in their lives to be able to afford

7 that medication in those patient surveys. In

8 fact, | actually put those numbers down: 52

9 percent of the people said they had to adjust for
10 cost of medicationsin their budgets basicaly,
11 and 21 percent said that they had medical debt as
12 aresult of that, and that was compared to
13 nationally. Nationally, the 52 percent as
14 compared to 27 percent nationally, and 21 percent
15 medical debt in Colorado versus 13 nationally, so
16 ahigher amount of people are actually in medical
17 debt asaresult of this medication.
18 CHAIR GAIL MIZNER: You mean it seems
19 worse in Colorado than it does nationally.

20 BOARDMEMBER CATHERINE HARSHBARGER
21 Correct.
22 CHAIR GAIL MIZNER: Because that was 21

23 out of 38, | believe.
24 BOARDMEMBER CATHERINE HARSHBARGER
25 Yeah. | took the different percentages because

Page 41

11 (Pages 38 - 41)

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127



Case No. 1:24-cv-00810-NYW-SBP Document 25-1 filed 06/30/24 USDC Colorado pg 13

of 45
1 it speakstoit, yeah. 1 CHAIR GAIL MIZNER: | think you may
2 LILA CUMMINGS: We can actualy keep 2 have that dide coming up, right, Lila?
3 moving along because | think these slides will 3 LILA CUMMINGS: All right, so hereis
4 get into some of the survey results and patient 4 information. Thisisjust abetter breakdown of
5 out-of-pocket response. 5 the average month. And so, in the average month,
6 BOARDMEMBER CATHERINE HARSHBARGER: 6 what is someone paying across different types of
7 Sorry about that, Lila. 7 out-of-pocket costs. Kate, before | speak,
8 LILA CUMMINGS: Oh, no, please don't be 8 please remind me, isthis commercia only or this
9 sorry. Okay, so out-of-pocket estimates. So you 9 got commercial and Medicare Advantage?
10 know, we've got the All Payer Claims Database, as 10 KATE DAVIDSON: | believethisis
11 well asinformation from survey responses. Here 11 commercia only. Yes, thisiscommercia only.
12 isoneway to visualize differences between 12 LILA CUMMINGS: Okay.
13 Enbrel and itsin-class therapeutic aternatives 13 BOARDMEMBER AMY GUTIERREZ: When we
14 across the average copay, average deductible, and 14 look at the out-of-pocket costs for Remicade,
15 averagetotal out-of-pocket cost. 15 giventhat itisaninfusion, isthat just the
16 So there'salot on thisslide, so I'm 16 drug or isit the drug with the IV solution and
17 just going to give amoment and turn it over to 17 dl of that, or do we know?
18 you all. 18 KATE DAVIDSON: | thinkit's
19 BOARDMEMBER AMY GUTIERREZ: When | look 19 everything. So the claim itself will include all
20 at this dlide, thisis what made me make that 20 of the costs associated with the infusion, so
21 comment about the Remicade being different 21 thisisthe copay associated with that medical
22 because | think it's a different structure. When 22 distribution of the drug, if you will, so it does
23 | look at the bottom, Enbrel, Humira, Cimzia, and 23 include that difference.
24 Simponi, those are more the pharmacy benefit. | 24 DR. BEN ROME: Dr. Guttierez, thisis
25 seethem kind of in the same benefit structure 25 Dr. Rome from PORTAL. We'velooked at this
Page 42 Page 44
1 versus Remicade. 1 separately as separate claimsin prior studies
2 CHAIR GAIL MIZNER: So even if wetake 2 and the cost of -- usualy, you know, the out-of-
3 out Remicade, we still are seeing that Enbrel, in 3 pocket cost is mostly for the drug claim, the
4 terms of out-of-pocket costsis second only to 4 code that's for the drug; that includes the
5 Humira, which of course, thisis 2022, the most 5 administration of the drug too. But thereisa
6 recent datamay be -- islikely changing given 6 separate code, an administration code, that's
7 the biosimilars at least that people are 7 like asort of generic administration of an 1V
8 accessing biosimilars of Humira. And so, Enbrel 8 solution for cancer or for non-cancer, and it
9 doeslook relatively more expensive in terms of 9 depends on the time and how long it takes. So
10 out-of-pocket costs for what patientsin Colorado 10 those can generate additional out-of-pocket
11 are paying. 11 costs, but they tend to be small relative to the
12 BOARDMEMBER AMY GUTIERREZ: | agree 12 out-of-pocket costs of the drug itself.
13 with you, Gail. 13 BOARDMEMBER AMY GUTIERREZ: It does
14 CHAIR GAIL MIZNER: Any other comments 14 include the labor and everything for infusing;
15 onthis before Lilamoves on? Kate, anything to 15 that's where | waskind of going with it.
16 add? 16 DR. BEN ROME: Yesh. | mean, it
17 BOARDMEMBER CATHERINE HARSHBARGER] 17 includes the storage and delivery of the drug;
18 Therewas, on one of those surveys, it did 18 thereis a separate administration cost there
19 mention 10 patients, but, you know, we're talking 19 that, you know, healthcare facilities can bill to
20 about 22 or 23 people that were surveyed, that 20 insurance company. Obvioudly, that might vary by
21 they still had trouble paying for their 21 payer or how that's negotiated and whether
22 medication, so | thought that was pretty 22 they're allowed to bill that.
23 significant too out of the total number that we 23 BOARDMEMBER AMY GUTIERREZ: Thanks.
24 had -- well, admost half of the people were 24 BOARDMEMBER CATHERINE HARSHBARGER: The
25 having trouble paying for it. 25 only comment | want to make on thisisthe
Page 43 Page 45
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1 averagetota out-of-pocket per month is $373, 1 1 think 30 percent of them said they still had
2 and | always think that in relationship to what 2 trouble affording Enbrel, like paying their rent.
3 doesit cost to have your house, what does it 3 And they would know about -- | mean, patient
4 cost to buy groceries every week, especialy 4 manufacturer programs are out there, so we still
5 right now. And so, $373 isalot of out-of- 5 have -- and that's a big percentage. To have 30
6 pocket per month, it really isalot, especially 6 percent have to decide between paying their rent
7 if you start talking about single-parent families 7 or food or transportation versus their drug, it's
8 or any of that going on as well. 8 abig chunk.
9 CHAIR GAIL MIZNER: Andinthisreview 9 BOARDMEMBER JAMES JUSTIN VANDENBERG:
10 of just commercia insurance, Enbrel is the most 10 Absolutely.
11 expensive of the therapeutic aternatives. 11 CHAIR GAIL MIZNER: And| think, you

be problematic to that level of having to pay an
out-of-pocket cost there. | think that's where

12 BOARDMEMBER CATHERINE HARSHBARGER] 12 know, there were also patient comments about the
13 Right. 13 difficulty of having to be on the phone all day
14 CHAIR GAIL MIZNER: Any other comments 14 to accessthe patient assistance. It doesn't
15 on this before Lilamoves on? 15 sound like the programs are particularly easy or
16 LILA CUMMINGS: Okay. And so, thisis 16 that they always cover enough. | mean, just
17 similar information shown in a different way, but 17 going back to one of thefirst slides, it'sjust
18 1 will notethisisannual. So thistable shows 18 impressive that the WA C would have increased 1500
19 the annual change and the annual average out-of- 19 percent; that is...
20 pocket amounts comparing Enbrel, which isin dark 20 BOARDMEMBER JAMES JUSTIN VANDENBERG:
21 purple, to its therapeutic alternatives. Each 21 |sthat year over year or isthat from when it
22 lineislabeled with the name of the therapeutic 22 first cameto...
23 aternative and then the percent change from 2018 23 CHAIR GAIL MIZNER: When it first came
24 to0 2022, and Enbrel hasthe third highest 24 out, which was along time ago.
25 increasein total out-of-pocket costs with a77.8 25 BOARDMEMBER JAMES JUSTIN VANDENBERG: |
Page 46 Page 48
1 percent increase. 1 just want to clarify on that one. I'm, like, did
2 BOARDMEMBER JAMES JUSTIN VANDENBERG: | 2 it go from (crosstalk) and then it went up to
3 mean, it doesn't seem like the story has really 3 that? But still, long run, you know...
4 changed much on each dlide that we've gone to. 4 CHAIR GAIL MIZNER: Y eah.
5 You know, | think any normal person, they're 5 BOARDMEMBER AMY GUTIERREZ: And, Lila,
6 seeing Cimzia, like financial, you know, seem to 6 arewe going to have adlide -- I'll hold my
7
8
9

Amy was asking earlier about where does the copay
10
11
12
13
14
15
16
17
18
19
20
21
22 and tease out from the information here.

23 BOARDMEMBER AMY GUTIERREZ: | think
24 Cathy said it earlier and | agree with you.

25

cards comein or any kind of patient assistance.
But even if it isadding in there, that's still -

- well, | guess that's not reflective in this, so

if it's showing that amount with that copay card,
let's say if it wasintegrated, how much would
that bring that 77.8 percent down.

I think that's kind of where it's that
missing puzzle piece to seeisthat truly alarge
impact, a sufficient impact to say that it's
making a change or making a dent for patient
access or ahility to pay. | don't know, that's
kind of some of the pieces I'm trying to look for

Cathy said earlier that in the patient comments,
Page 47

7 question then -- on rebates, because | know

8 that'sthe next section on the report.

9 LILA CUMMINGS: Wedo have aslide with
10 those confidential, so I'd be happy to kind of --
11 if you al would like to go into executive
12 session. | will just reemphasize for folks. So
13 we have rebate estimate data that we obtained
14 through an organization called SSR Health. We
15 are not allowed to share that information
16 publicly. Board members cannot discussif itis
17 ahigh or alow rebate drug.

18 So Board members, you have access to
19 that information, but you can't give specific

20 percentages. Can't say if, in your opinion, it

21 ishighor low. You can say if arebate has

22 increased or decreased over time, so that can be
23 said publicly. But, unfortunately, | would have
24 to hop into executive session, which we

25 absolutely can doif you all would like.
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1 BOARDMEMBER AMY GUTIERREZ: Wherel was 1 sort of some general comments and for context.
2 going with this had nothing to do with the amount 2 BOARDMEMBER AMY GUTIERREZ: And | just
3 of therebate. It had to do with the 3 brought it up just because we got it as a public
4 manufacturer, aletter that we received, where 4 comment and | wanted to understand that. Thank
5 there was a contention that as the rebates go up, 5 you.
6 the drug price goes up. And | just wanted to see 6 CHAIR GAIL MIZNER: Do Board members
7 from Ben if there's any -- his thoughts on that. 7 feel the need to go into executive session to
8 Becauseit was a pretty -- | mean, they even had 8 discuss confidential information?
9 diagramsin there about, well, when the rebate 9 BOARDMEMBER CATHERINE HARSHBARGER: No.
10 goes up, we have to increase our price to keep up 10 BOARDMEMBER AMY GUTIERREZ: No.
11 or we're out of the market, so | just wanted to 11 CHAIR GAIL MIZNER: Good.
12 get the take, Ben, on what that comment was. 12 LILA CUMMINGS: We can keep moving
13 BOARDMEMBER CATHERINE HARSHBARGER: Is 13 along, but if you change your mind, just let us
14 that the letter with the PBMs piecein it; are 14 know.
15 you talking about that one, Amy? 15 All right, so here isinformation on

16 BOARDMEMBER AMY GUTIERREZ: Yezh, the
17 payers. What they were aleging is the payers

18 are getting or the PBMs are getting more of a

19 rebate so they have to keep increasing the price.

20 | just wanted to get some insight on that from

21 our expert.

22 DR. BEN ROME: Sure. | mean, without

23 talking specifically about Enbrel, in general

24 what we've seen over the last decade or two has

25 been that list prices for many brand-name drugs
Page 50

16 therelative financial effect. Not going to read
17 the dlide but will leaveit up for alittle bit.

18 Sothere'sreally a couple of areas where we

19 gather thisinput: input from patients and

20 caregivers, input individuals with scientific and
21 medical training, as well asreview of different
22 national and international health technology

23 assessment organizations that do both clinical

24 effectiveness research and summarization, as well

25 ascost effectiveness, which welll gettoina
Page 52

1 haveincreased faster than inflation and rebates

2 have goneup aswell. There'sbeen awidening

3 gap, therefore, between sort of list and net

4 prices. You know, it depends on the drug

5 obviously in terms of what the net effect ison

6 sort of net prices or after rebates and

7 discounts. Although, you know, just to be clear,

8 perhapsit's our health and all sorts of other

9 estimates; thisincludes all sorts of discounts
10 other than rebates as well and the supply chain.
11 So the net price isreally the price
12 that's received by the manufacturer but doesn't
13 include sort of supply chain costs, of which
14 there are always some supply chain coststo
15 deliver adrug from the manufacturer to the
16 patient, including the pharmacy fees and other
17 sort of costs that, you know, everyone | think
18 recognizes normal costs of doing business.
19 So that's just sort of some, like,
20 general comments as you're sort of reviewing the
21 rebatedata. Y ou know, there are many examples
22 where the net prices have gone up despite
23 increasing rebates, and, you know, just in other
24 words, the increases and rebates did not fully
25 offset theincreasesin list prices; that's just

Page 51

1 second.
2 And then I'd also note too that we
3 pulled information from the manufacturer,
4 voluntarily submitted manufacturer documents with
5 information they provided on the health effects
6 of Enbrel.
7 I'll leave thisup to just -- | was not
8 going to read through but really want to leave
9 timeto highlight the input that was received
10 from patients and caregivers on the health
11 effectsof Enbrel.
12 BOARDMEMBER AMY GUTIERREZ: Justin and
13 Gall, since you're the other clinicians on here,
14 what | recall reading isthat Enbrel was the only
15 onethat worked in juvenile, isthat right, or
16 the others were actually more for the adult
17 patients.
18 CHAIR GAIL MIZNER: I'm not sureit's
19 the only one that worksin juvenile. | think
20 it'sthe only one approved.
21 BOARDMEMBER AMY GUTIERREZ: Approved,
22 got it, okay.
23 CHAIR GAIL MIZNER: Soit's not that
24 other drugs aren't used.

25 BOARDMEMBER AMY GUTIERREZ: Are used
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10 going to use --

14 apatient with juvenile, the FDA approved

15 indication would be use Enbrel.

16 LILA CUMMINGS: And| think a

17 combination -- and be happy to pull these up -- a
18 combination of the therapeutic alternatives

19 appendix whereit's listed which of the

20 therapeutic aternatives are approved for

21 specific indications, the six indications Enbrel
22 isapproved for, and then that Appendix | with
23 input from individuals with scientific and

24 medical training.

of 45
1 off label, yeah, got it. 1 received FDA approval for pediatric juvenile
2 CHAIR GAIL MIZNER: But I'm not a 2 idiopathic arthritisin 2020.
3 pediatrician, but that was my understanding. 3 LILA CUMMINGS: Thank you, Dr. Rome.
4 LILA CUMMINGS: And | believe we can 4 BOARDMEMBER CATHERINE HARSHBARGER:
5 diveinto appendicesif we want. In Appendix I, 5 Thanks, Ben.
6 input from individuals with scientific and 6 LILA CUMMINGS: Okay, we can move on to
7 medical training, we highlighted what was heard 7 the next slide.
8 particularly around off-label usage. 8 So hereis asummary of the information
9 BOARDMEMBER AMY GUTIERREZ: If youwere 9 gained from individuals with scientific and

11 CHAIR GAIL MIZNER: That'swhat |
12 think.
13 BOARDMEMBER AMY GUTIERREZ: If you had

10 medical training, and we'll leaveit up for a

11 whileaswell.

12 BOARDMEMBER CATHERINE HARSHBARGER: The
13 only thing is these are the same things we would

14 seein the other drugs as well, right, because

15 thisisthe indications that they have for any of

16 them to be considered effective.

17 LILA CUMMINGS: Go ahead, Chair Mizner.
18 Apologies.

19 CHAIR GAIL MIZNER: Detailing through
20 theinformation, the appendices that have to do

21 with this, | didn't feel we saw any evidence that

22 Enbrel wasless good or better than the

23 therapeutic alternatives. Again, it'sagood and

24 effective drug.

25 I will say staff did not conduct 25 BOARDMEMBER CATHERINE HARSHBARGER: |
Page 54 Page 56
1 research to identify -- you know, we really 1 think there was one report where it said Enbrel
2 looked at each drug and its therapeutic 2 wasinferior to Humira, but then there was
3 dternative and what its FDA approved indications 3 another one that said it was superior to
4 were. Wedid not do an indication-specific 4 Remicade, but it was only a small amount of
5 search where we looked at an indication and then 5 people, asmall study, so there were still other
6 looked at which prescription drugs were also 6 aternativesbasically.
7 approved. 7 CHAIR GAIL MIZNER: Yeah. | think
8 BOARDMEMBER CATHERINE HARSHBARGER: | 8 that's clear, there are avariety of
9 think you guys did a great job on that section, 9 dternatives, bothin just looking at TNF
10 sothank you for that. | feel pretty good about 10 inhibitors and then looking at other kinds of
11 it. 11 (indiscernible) and biologics. But, you know,
12 CHAIR GAIL MIZNER: | don't fedl like 12 it'snot adrug where | think we have to question
13 we haveto spend alot of time on health effects. 13 that it's aworthwhile medication.
14 Enbrel is, it'sclear Enbrel is an effective drug 14 BOARDMEMBER CATHERINE HARSHBARGER: No,
15 from anumber of indications. There are afew 15 not at all.
16 patients who never find it effective, but there 16 CHAIR GAIL MIZNER: It'san effective
17 are other patients who find it extremely 17 medication.
18 effective, and that's what the data shows. | 18 BOARDMEMBER CATHERINE HARSHBARGER:
19 mean, it'snot news. It'sagood drug. It's 19 Absolutely.
20 part of the armamentarium of rheumatologic 20 LILA CUMMINGS: | think we can move to
21 agents. 21 the next slide because that...
22 DR. BEN ROME: ThisisDr. Rome. Just 22 And then thisiswhat | was mentioning
23 on Table 4 of the report, it does list your 23 earlier. And Ms. Harshbarger, what you just
24 therapeutic aternatives and the indications, as 24 mentioned is exactly from this appendix. If
25 Lilawassaying. So | think Golimumab or Simponi 25 there's anything in the appendix you would like
Page 55 Page 57
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1 usto touch on, happy to pull it up if you need,
2 but welll just leave this here for now.

3 We can keep moving on. | believe
4 financid effectsis next.
5 So hereis one of the -- | think the

6 full survey results from patientsisfound in

7 Appendix H. It'scoming in at 285 pages with

8 kind of the full unedited answers. Something

9 that we werereally appreciative of isthere were
10 stakeholdersthat helped us get the word out when
11 we reopened the survey in January, and so, |
12 think we were pretty pleased with the response
13 rate. But we did notice that there were, you
14 know, anumber -- there was a difference between
15 national and Colorado, and so we've pulled that
16 out here for a number of the questions.
17 | will say we got a suggestion to do
18 exactly what you did on your own, Ms.
19 Harshbarger, and put in percentages, so our plan
20 would be to do that kind of through the
21 appendices, aswell asthe report, to makeit a
22 little easier particularly when comparing
23 national responses versus Colorado responses.
24 And when | pull up the edited version
25 of thereport, you'll see Table 12 around

Page 58

percentage.
BOARDMEMBER CATHERINE HARSHBARGER:
Right.
BOARDMEMBER JAMES JUSTIN VANDENBERG:
Speculation obviously. Do you think that has
more to do with just the higher cost of living?
Again, | mean, you know, like, the housing
market, et cetera has gone up, | mean,
exponentially to where you're comparing this

© 00 N O 0o b~ WN PP
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market to homesin Cdifornia. And I'mjust --
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again, now we're getting into a different area,
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but I'm just trying to think, like you said,
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having a higher percentage here from the
14
15
16
17
18
19
20
21
22
23
24
25

responses to there, you know, what other factors
are coming into play, and that one just pops into
my mind immediately.

BOARDMEMBER CATHERINE HARSHBARGER: |
think it's a good question. | think the biggest
thing that | would remark is that we tend to do
national markers against other metricsin
healthcare, and so thisisjust one more that we
take that national average basically and say
here'swhat we think. So there's states that are
higher and states that are lower, you know,

because Californiais aways one that you can
Page 60

1 utilization management, we've put in percentages.
2 And then we're going to go through and do that
3 for anumber of -- any time there's a comparison
4 between national and Colorado, we'll put the
5 percentagesin.
6 BOARDMEMBER AMY GUTIERREZ: | was going
7 to recommend that same thing, Lila, so good.
8 I've had both at my calculator and started doing
9 those.
10 BOARDMEMBER CATHERINE HARSHBARGER: But
11 | haveto tell you thisinformation was very
12 helpful in the format that you gave, so | mean, |
13 just did alittle math; that was all.
14 CHAIR GAIL MIZNER: And just to say
15 what we already said, that 20 out of 38 felt that
16 the cost of medication had caused them to have to
17 cut costsin other areas of their lifeis
18 significant | think.
19 BOARDMEMBER CATHERINE HARSHBARGER: |
20 agree. And Coloradans struggle more so than even
21 the national level, so that to me was also
22 important to see.
23 CHAIR GAIL MIZNER: Right, even though
24 thenational level isstill, you know,
25 significant, but Colorado is even higher

Page 59

look at, but there's other states that are high,

New Y ork and those kinds of areas aswell, and

yet we're still outpacing it in the wrong

direction.
CHAIR GAIL MIZNER: And our basic

charge isto decide whether this medication is

unaffordable for Coloradans, so that Colorado

data, I'm glad that you separated it out.
BOARDMEMBER CATHERINE HARSHBARGER: |

like that we had a national oneto look at as

comparison, absolutely very important.
BOARDMEMBER AMY GUTIERREZ: Eventhe

national one at 28 percent or 27 percent, it's

© 00 N O 0o b~ WN PP
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23
24 Well leave it up for amoment for you al to

25 take alook at, and then also survey responses

still alot. It'slike 50 percent in Colorado,
even though we are twice as high, it's still an
issue across the country.

BOARDMEMBER CATHERINE HARSHBARGER:
Right.

CHAIR GAIL MIZNER: Should we move on?

LILA CUMMINGS: Sorry, | was on mute.
But, yes, happy to.

Okay, so then here isinformation from
individuals with scientific and medical training.
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1 and summarize of meetings are in Appendix | as

2 well.

3 BOARDMEMBER AMY GUTIERREZ: To me,

4 looking at thiskind of confirms what we were

5 just talking about: there is affordability issues

6 with this drug, given the amount of out-of-pocket

7 expenses, the difficulty in getting it, patient

8 assistance programs; it'skind of reiterating the

9 same thing.
10 CHAIR GAIL MIZNER: That last comment
11 isinteresting to me. People who are
12
13
14
15
16
17
18
19
20
21 actualy isapiece of information | would like
22 to know.
23 BOARDMEMBER JAMES JUSTIN VANDENBERG:
24 You'reright, Gail. Every program is completely

undocumented can access financial assistance
programs despite not being aU.S. citizen. There
are -- certainly, there may be sometimes 340B
programs that assist those patients, not all.

And | really would be interested to know -- maybe
that's confidential information, | don't know,

for Enbrel; | don't think it should be

confidential. Some assistance programs require a
social security number and some do not, and that

25 different. They can set whatever rules that they

1 issummarized, | believe, in Appendix K with
2 rebate, discounts, and price concessions where we
3 do asummary of manufacturer assistance programs.
4 BOARDMEMBER CATHERINE HARSHBARGER: |
5 think for me, today anyway, | don't know that
6 while that isimportant to note at some point, |
7 don't know that it's going to get in the way of
8 our decision today relative to Enbrel. And | say
9 that because we still have statistics that show
10 that people that are United States citizens and
11 Coloradans are struggling. And so, for me, | see
12 that asthat's our core mission isto look at
13 what is not affordable for people.
14 BOARDMEMBER AMY GUTIERREZ: And | agree
15 with you, Cathy, especialy if you look at that
16 third bullet. Even if they aren't always aware
17 and they have difficulty navigating the process,
18 | would think that would be even more difficult
19 for someone that's not a U.S. citizen to have to
20 try figureall that out.
21 CHAIR GAIL MIZNER: Oh yesah,
22 extraordinarily difficult.
23
24 scientific and medical training who said that the

And, Lila, thiswas an individual with

25 annua maximum copay amount that's awarded

Page 62 Page 64
1 want. I've seen it very specific, excludes alot 1 decreased significantly in the last couple of
2 of areas; then I've seen some that are completely 2 years.
3 open. | mean, some of the easiest ones you just 3 LILA CUMMINGS: My screenisa
4 apply and essentially, you can get it, assuming 4 little...
5 you hit those little markers. 5 CHAIR GAIL MIZNER: Looking at the
6 Asfar aswhat the requirements are, 6 fourth bullet there.
7 that is public knowledge to where we could ask 7 BOARDMEMBER CATHERINE HARSHBARGER:
8 staff to look that up asfar asfor Enbrel, if 8 Annua maximum copay awarded.
9 that'simportant in our review at this point, or 9 CHAIR GAIL MIZNER: So would

10 would that be later on down the road.

11 CHAIR GAIL MIZNER: Wédll, | think it

12 does -- would tell us something about

13 affordability. If Enbrel isone of the programs

14 that requires asocia security number,

15 therefore, requires you to be documented, that

16 does exclude a significant number of people who

17 might need it. Soif that isinformation we can

18 get from staff, that would be very useful |

19 think. It's probably something somebody could

20 look up very quickly just going on the Enbrel

21 siteactualy.

22 LILA CUMMINGS: We pulled the

23 information from Amgen's letter; they provided

24 information tailored to us. We aso looked at

25 their website and what was publicly posted. That
Page 63

10 summarize thisinput from individuals with

11 scientific and medical training, essentially

12 we're talking about rheumatol ogists and

13 pharmacists who work with rheumatol ogic meds that

14 thisis proving to be pretty costly for people.

15 BOARDMEMBER CATHERINE HARSHBARGER: I'm
16 guessing it's prohibited for some; some are even

17 there that would like to be on Enbrel.

18 LILA CUMMINGS: Okay, we'll keep moving

19 dong. It'sstill financial effects. So thisis

20 asimilar one around really taking alook at

21 Appendix D for the specific cost effectiveness

22 studiesby indication. Soif there's anything

23 there that you would like to talk about?

24
25 pretty similar to Chair Mizner, what you've

| would say the summary of it was
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1 aready said that some situations where folks

2 havefound it, where institutions have found it

3 more or less, kind of right therein the middle.

4 But if you have specific questions, | reference

5 Appendix D.

6 We note thisin the appendix. There's

7 more research on cost effectiveness for the

8 indications that utilize Enbrel more frequently,

9 so rheumatoid arthritis and ankylosing
10 spondylitis, those have kind of more research
11 where some of the smaller utilization populations
12 had lessresearch.
13 CHAIR GAIL MIZNER: Anybody need more
14 information there?
15 BOARDMEMBER CATHERINE HARSHBARGER: No.
16 LILA CUMMINGS: Nextdide. Soweve
17 moving on to the third and final profile.
18
19 and it examines potential access concerns related
20 to Enbrel and whether there's evidence that the
21 causes of accessto care concerns may be related

So thisisthe access to care profile,

22 to Enbrel's price or cost. This profile includes
23 an examination of potential relationships with
24 changes between utilization, price and costs, as

25 well asinformation about safety net providers,
Page 66

1 may have something to say.
2 DR. BEN ROME: | was going to add just
3 onething, which isthat | know this graph only
4 shows -- thisisWAC datafor Enbrel. Congress
5 hasreleased, you know, a public investigation
6 comparing the WAC prices for Enbrel and Humira
7 and shown that they increased sort of at the same
8 rate, so thisactually sort of stepwiseincrease
9 with those two drugs. | don't think they looked
10 at the other drugs, other therapeutic
11 aternativesin the class. These are obviously
12 the two most commonly used ones, but that gives
13 you context within the class.
14 I think your other question
15 (indiscernible) outside of the classisthis
16 abnormally high, and I think it is on the high
17 end. There's, again, pretty good data that sort
18 of looks at average price increases and it tends
19 to be morein the, like, you know, 10 percent
20 range per year on average for brand name drugs,
21 sothisishigher than average.
22 LILA CUMMINGS: | do want to highlight
23 that in Appendix A for Enbrel, WAC, it's
24 confidential, but thereisinformation regarding
25 the specific wholesal e acquisition costs change
Page 68

utilization management requirements, and health
benefit plan design. And these are the
appendices where that information is pulled from.
Okay, next dlide.
All right, so we'll start here with
price effect on access. So thisisjust simply
showing the change in Enbrel's wholesale
acquisition costs since its introduction, as well

© 00 N O 0o b~ WN PP

as the change, the percent change in inflation.
BOARDMEMBER JAMES JUSTIN VANDENBERG: |
guess I'm curious. It'savery large number, but
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I'm curious to see what that compares to maybe
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of them doing that? Not saying it's right, but
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isthis setting apart a higher rate than its
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competitors to where it seems -- | mean, just in
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genera looking t it, it seems astronomical.
But | don't know, just seeing it, like -- | don't
know how to say the right word to it, but just

o
© ©

20
21
22
23 long? My guess probably no, but | don't know,

24 just wanted to...

25 CHAIR GAIL MIZNER: Lookslike Dr. Rome

trying to put it into a better context. Isevery
single drug out there going up at 1500 since it
came out or that have been out on the market this

Page 67

1 for Enbrel and all of its therapeutic
2 aternatives, so you can access that information.
3 It doesn't show percentage change; it just shows
4 -- that'swhy it's confidential -- it showsthe
5 actual change in the wholesale acquisition cost.
6 BOARDMEMBER CATHERINE HARSHBARGER: My
7 comment isit's high; that'swhat it is. It's
8 high and even comparing with Humira, they both
9 are high; that's my feedback from having read
10 that appendix.
11 BOARDMEMBER AMY GUTIERREZ: Oh, go
12 ahead, Cathy.
13 BOARDMEMBER CATHERINE HARSHBARGER: No,
14 no. Ben'sbasically said that aswell. | mean,
15 the question with that alwaysiswhat should it
16 be, and the thing | keep saying to myself, it
17 shouldn't be 1500 percent; that's what it
18 shouldn't be. What it should beisup for
19 debate, but it shouldn't be 1500 percent.
20 BOARDMEMBER AMY GUTIERREZ: | seemto
21 recall reading somewhere they had something like
22 36 price hikes over thistime period too, | mean,
23 intermsof increases. I'mtrying to find it on
24 thereport.

25 BOARDMEMBER JAMES JUSTIN VANDENBERG:
Page 69
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1 Amy, I'mtrying to think, Amy, for some of the --
tying thisinto patients out-of-pocket, if it'sa
percentage. Oftentimes, on the commercial side,
it's going off of AWP, not necessarily the WAC,
and it's a percentage of that. And I'm just

trying to think of -- but | assume you're not

going to have an AWP that's below the WAC costs,
so | guess you would seeit in some degree fall
inlinewith that. I'm just trying to match that

up to then what's going to then trandate to the

© 00 N O 0o b~ WN
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patients either out-of-pocket.

BOARDMEMBER AMY GUTIERREZ: I'll bet if
we graphed AWP, Justin, I'll bet we'd see the
same type.

BOARDMEMBER JAMES JUSTIN VANDENBERG:
I'll bet you'reright. You'reright, okay.

BOARDMEMBER AMY GUTIERREZ: Because
(sound glitch) increase.

BOARDMEMBER CATHERINE HARSHBARGER: Is
AWRP, isn't it something that is considered after
21 thepriceis set by the manufacturer or no? |
22 don't...
23 BOARDMEMBER JAMES JUSTIN VANDENBERG:
24 It'sthe average wholesale price, so | mean, it
25 can certainly change depending on the product and

N e N I
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1 LILA CUMMINGS: Onething | want to

2 note too, and we can think about maybe at your

3 future meetings changing this, there'salot of

4 context that'sin the reports that we're not

5 pulling out for these slides. So we can kind of

6 see next meeting if you all would like usto just

7 run through the report.

8 I'll note on the previous slide that a

9 different 1500 number was listed in the text and
10 inthe graphic, and that's because, asis noted
11 in the report, one is analysis of changein WAC
12 to today, but then the figures are these five-
13 year lookbacks, and so, the analysis stopped in
14 December of 2022. And so that's why that number
15 is 1502, it's dightly because in January of this
16 year, there was an increase in the WAC, and so
17 you'll see discrepancies like that. We footnote
18 them in the report, but feel freeto ask usif
19 you've got any clarifications.
20 BOARDMEMBER CATHERINE HARSHBARGER: I'm
21 okay with your PowerPoints the way they are, just
22 for my feedback.
23 LILA CUMMINGS: Then we can move on to
24 thenext dlide. All right, so hereis

25 information regarding the therapeutic
Page 72

1 depending on how your charging is working, the
2 charging model, that can certainly change
3 everything. You go off of WAC or AWP, but
4 typicaly AWP is more than your wholesale
5 acquisition cost because you're buying it for the
6 acquisition, so that's going to be lower and then
7 thewholesale priceis going to be closer to what
8 you're going to be selling it at.
9 BOARDMEMBER AMY GUTIERREZ: It'saso
10 set, Cathy, AWP is how pharmacy reimbursements
11 areset. It's AWP minus a certain percentage and
12 that determines pharmacy reimbursement, which in
13 turn goes to the patient.
14 BOARDMEMBER CATHERINE HARSHBARGER
15 Right, okay. | knew that. | just wasn't sure
16 which one was the egg and the chicken, so to
17 speak, on that.
18 CHAIR GAIL MIZNER: So| think thisis,
19 you know, a percent increase of 1500 is very
20 impressive, but going back to what | think is
21 most important is whether thisis proving to be
22 unaffordable for Coloradans. So I'd suggest we
23 move on to the next dlide.
24 BOARDMEMBER CATHERINE HARSHBARGER

25 Agreed.
Page 71

1 aternatives.

2 So Humira and Remicade, as we mentioned

3 before, have recent FDA approval by similar

4 products. So while this affordability review

5 doesn't contain that information, we do have

6 information for the four other therapeutic

7 alternatives. So this figure shows the monthly

8 number of utilizersfor Enbrel and therapeutic

9 dternatives. Andyou'll note that general
10 utilization of Enbrel has stayed consistent from
11 January 2018 to December 2022, and it'sthe
12 second highest utilized drug after Humira, which
13 hasincreased significantly within that
14 timeframe, though you'll see what could be a
15 dlight dip towards the end and to the point that
16 you al have made, the introduction of
17 biosimilars.
18 BOARDMEMBER AMY GUTIERREZ: This makes
19 abig deal of the formularies. Likein the news,
20 | guessit's public information, but CV'S Caremark
21 has actually taken Humira off their formulary, so
22 they're basically going to biosimilar only. So
23 that is effective April 1st, 2024, they announced
24 it.

25 LILA CUMMINGS: Okay. Any other
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1 questions? Well keep moving along.

2 All right, now here are some statistics

3 that were pulled kind of in accordance with your

4 rule on policy about the potential effects of

5 price on access.

6 So you've got information here just

7 summarized largely from other placesin the

8 report. They really look at patient count

9 changes over five years, the total paid amount,
10 the average paid per person, thisincludes both
11 out-of-pocket costs, as well asthe plan paid,
12 and then that breakdown of total plan paid and
13 average out-of-pocket costs.
14 And then WAC per unit, you al have
15 accessto but it's been redacted on this slide.
16
17 average per person paid went up $13,000 in four
18 years, $1,000 a month.

23 pocket just is high. The average out-of-pocket
24 ishigh. It did go down alittle bit between '22
25 and '21, but for people to be having to pay over

BOARDMEMBER AMY GUTIERREZ: Sothe

19 BOARDMEMBER CATHERINE HARSHBARGER
20 Thanks, Lila

21 LILA CUMMINGS: Absolutely.

22 CHAIR GAIL MIZNER: The average out-of-

Page 74

1 We also pulled information on the
2 number of distinct and unique addresses that are
3 in Colorado. So that information, Board members,
4 you haveit, it'sin your confidential folder.
5 I'll shareit. There's nothing actually
6 confidential in that document itself. But just
7 to paint apicture of the number of 340B
8 providersin the state, and it'sinformation that
9 Dr. Guttierez put out is easily accessible. So
10 not specific to Enbrel, but just that contextual
11 understanding of 340B providersin Colorado.

12 Dr. Guittierez, anything you'd like to
13 add?
14 BOARDMEMBER AMY GUTIERREZ: Yeah.

15 First, | just maintained a database that you can
16 actualy query for the state by provider, by

17 active participation. It evenincludesthe

18 authorizing official, the contact information,
19 and it's updated every year usualy through

20 recertification, but there is a national

21 database.

22 | just want to make sure the report

23 outlined that that did exist and we could

24 actually reach out to 340B if we desired to do so
25 inthefuture. I think, Lila, you had found the

1 $2,000 ayear for one medicationisalot.

3 Yeah, and there are some that are paying $1,000 a
4 month, so that's -- astheir copay, it sounded

5 like, from some of the professionals that we had

6 give usfeedback.

7 LILA CUMMINGS: Okay. | think we can
8 move on to the next slide.
9 All right, so here's some information

10 on safety net providers, utilization management,
11 and health benefit plan design. So one thing,

12 and | do want to sharethis. | believethisis

13 maybe the last slide for Enbrel, so we'll switch
14 to theredlinesthat we made and I'll run

15 through.

16 So there's complications with the 340B

17 program in terms of providers are not allowed to
18 disclose the discount in their 340B price. Sowe
19 did talk with some safety net providers, but no
20 voluntarily submitted information around

21 utilization was provided. Though we did -- and
22 Dr. Guttierez, I'll turn it over to you - we did

23 pull information on just not specific to Enbrel,
24 but the number of 340B covered entitiesin

25 Colorado and specifically by entity type.

2 BOARDMEMBER CATHERINE HARSHBARGER
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1 website and you were able to pull some data.
2 | think you're on mute, Lila.
3 LILA CUMMINGS: Thank you. So thank

4 you for that, Dr. Guttierez. And so asan

5 additional to research around 340B were staff
6 access data around the benefit plan coverage

7 design and formula structure. Datawas pulled
8 for carriers and the individual small group

9 markets for which the division receives annual
rate filings.

And so of note of the 10 carriers that
submitted filings, eight carriers cover four or
more dosage forms of Enbrel. All carriersthat
14 cover Enbrel require prior authorization, and in
total, 576 plans provide coverage for Enbrel.
And the majority of carriers place Enbrel on the
highest two formulary tiers, meaning a higher
portion of the drug is paid by patients than
prescription drugs on lower tiers until the out-
20 of-pocket maximum is met.

BOARDMEMBER JAMES JUSTIN VANDENBERG:
Asfar as, | guessasfar as safety net, you
23
24
25 by the payer on what's covered. So | don't know

know, the medication is not on some sort of
restricted formulary. It's going to be dictated
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1 how much you would really gather from a safety 1 itand doit thisway. That's not really what's
2 net component because they're not choosing it; 2 going to be driving it. It'sthe payer plan on
3 the payer planis. If it's step therapy, like we 3 the prescription benefit.
4 talked about before, you haveto try X and fail 4 CHAIR GAIL MIZNER: Oh, | see. Soif
5 beforeyou cantry Y. 5 it'sa340B entity, if the patient isinsured at
6 But it would be going through the 6 least, the fact that they may be getting that
7 provider would write the prescription for the 7 particular drug through a 340B with a 340B
8 patient, it would go to the pharmacy, they would 8 discount doesn't really affect what the patient
9 process, it would adjudicate, and either the 9 pays.
10 claim would reject because it's not covered or 10 BOARDMEMBER JAMES JUSTIN VANDENBERG:

11 prior auth needed to go through, you know,

12 whatever the steps are, or it would go through

13 per the contract and then that's what then the

14 patient, if they had a copay, would have to pay

15 to pick up the medication. Does that make sense?
16 But it redly isindependent of what a safety net
17 or 340B would even be; that's not going to drive

18 it.
19

BOARDMEMBER AMY GUTIERREZ: | think

20 Justin'sright. Infact, the governor | think in
21 2022 signed ahill that really removes payers
22 from paying 340B entities any differently than
23 anybody else, soit'salaw that's on the books

11 It'swhatever is set with that contract or with

12 the payer, your copay is going to be X amount of
13 dollars, and that's what they're going to have to

14 pay regardless of that additional discount

15 potentially with 340B.

16 CHAIR GAIL MIZNER: And if the patient
17 isuninsured, then what happens with most 340B
18 providers, do you know?

19 BOARDMEMBER JAMES JUSTIN VANDENBERG:
20 Now you're going a different process, but yes.

21 Soit'sgoing to depend, but it could be --

22 oftentimes, it'slooking which one has a patient

23 assistance to where you could get it for free,

24 right now. 24 and there may be ateam within pharmacy maybe
25 BOARDMEMBER CATHERINE HARSHBARGER] 25 that works on that paperwork to help that
Page 78 Page 80
1 Yesh. I'm not surprised that came around. 1 patient; if they're not there, then it might be
2 BOARDMEMBER JAMES JUSTIN VANDENBERG: 2 medical assistant or even the patient themselves
3 But that's probably why you didn't get anything 3 that then completes that form to get approved
4 from a safety net was they probably didn't feel 4 from the manufacturer to where then they can get
5 like they had much to really offer, | guess. 5 that for free or at a significant discount.
6 CHAIR GAIL MIZNER: Can you go over 6 That's going to drive that component.
7 that again, Justin? 1'm not sure I'm following. 7 I know that with pharma, they're
8 BOARDMEMBER JAMES JUSTIN VANDENBERG: 8 changing the model alittle bit to where if it's

9 Yeah. So, | mean, if you're at a safety net
10 versus afor-profit if you're looking at a
11 pharmacy, you're going to have your provider,
12 you're going to decide, okay, | want to start
13 thisdrug for this patient, it's a pharmacy
14 benefit. 1'm going to send the prescription to
15 the pharmacy. They're going to fill it and run
16 it through the claims. It'll adjudicate, so
17 it'll go through the contract with the payer and
18 either the payer is going to reject it because
19 maybeit'snot first line and it'll usually say
20 in therejection, you know, patient needs to try
21 thisor to cal the plan, or it'll go through and
22 then the patient pays the specific copay.
23 But that's not going to drive a, you
24 can't have thisdrug for this reason because we
25 get abetter price on it, we're going to change

Page 79

9 aprescription benefit, they almost have these
10 cards, amost like an insurance card if you will
11 and it changes, but it's for the patient
12 assistance program. So even that is kind of
13 changing right now of how some of these are
14 covered, but that may drive.

15 So if you had three drugs, but one has

16 the copay assistance, well that's the only way

17 that the patient can pay for it, that's going to

18 bedriving -- for the provider is going to be

19 driving not so much that, oh, well, thisisthe

20 most expensive, thisisthe cheapest. Y ou know,
21 that could come down further down. But from a
22 prescription benefit, that's typically what these
23 newer and more expensive agents, the first

24 direction that the pharmacy would go so that the
25 patient could get it.
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1 CHAIR GAIL MIZNER: So most 340B
2 entitiesare not -- for example, if they're
3 getting Enbrel for very -- obtaining Enbrel for
4 very little money, they're not necessarily
5 passing that savings on to an uninsured patient
6 or aninsured patient iswhat you're saying.
7 BOARDMEMBER AMY GUTIERREZ: | would
8 imagine that there are some clinics, Gail, that
9 maybe serve alot of uninsured that probably
10 drive your formulary around the 340B savings.
11
12 moretheinsured status.
13 BOARDMEMBER JAMES JUSTIN VANDENBERG:
14 Yes.
15 BOARDMEMBER AMY GUTIERREZ: For the
16 uninsured, | think it's going to be really
17 different.
18 CHAIR GAIL MIZNER: Yeah, got it.
19 BOARDMEMBER AMY GUTIERREZ: | know. |
20 used to be with the County of Los Angeles.
21 There'salot of uninsured patients and our

| think what Justin was referring to is

22 formulary was all centered around 340B low priced
23 drugs.
24
25

CHAIR GAIL MIZNER: Yesah.

BOARDMEMBER JAMES JUSTIN VANDENBERG:
Page 82

1 what the changes were. Can you all see my

2 screen?

3 Okay. Solooking at the changesto

4 just two portions of your report: one was the

5 summary report, and one was Appendix F, whichis

6 input from safety net providers. And so, in the

7 Enbrel report, summary report itself, so hereis

8 theinformation that was added about just

9 acknowledging that there are biosimilar products
10 available for both Humira and Remicade, and it
11 includes the biosimilar's name, as well asthe
12 date that they began to be marketed. So we have
13 information for another source around the date
14 that they were, again, to be marketed. So that
15 information you have, we will post aswell.
16 And then I'm scrolling through. 1 will
17 noteyou'll see some purple as| scroll, but we
18 have taken out anything that needs to be redacted
19 so there's no information that is being
20 disclosed.
21 And then the only other change is
22 towards the bottom of the report. Apologiesfor
23 just the scrolling. And thisisjust we putin
24 percentages, so we will go through. Weput in
25 percentages here and we're going to plan to go

Page 84

1 And that can change on a quarterly basis, which
2 makesit tough. So within aquarter, that
3 discount that could be pretty good could go away
4 and then it goes up to ahigh -- and it might
5 have amarginal discount, so you're kind of
6 playing in that.
7 CHAIR GAIL MIZNER: Yeah, okay. Thank
8 you both very much for that remedial lesson. In
9 any case, it sounds like we're just not going to
10 know alot.
11 LILA CUMMINGS: Drug-specific
12 information turns out to be alittle tricky to
13 get, not because of some confidentiality
14 components. But I'm actually going to share my
15 screenin asecond. We've got one more slide on
16 accessto care and then I'll share my screen just
17 to very publicly go over the redlines that were
18 senttoyouall.
19 So here was the results, very similar
20 of questions around utilization management that
21 wereceived from patients and caregivers. | know
22 some of this had already been discussed too.
23 So with that, | am going to share my
24 screen, and | will just show you things that we
25 have aready discussed. | just want to show you
Page 83

1 through and do that for the remaining of the
2 situations where we have both national response
3 and Colorado response side by side, so well put
4 in some percentages there.
5 Then the next change that was made was
6 to Appendix F, impact on safety net providers.
7 And so, here, you will see where we've pulled the
8 information from HRSA's website. So we provide a
9 little information about the database that
10 exists, some summary statistics. And there are
11 108 unique active covered entity namesin
12 Colorado -- we did afilter by active -- with an
13 associated 535 unique addresses. We also note
14 that there are approximately 2,974 approved and
15 participating contract pharmacies. | will note
16 we did not do an assessment of if there were
17 duplicates to addresses; that's just the number
18 that was listed on HRSA's website.
19 And then here we provide information,
20 again, not specific to Enbrel or dispensing
21 Enbrel, but information around the number by
22 entity type of 340B entitiesin Colorado, so
23 you'll seethe categories here.
24 We a so make a note of the due to the
25 differencesin form and manner in which
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1 information is submitted to HRSA versus All Payer
2 Claims Database, we did not conduct an analysis
3 of which of these. You know, it's nearly
4 impossible to connect an analysis of which of
5 these reported dispensing Enbrel in the APCD just
6 because the data sources are so different.
7 We did note here that, in accordance
8 with HHS's 340B drug pricing program ceiling
9 price, prescription drug manufacturers are only
10 alowed to charge a penny for prescription drugs
11 when it's 340B ceiling price calculation results
12 inan amount that is lessthan a penny. This
13 penny pricing, asit is often referred to, occurs
14 when amanufacturer raises the price of adrug
15 substantially more quickly than the rate of
16 inflation.
17 And so, welll note here, thisis not
18 information that has been disclosed to us, so we
19 just are calling out here the image that shows
20 the changein inflation and the changein the
21 WAC, and noting that Enbrel's WAC hasrisen
22 dignificantly higher than inflation, though we
23 have not done an analysis on the rate of change,
24 just the fact that it has risen higher than
25 inflation. Sojust kind of our two cents on the
Page 86

1 CALLIE ANN SHELTON: Thank you. First
2 up, we have Bridget Serrett. Bridget, are you
3 here?
4 BRIDGET SERRETT: Yes, I'mhere. |
5 would like to sign up at the end for general
6 public comments.
7 CALLIE ANN SHELTON: Okay, thank you.
8 And then, Jen (indiscernible), | have you signed
9 up, but I'm assuming you want to go for Genvoya?
10 That'sbefore | put the other option.
11 JEN: Correct, thank you.
12 CALLIE ANN SHELTON: Tiffany Westrich-
13 Robinson.
14 TIFFANY WESTRICH-ROBERTSON: Yes,
15 hello. Robertson, I'm here.

16 CALLIE ANN SHELTON: You can go ahead,
17 Tiffany.
18 TIFFANY WESTRICH-ROBERTSON: Okay,

19 thank you. Hello, and | am representing the

20 patient voice and a so the International

21 Foundation for Autoimmune & Autoinflammatory
22 Arthritis, or AiArthritisfor short. I'malso a

23 person living with these diseases that can be

24 treated by Enbrel.

25 I had alot of planned comments, but
Page 88

1 penny policy. Apologiesfor that.

2 BOARDMEMBER AMY GUTIERREZ: Lila, |
3 would just add if you're going to put that in

4 thereis put quarterly, 340B quarterly ceiling

5 price caculation in that sentence. Because it

is-- it'snot like it's a penny forever, it's

calculated every quarter. | think Justin

mentioned that earlier.

LILA CUMMINGS: Absolutely. Okay, so
those are the redlines that have been made. |
will stop sharing my screen. And then | think
we've got some, | believe public comment is up
next.

CALLIE ANN SHELTON: We havethree
opportunities for public comment today: one for
Enbrel, one for Genvoya, and then general public
comment period at theend. Soif you'd liketo
provide comment, please fill out the form in the
chat, and | have a couple of people aready lined
up, so welll get that started.

LILA CUMMINGS: And, Callie, will you
remind us if there's alimit on the number of
people, correct?

CALLIE ANN SHELTON: Yes, 10.

LILA CUMMINGS: Okay, thank you.
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1 I'mfrankly going to change all of them and talk
2 about what | heard today because | am extremely,
3 extremely concerned, more concerned than | was
4 coming in, based on the conversation that |
5 heard.
6 One of thethingsthat I'm really
7 concerned about is that the data that was
8 presented was only based on a handful of people.
9 And on October 3rd of last year, AiArthritis had
10 submitted information that demonstrated that the
11 survey that you're citing today was severely
12 flawed, so the information that is being used is
13 not even going to result in correct data.
14 For example, the question have you ever
15 skipped adose, stretched out a dose dueto
16 affordability, that question is severely flawed.
17 | know because | was in the listening session for
18 Cosentyx, and | said | can't answer this because
19 it cost me zero dallars, but yes, I've skipped or
20 stretched. The affordability comes with step
21 therapy. The affordability comes with being
22 switched by the insurance company, and then they
23 tell you you can pay more for it becauseit'son
24 ahigher tier. None of that information was
25 collected from patients, so I'm very, very
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1 concerned that that's even being cited today.

2 The answer -- the other thing that |

3 just really wanted to say isthe conversations,

4 there were alot of questions that were asked

5 that seemed to be conversations that should have

6 been having months ago. | really encourage the

7 Board, please pause, let's look back at these

8 transcripts, publish them, give al of usan

9 opportunity to clarify the conversations that you
10 had and some of the points because they were not
11 clarified. They were not. Please, I'm asking
12 you, pause this decision until the transcripts
13 can be out and we can come back and provide you
14 with correct information and the potential to ask
15 more patientswhy it is unaffordable. Thank you.
16 CALLIE ANN SHELTON: Thank you,
17 Tiffany. Brett Johnson.
18 BRETT JOHNSON: Hi, thank you. Brett
19 Johnson representing Amgen. Just to kick it off,
20 | just want to call your attention to the process
21 concernsthat we've raised in our letters dated
22 February 1st and December 4th, which include:
23 first, public comments by a member of the Board
24 in multiple mestings regarding off-the-record
25 conversations with unnamed persons regarding
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1 affording their medicine, and it was ever

2 affording their medicine.

3 Can the Board explain the standard it

4 applied with respect to these data and, more

5 broadly, how they factor into a decision about

6 what constitutes affordability. For example, can

7 you clarify what specific data has the Board

8 reviewed and in what manner is that data being

9 considered to support statements made today about
10 formulary placement and itsimpact on patients.
11 And then finally with regards to the
12 discussion today about patient assistance, which
13 isn't reflected in the key claims data that's
14 been discussed. It'simportant to distinguish
15 between, one, copay card programs for which
16 there'sastreamlined access, it'sonline, it's
17 very easy, and commercially insured patients with
18 Enbrel are eligible, but generally not those
19 covered by federal programs. For these programs,
20 not asingle Coloradan of the nearly 2,000 that
21 applied last year were denied.
22 And then the need-based safety
23 programs, which are different, which | assumeis
24 what was being referred to with some of the phone
25 waiting and other complications. But due to
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Enbrel's affordability; and second, the
inconsistency in standards and procedures applied
by the Board, including alack of clarity about

4 what those standards are and the inconsistent

5 applications of what stated policies have been

6 adopted.

7 To this second point, assessing the

8 various reasons the Enbrel draft report posted

9 over the past week, at least three of which we
10 are aware, we're having trouble reconciling how
11 some of the data points have been treated among
12 the different medicinesreviewed in just this
13 first cohort.
14 For instance, can you help us
15 understand why the percentage of patients paying
16 $50 or less out-of-pocket per month feature so
17 prominently in the Trikafta report at 51 percent
18 but not in the Enbrel report at 57.3 percent,
19 with the latter set focusing on the
20 aforementioned results of the survey, about which
21 we also have very serious real questions
22 concerning the instrument used and the
23 methodology. And even with those survey results,
24 roughly half of the patients paying $100 or below
25 out-of-pocket did not report trouble ever

W N -
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1 these in-common insurance verification

2 requirements, which are required by rules that

3 can be achallenge to some patients; they must be

4 U.S. residents and either uninsured or have

5 Medicare Part D with affordability gaps and

6 household incomes up to three times the federal

7 poverty line.

8 Even with this more thorough review

9 process, the current average wait time for
10 callersis 33 seconds. And through these
11 programs, the Amgen Safety Net Foundation has
12 provided approximately $2.5 billion in medicines
13 just last year.
14 So if there are any questions or
15 anything we can provide further information on,
16 please do use us as a resource and, you know, we
17 hope to be an aid to understanding some of these
18 key points that appear to be a point of
19 misunderstanding based on today's discussion, so
20 thank you.
21 CALLIE ANN SHELTON: Thank you, Brett.
22 Hope Stonner, please.
23 HOPE STONNER: Hello, my nameis Hope
24 Stonner. 1'm the policy manager at the Colorado

25 Consumer Hedlth Initiative. Appreciate this
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1 opportunity for public comment.
2 | al'so had some comments prepared, but
3 asowould just liketo add. | think, asalocal
4 consumer advocacy organization who has alot of
5 experience engaging in sort of these, like, state
6 regulatory processes, we have been very impressed
7 with the way that the PDAB has been conducting
8 thiswork, and | think there has been ample
9 opportunity throughout this process for
10 stakeholderskind of across the entire supply
11 chainto engagein thiswork. And so, just
12 wanted to raise that and reflect our gratitude
13 for that.
14 | think some other things that the
15 Board members have aready called attention to
16 that | just kind of wanted to reemphasize were
17 thereports detailing of patients struggling to
18 afford Enbrel even with access to financia
19 assistance, which confirms concerns that CCHI had
20 previously raised regarding the reliability and
21 accessibility of manufacturer patient assistance
22 programsfor all patients across the board.
23 And | think that thisis related to the
24 report's findings that members also called out
25 that Enbrel's prices have increased a whopping 36

1 our written comments stand on these points.
2 But for the oral comments, | just want
3 to add that you raised some issues on copay cards
4 and how it affects affordability, but there
5 seemed to be alittle bit of atrail off in the
discussion. | don't know how deep you have
spoken to patients directly about this issue.
Further, | didn't understand the limited and
partially non-public discussion on rebates. The
dlideitself said confidential. To not focus on
rebates when dealing with drug cost issuesis
like trying to build muscles, but refusing to
lift weights. | mean, that's abig part of
dealing with the affordability issues.

But just for now, | just want to say
that we at GHLF are eager to hear more about your
plans for engagement with patients and caregivers
mentioned at the top of this meeting. | hope
it's not too little too late. As seen today, too
20 often, the parent-caregiver voice isleft out of
21 these discussions, and we are hopeful that you
22 will engage in robust discussions directly with
23 these important stakeholders.
24 We look forward to hearing more about
25 these engagement ideas and stand ready to share
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1 times sinceitsintroduction, and we think that 1 them with our Colorado patients. Thank you for
2 given this history and the fact that the last of 2 dl that you do.
3 Enbrel's patents are set to expire in 2039, the 3 CALLIE ANN SHELTON: Thank you, Steven.
4 Board had areally important opportunity and 4 | don't have anyone €else signed up specifically
5 authority to course correct today by deeming 5 for Enbrel, but I'll give you another moment.
6 Enbrel unaffordable and initiating an upper 6 I'll put thelink in the chat again, and again,
7 payment limit process. 7 if you'd like to provide comments specifically on
8 Thank you. 8 Enbrel. I'm not seeing any more. We can close
9 CALLIE ANN SHELTON: Thank you, Hope.| 9 this public comment period.

10 Steven Newmark.
11 STEVEN NEWMARK: Hi, how are you.
12 Sorry, give me amoment as | struggle with the
13 unmute button.
14 Hello, I'm Steven Newmark and I'm the
15 policy director for the Global Healthy Living
16 Foundation, a patient organization, that works to
17 help chronically ill patients around the 50
18 states, including Colorado. These patients are
19 chronically ill, as | said, and many rely on the
20 medication such as Enbrel to live their lives.
21 We have concerns over access issues to
22 these medications that the Board is -- and some
23 of the considerations that the Board is
24 undertaking, and most notably, savings that will
25 actualy berealized by patients, but I'll let

Page 95

10 LILA CUMMINGS: Then we probably need
11 to goto the next dide.

12 CALLIE ANN SHELTON: Somebody just

13 signed up for Enbrel.

14 LILA CUMMINGS: Oh, okay.

15 CALLIE ANN SHELTON: Jerry Cunningham
16 Jerry, are you there?

17 JERRY CUNNINGHAM: Okay. Can you heal
18 me now?

19 CALLIE ANN SHELTON: | can hear you
20 now.
21 JERRY CUNNINGHAM: Okay, great. My

22 comment might be out of turn. Is Enbrel the
23 potential replacement drug for Remicade, or was
24 that conversation and Enbrel something else?

25 LILA CUMMINGS:. Remicadeisone of the
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1 identified therapeutic alternatives for Enbrel in
2 this affordability review.
3 JERRY CUNNINGHAM: Okay. So | suppose
4 | could ask aquestion before | make public
5 comment because | don't want to speak out of
6 turn. So | have afamily member, actually it's
7 my brother, who uses Remicade. |sthe Board
8 considering Remicade as, you know, under its
9 affordability -- you know, the umbrella or just
10 Enbrel?
11 LILA CUMMINGS: This affordability
12 review is specific to Enbrel.
13 JERRY CUNNINGHAM: Okay. Wéll, if you
14 give me 30 seconds, I'll say what | was going to
15 say, and then | will go ahead and just listen to
16 therest of the public comments.
17 | really have paused, someone just
18 spoke earlier about how this meeting today has
19 really set them back, and that goes for me as
20 well, and | spoke on this before. 1 just want to
21 reiterate that when public comment notifies you
22 asprofessiona individualsin the medical space,
23 being doctors, also having an oath to not do any
24 harm, | feel like there are smarter people than

25 methat you al have access to that you can ask
Page 98

1 theway it should.
2 My concerns with this are going to be
3 the stakeholder process clearly. | don't feel
4 like we are doing our best to engage stakeholders
5 to get asmuch information. | feel like the data
6 process, the questions are very flawed and don't
7 necessarily reflect why patients are having
8 trouble accessing Enbrel, and | do also want to
9 make sure that we make decisions that aren't
10 going to hurt accessfor patients. Thereis
11 dtill nothing in this processthat | can see that
12 isgoing to make these drugs more affordable for
13 the end user, the patients, and | want to be sure
14 that we keep that in mind as we go further into
15 this.
16 Thank you.
17 CALLIE ANN SHELTON: Thank you,
18 Bridget, and happy healing. Take care of
19 yourself. Anyone else would like to speak
20 specifically on Enbrel, maybe one more moment.
21 LILA CUMMINGS: And then we can movetq
22 the next dlide.

1 that if asmall pharmacy in Y uma, Colorado
2 decides not to carry Enbrel or Remicade for my
3 brother and that information leads to, you know,
4 |legal action, | can't see the Board not
5 personally being liable because of the oath to do
6 no harm.
7 So | just caution all of you to please
8 speak to people that are way smarter than me
9 because my brother already has a hard time
10 getting Remicade because of the insurance
11 loopholes and, you know, hoops that he has to
12 jump through, and it is determined that someone
13 ismaking it difficult for him to get medicine
14 that he believesis lifesaving, that's harmful,
15 and | can't see that not being something that
16 people could come after everybody individually
17 for.
18 That'sal | will say. Thank you for
19 giving me my time and | will go back on mute.
20 CALLIE ANN SHELTON: Thank you, Jerry.
21 Bridget, have you changed your mind and you want
22 to speak on Enbrel specifically? If so, you can.
23 BRIDGET SERRETT: Yes. Sorry, you'll
24 haveto forgive me. I'm fresh out of
25 neurosurgery, so the brain is not quite checking

Page 99

23 CALLIE ANN SHELTON: Yeah, go ahead.
24 LILA CUMMINGS: Chair Mizner, well
25 turnit back over to you.
Page 100
1 CHAIR GAIL MIZNER: Thank you, Lila,
2 and thank you everyone for your comments.
3 Isthere any further deliberation about

4 -- that the Board would like to undertake about

5 Enbrel? Areyou comfortable -- are Board members

6 comfortable moving forward with determining

7 whether Enbrel is unaffordable with the

8 information presented?

9 BOARDMEMBER AMY GUTIERREZ: Yes.
10 BOARDMEMBER CATHERINE HARSHBARGER:
11 Yes.
12
13 Yes.
14 CHAIR GAIL MIZNER: Any further
15 deliberation? Lila, do you want to make any

BOARDMEMBER JAMES JUSTIN VANDENBERG:

16 comment about some of the issues that were raised
17 about our outreach to stakeholders?

18 LILA CUMMINGS: Yeah, I'd be happy to.
19 | think, you know, there is a tension between

20 needing to treat all drugs equally and then

21 hearing from consumers that they would like

22 tailored surveys. And so, that's something that

23 1 think, you know, we want to gather information
24 as consistently as possible across drugs.

25 1 will say for surveys, we always left
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1 an option open for patients to kind of provide
2 any information they would like, and we did get
3 specific feedback from patient groups on the
4 design of the survey, so our aim wasto have a
5 patient-friendly survey. That being said, we are
6 -- you know, as we've talked about, we are open
7 to continued improvement. | think we feel
8 confident and we work to post the links so the
9 Board members, | know you all have listened to
10 the unedited audio from the public meeting with
11 patients and caregivers for Enbrel.
12 And then we also posted unedited survey
13 replies, so | think we feel that as staff that is
14 accurate that you all have access to unedited
15 information from us. | think we feel confident
16 init and to the degree that in the future,
17 processes might change; that is always the
18 conversation we're willing to have, but confident
19 in what we've provided for Enbrel.
20 CHAIR GAIL MIZNER: Thank you, Lila
21 BOARDMEMBER CATHERINE HARSHBARGER: One
22 little comment. Even though we didn't talk about
23 the confidential information, we had access to
24 that and read that, and | just want to emphasize
25 that to the public. There's some things that we

1 deliberation and having considered the evidence
2 before us relating to each affordability review
3 component. Do | have amotion regarding avote
4 on the unaffordability of Enbrel?
5 BOARDMEMBER CATHERINE HARSHBARGER
6 I'll make the motion. My motion isthat the use
7 of Enbrel is consistent with the labeling
8 approved by the FDA or with standard medical
9 practice and is deemed unaffordable for Colorado
10 consumers.
11 BOARDMEMBER AMY GUTIERREZ: | will
12 second Cathy's motion.
13 CHAIR GAIL MIZNER: Okay. Then Ms.
14 Harshbarger moved and Dr. Guttierez seconded that
15 we move that use of Enbrel consistent with the
16 labeling approved by the FDA or with standard
17 medical practice is unaffordable to Colorado
18 consumers. Did | get that right, Cathy?
19 BOARDMEMBER CATHERINE HARSHBARGER
20 Yes, youdid.
21 CHAIR GAIL MIZNER: Okay. ThenI'm
22 goingtoroll call avote. Callie, are you going
23 to call on people one by one?
24 CALLIE ANN SHELTON: Yeah, we cando
25 that. Dr. Amy Gutierrez.

Page 102 Page 104
1 just knew what they had already said and so, BOARDMEMBER AMY GUTIERREZ: Yes.
2 therefore, we didn't need to deliberate further 2 CALLIE ANN SHELTON: Cathy Harshbarger.
3 onit. 3 BOARDMEMBER CATHERINE HARSHBARGER:
4 BOARDMEMBER AMY GUTIERREZ: | have 4 Yes.
5 something | want to add on to Cathy's comment. | 5 CALLIE ANN SHELTON: Dr. Gail Mizner.
6 think the staff did agreat job at putting this 6 CHAIR GAIL MIZNER: Yes.
7 report together. It was very comprehensive. 7 CALLIE ANN SHELTON: And Dr. Justin
8 There'salot of information, alot of work that 8 VandenBerg.
9 was done on outreach, so | feel very confident in 9 BOARDMEMBER JAMES JUSTIN VANDENBERG:
10 thework that they've done and | think we need to 10 Yes.
11 rely on that when we deliberate, make our 11 CHAIR GAIL MIZNER: Okay. Then, Lila,
12 decision. 12 please finalize the affordability review report
13 BOARDMEMBER CATHERINE HARSHBARGER: 13 for Enbrel by adding a high-level summary of our
14 Agreed. 14 deliberations today, our determination that use
15 CHAIR GAIL MIZNER: The staff did an 15 of Enbrel is unaffordable for Colorado consumers,
16 enormous amount of outreach and was ableto get a 16 and correcting any clerical errorsyou al
17 lot moreinput on their second attempt from 17 identify. We will vote to approve the final
18 patients and caregivers, aswell asto my 18 report at our next meeting.
19 understanding some of the medical experts. 19 LILA CUMMINGS: Absolutely. Thank you,
20 BOARDMEMBER CATHERINE HARSHBARGER: I'm | 20 Chair Mizner. And I'll just note for the public,
21 comfortable with moving forward with avote, 21 the next meeting will be posted to the website.
22 Gail, when you're ready. 22 The next meeting of the Board will be next
23 BOARDMEMBER AMY GUTIERREZ: Soam . 23 Friday, February 23rd at 10:00 am. So thank
24 CHAIR GAIL MIZNER: Then | need a Board 24 you, and we will do that.
25 member to make amotion if there's no further 25 CHAIR GAIL MIZNER: Thank you al. We
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22
23
24
25

1 will now break. I'm thinking we need to make
2 this 15 minutes, Lila

3 LILA CUMMINGS: Okay, absolutely.
4 CHAIR GAIL MIZNER: We'l now break for
5 15 minutes, so be back at 2:39.
6 LILA CUMMINGS: Okay, great. Thank
7 you.
8 (2:24:11 -- Break Begins)
9 (2:39:37 -- Break Ends)
10 CHAIR GAIL MIZNER: It's3:39, but I'm
11 not sure | see Dr. Guttierez and Ms. Harshbarger
12 back with usyet.
13 BOARDMEMBER AMY GUTIERREZ: I'm here,
14 Galil.
15 BOARDMEMBER CATHERINE HARSHBARGER: I'm
16 here.
17 CHAIR GAIL MIZNER: Okay, great. Then
18 let's get started. Welcome back, everyone.
19 We're now going to turn to
20 consideration of Genvoya. Board members

disclosed conflicts at the top of the meeting.

Dr. Diab isthe only Board member with conflicts

and he will not participate in the deliberation.
Before we begin deliberation, I'd like

to note that all Board members were present at
Page 106

1 forward with deliberation.

2 LILA CUMMINGS: Okay. Thank you, Chair
3 Mizner.
4 I think my first question would be,

5 there were some more redline edits that were
6 suggested, so both in the summary report for
7 Genvoya, Appendix B, Appendix F, and Appendix M
8 with HCFA, so I'd ask would you like to do the
9 same thing where we showed them at the end or
10 would you like me to show them at the top?
11 CHAIR GAIL MIZNER: Y ou guys have any
12 feelings about that?
13 BOARDMEMBER CATHERINE HARSHBARGER: |
14 don't have strong feelings either way.
15 LILA CUMMINGS: Okay. Then | might
16 just show them at the top because they're
17 relatively small, but then that way -- so I'll
18 plan on showing them, but the we can maybe save
19 them for discussion at the appropriate point
20 throughout. So | will share my screen first and
21 then | will hop back to the PowerPoint slides.
22
23 pull out some information, and thisis under the
24 indication that Genvoyatreats. So we pulled out
25 some information from the clinical guidelines

So in the summary report itself, we did

Page 108

6
7

9
10
11
12
13

15
16
17

20
21
22
23
24
25

1 the December 8th meeting when staff presented

2 draft evidence for the Genvoya affordability

3 review. I'd liketo aso note that the Board

4 members were provided with the entire unredacted
5 draft report on February 9th.

To ensure that all Board members have
had an opportunity to review the information in

8 the draft report, 1'd like to ask if any Board

member feels we do not have sufficient
information to deliberate regarding
unaffordability for Genvoyatoday. Does anyone
have concerns about that?
BOARDMEMBER JAMES JUSTIN VANDENBERG: |

14 do not.

BOARDMEMBER CATHERINE HARSHBARGER: No.
BOARDMEMBER AMY GUTIERREZ: No.
CHAIR GAIL MIZNER: Soif there are no

18 concerns, are there any objections to moving
19 forward with deliberation?

BOARDMEMBER JAMES JUSTIN VANDENBERG:
Not from me.
BOARDMEMBER CATHERINE HARSHBARGER: No.
BOARDMEMBER AMY GUTIERREZ: No
concerns.

CHAIR GAIL MIZNER: Lila, let's move
Page 107

1 which are cited in Appendix D, so we pulled out
2 information here.

3 And, Chair Mizner, thiswaskind of at

4 your direction, so if you have any comments on
5 this, we welcome that.

6 CHAIR GAIL MIZNER: Let meread it
7 quickly. Thank you.
8 LILA CUMMINGS: Andif you'd liketo

9 save your comments for the appropriate spot in
10 thediscussion, absolutely on that too.
11 CHAIR GAIL MIZNER: Yeah. | think what
12 | waswanting to highlight isthat Genvoyais not
13 for patients who are nave to -- who have never
14 been on any retrovira therapy before, that there
15 areacouple of other regimensthat are
16 considered preferred, that Genvoyaisincluded in
17 thelist of alternative regimens.
18 BOARDMEMBER CATHERINE HARSHBARGER: So
19 it'snot first ling; it'skind of likea...
20 CHAIR GAIL MIZNER: Yeah, | mean, but
21 there are only two that are listed asthe
22 preferred and then, you know, there are others
23 that follow and Genvoyais among the others that
24 follow, but | think that isimportant
25 information. And the other little clinical piece

Page 109

28 (Pages 106 - 109)

Veritext Lega Solutions
Caendar-CA @veritext.com 866-299-5127



of 45

Case No. 1:24-cv-00810-NYW-SBP Document 25-1 filed 06/30/24 USDC Colorado pg 30

1 isthat Genvoya does, because of the cobicistat

2 init, have more drug interactions, but those are

3 just, you know, pieces of information that |

4 think are relevant.

5 Aswe've seen with the information

6 presented, Genvoyais an effective medication

7 that is used by a number of patients still, even

8 though it's not listed among the preferred

9 agents.
10 BOARDMEMBER AMY GUTIERREZ: Gail, when
11 you say preferred, it'sby clinical evidence or
12 resistance patternsor...
13 CHAIR GAIL MIZNER: It'slargely based
14 onthefact that the two preferred regimens
15 contained integrase inhibitors that have higher
16 barriers of resistance to viral mutation and,
17 therefore, a development of drug resistance.
18 BOARDMEMBER AMY GUTIERREZ: | don't
19 (sound glitch) with this drug class with this.
20 They just keep changing; they keep adding those
21 resistance to both. We add other drugs over time
22 since HIV was first identified.
23 CHAIR GAIL MIZNER: And the integrase
24 inhibitors are essentially the most recent widely

25 used category and are very, very effective and
Page 110

1 regarding Ryan White. But we provided

2 information from that HRSA database regarding
3 covered entity types and number of unique

4 addresses, again, not specific to Genvoya, but we
5 havethisinformation in here as well.

6 And, Lila, let's add that quarterly on

7 there aswell.

8 LILA CUMMINGS: Great.

9 BOARDMEMBER CATHERINE HARSHBARGER
10 That's 340B.
11 LILA CUMMINGS: Therewego. Thank

12 you. Fantastic.

13 And then the only other change hereis
14 in information from the Department of Health Care
15 Policy and Financing. We have pulled out that
16 thereisapublished report that mentions

17 Genvoya. That is something we work with our
18 partners at HCFA to identify, and it had to do
19 with the fact that Genvoyais listed on potential
20 drugsfor importation for the HCFA's Canadian
21 Drug Importation Program. I'll note that that is
22 not approved yet by the FDA; it's an ongoing
23 conversation.

24 So we had information on there on

25 Genvoya, but then Chair Mizner said are there any
Page 112

1 very beneficial for people, and Genvoya contains
2 anintegrase inhibitor.
3 LILA CUMMINGS: And then the only other
4 change we made here, and we appreciate our
5 partners at PORTAL, it was atiny one -- you'll
6 seeit in the therapeutic alternatives appendix
7 aswell -- atiny, but important.
8 So here just clarifying the mechanism
9 of action for Dovato we had written to is, in
10 fact, one, so that was the only other change.
11 CHAIR GAIL MIZNER: | thought it was
12 one of the two drugs -- it's a two-drug regimen,
13 as opposed to a three-drug regimen, so | was just
14 wanting to make sure we were correct on that.
15 LILA CUMMINGS: Sonow | will minimize
16 this. Soin the therapeutic alternatives
17 appendix, you'll seejust the same -- that last
18 change that we mentioned is also in there when
19 you scroll down to Dovato. So the only change
20 hereisthat corresponding change from two to
21 one, so that'sthe only redline in this appendix.
22 Then impact on safety net providers.
23 Thisisthe same, very similar changesto what
24 you've already reviewed, and I'd say thereis

25 more information here that we'll get into
Page 111

1 other HIV drugsthat are also on that list. So

2 we have pulled the information from the same

3 source regarding the fact that there are other --

4 and it'son HCFA's website, it's drug category

5 HIV. Wedid not do further analytics in terms of

6 class or doses, but thisisthe information that

7 was presented there, and then we've cited the

8 source aswell.

9 CHAIR GAIL MIZNER: Thank you, Lila
10 LILA CUMMINGS: Yeah, absolutely.
11 Okay, so those are the redlines, so | will stop
12 sharing. Happy to come back to any of theseif
13 you would like. But with that, we can proceed
14 back to the dlides.

15 In the interest of time, I'm not going

16 to reread some of these. We'll start with

17 therapeutic and utilization profile, and | think

18 you al are familiar with the appendices where we
19 pull thisinformation from. We can go to the

20 next dlide.

21 So indication, Genvoya has one

22 indication, HIV-1, and so there's information up
23 herefrom the FDA'swebsite. I'll pause. Any

24 questions on indication? We can go to the next

25 dlide.
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1 So hereis utilization data for

2 Genvoya, and we've combined here two types of

3 information. Y ou've got the raw numbers, but

4 then you aso have information based off of

5 utilization for just Genvoya; thereis

6 information on general utilization for Genvoya

7 and itstherapeutic alternatives. But for just

8 Genvoya, here's how utilization has changed since

9 2018 across commercial, Medicaid, and Medicare
10 Advantage plans, as reported in the APCD.
11
12 That's asignificant reduction in utilization,
13 isn'tit? Isthere-- we probably don't know why
14 that is, or did somebody...
15 CHAIR GAIL MIZNER: I think we kind of
16 do. It'sthat other medication combinations
17 became available that were viewed as being either
18 better tolerated or more effective, soit's
19 basically that. As| mentioned before, Genvoya
20 does have cobicistat, which makesit so that you
21 cannot take a statin with it. And asHIV
22 patients, age, cardiovascular disease becomes
23 more and more of a concern, and so many people
24 need to be on a statin, so that would be one
25 potentia reason that someone might switch away

BOARDMEMBER CATHERINE HARSHBARGER

Page 114

1 encompassing term where specifically priority

2 populations are listed out; that's why we're

3 using that language and would just encourage

4 folkstolook at theruleif they want to know

5 specifically.

6 But HIV disproportionately impacts

7 priority populations, particularly sexual

8 minorities and communities of color. HIV

9 disparities persist and the number of new HIV
10 diagnosis linkage to care and treatment and
11 retention and care, there's a pretty thorough
12 overview of health equity literature related to
13 HIV. We aso heard from patients and caregivers
14 that accessing HIV -related medications for people
15 living with HIV, there's ahistorical context.
16 That is important that we heard that
17 and patients submitted information to that
18 context about particularly the disproportionate
19 impact they felt in health equity and accessing
20 prescription drugs in the past, and then kind of
21 persisting potential health equities. So there's
22 alot more information in the health appendix as
23 well, aswell asinput from patients and
24 caregivers and individuals with scientific and

25 medical training and voluntarily submitted
Page 116

1 from Genvoya.

2 So there are, you know -- | hate to be

3 acting as the expert again, but that has been the
4 tendency iswith newer regimens coming out,
5 people, for one reason or another, get switched.

9 too that Chair Mizner, Dr. Mizner has been
10 incredibly helpful. Because, you know, one of
11 the sources that was used for thisisthe
12 clinical guidelines, so she's been incredibly
13 helpful in making sure that we appropriately
14 trandlate some of the clinical guidelines.
15 Next slide.
16 All right, so again, same information
17 just presented in a different way, in terms of
18 utilization of Genvoya by payer type over five

19 years.
20 Okay, next dide.
21 Health equity. So priority populations

22 -- and thisisjust anote for folks that the

23 Board has defined priority populationsin your
24 rules. Soif folks are kind of wondering why
25 we're using that term, it's just an all-

6 BOARDMEMBER CATHERINE HARSHBARGER
7 Okay.
8 LILA CUMMINGS: And | would say note

Page 115

1 information.

2 And then another thing too that I'll

3 note specific to Genvoyaisthat we heard alot

4 from patients and caregivers around stigma

5 associated with HIV and how that might impact

6 accessto medications and access to care.

7 We can go on to the next dide.

8 So hereisamap of utilizers of

9 Genvoyain 2022. Y ou've seen this map before,
10 and so I'll just leave it here to pause to seeif
11 Board members have any kind of comments or
12 thoughts or discussion.
13 CHAIR GAIL MIZNER: For the counties
14 that are not counted ones where we don't have any
15 patients as far as we know taking Genvoya?
16 LILA CUMMINGS: Correct.
17 (Indiscernible) on here, they'rein the claims
18 database. Thereisno...

19 CHAIR GAIL MIZNER: Okay.

20 LILA CUMMINGS: Thank you.

21 CHAIR GAIL MIZNER: | think we can move
22 on.

23 LILA CUMMINGS: All right. And then

24 here are the therapeutic alternatives that were

25 identified, so these are in-class single-dosage
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11 agentslisted by DHHS are Biktarvy or the

12 combination of dolutegravir and tenofovir

13 emtricitabine called Descovy. And so, that

14 second combination istwo pills taken just once a
15 day, which for many people isn't abig problem.
16
17
18

But that was not included in this just because
it'stwo pillsinstead of one, so it wasn't felt
to be quite comparable.

of 45
1 form therapeutic alternatives. I'll leave it 1 of the patient out-of-pocket, it's about 2600 per
2 herefor any discussion. | seeonthe dideit 2 year; isthat how I'm interpreting this?
3 saystwo, not one, for Dovato. Y ou've seen the 3 LILA CUMMINGS: Yes. Go ahead, sorry.
4 changein the report. 4 BOARDMEMBER AMY GUTIERREZ: That's over
5 BOARDMEMBER CATHERINE HARSHBARGER: 5 $200 a month, that's quite a bit.
6 Biktarvy, | guess | keep thinking that that one's 6 BOARDMEMBER CATHERINE HARSHBARGER
7 kind of apreferred starting point. | think it 7 Yeah, it quite abit. Go ahead.
8 said that in the report for new HIV patients, 8 CHAIR GAIL MIZNER: Isthisjust
9 they tend to use that as their first choice. 9 commercial insurance or commercia plus Medicare?
10 CHAIR GAIL MIZNER: So the preferred 10 KATE DAVIDSON: Yeah, it'scommercial

11 plus Medicare Advantage.

12 LILA CUMMINGS: And then something that
13 1 will note, like, | think we were going to get

14 toitin afew dides, but sinceyou al are

15 discussing out-of-pocket costs. So in Appendix

16 F, which istheimpact on safety net providers,

17 we spoke a couple of months ago with our peers at
18 CDPHE who oversee the state drug assistance

4 haslower side effects.

CHAIR GAIL MIZNER: Probably it may
cause alittle more weight gain for some patients
than, for example, Genvoya does. But generaly,
really most of these drugs are very well
tolerated at this point.

Okay, thank you.

LILA CUMMINGS: I've actualy just
13 moved forward to the next slide where we have
14 utilization data for Genvoya, Biktarvy, Dovato,
15 Scribid, and Trimeq and total aswell. Okay.
16 Any questions on indication utilization or
17 information about therapeutic alternatives and
18 their utilization?
19
20 I'll just leave this up here for a second, and we

All right, so price and cost profile.

21 can go on to the next dide.

22 Here are the WAC and cost statistics

23 that you've seen asimilar version before. Well
24 leaveit up for folks to discuss.

25

19 But, you're right, Biktarvy came out 19 program, and they provided us with information on
20 more recently in 2018 and has been very popular. 20 how the programs run, as well as what services
21 It'sasmall pill that's easy to swallow, highly, 21 and what kind of assistanceis available.
22 highly effective, everything in one, and so it 22 So asummary -- and | said state drug
23 has been quite popular and it is listed as one of 23 assistance program, or SDAP, Ryan White, the
24 thefirst line. 24 federal Ryan White HIV/AIDS Program is kind of
25 BOARDMEMBER CATHERINE HARSHBARGER: It 25 what that's referring to. Frequently, clinics
Page 118 Page 120
1 haslower side effects too; is that correct? 1 arereferred to as Ryan White Clinics, but
2 CHAIR GAIL MIZNER: What'sthat? 2 there'smoreinformation in Appendix F, and
3 BOARDMEMBER CATHERINE HARSHBARGER: It 3 specifically, | want to highlight information

BOARDMEMBER CATHERINE HARSHBARGER:

BOARDMEMBER AMY GUTIERREZ: Sointerms

Page 119

4 about the state drug assistance program and the
5 income eligibility chart that isthere. And so,
6 that is highlighting the certain kind of income
7 digibilitiesin which you can receive financial
8 assistance to access drugs, including drugs like
9 Genvoya.

10 And I'll just note that thereis

11 assistance that is available for up to 500

12 percent of the federal poverty line, and that is

13 something -- so that accessto that assistanceis

14 not reflected in claims data.

15 BOARDMEMBER AMY GUTIERREZ: Do we have

16 any idea, Lila, how many of the commercially

17 insured patients have access to that federal

18 poverty level limit?

19 LILA CUMMINGS: That is--

20 BOARDMEMBER AMY GUTIERREZ: (Sound

21 glitch) in this.

22 LILA CUMMINGS: Yesah, that isnot

23 something that we did an analysis of. Kate,

24 correct meif I'm wrong, | do not believe there's

25 any information in the APCD that could estimate

D
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1 income levels. 1 truethat, like, half of patients are paying more
2 KATE DAVIDSON: That's correct. 2 than 2600, right. The mean tends to be driven by
3 BOARDMEMBER CATHERINE HARSHBARGER: We 3 some skews on the very high cost, so, you know,
4 probably wouldn't be able to get that because 4 there's going to be arange of patient out-of-
5 they probably do that on a one-on-one basis and 5 pocket costs when you analyze these data.
6 keep it pretty confidential, so | would imagine 6 LILA CUMMINGS: And I'd say wereally
7 that would be hard to get. 7 appreciate the stakeholders that engaged in this
8 CHAIR GAIL MIZNER: Solet meseeif | 8 process because, particularly in voluntarily
9 can do acouple of clarifications. So that SDAP 9 submitted information, they pointed to very --
10 program or ADAP/SDAP program is available whether 10 like, where assistance programs, you might not
11 the patient -- aslong as the patient is enrolled 11 havefull info- -- like, in manufacturer
12 on the western slope, it's Western Colorado 12 assistance program, you might not have full
13 Health Network, so they can see a provider who's 13 information on utilization. But in the case of
14 not a Ryan White provider and still be prescribed 14 Genvoyain particular, there are federal and
15 medications and receive them under SDAP. | know 15 state level policies around copays, and we'll get
16 that because I'm not a Ryan White provider and 16 to that; that'sin afew dides.
17 most of my patients receive their medications 17 The patients survey results | think
18 under SDAP. 18 tell -- we will get to thosein afew dides --
19 And that organization aswell does an 19 tell their experience, and then the Ryan White
20 enormous amount to help get patients who can be 20 program. So there are acouple of very
21 oninsurance on insurance and insurance that does 21 established, very transparent data in terms of
22 cover the medication. 22 what the rules and policies are that impact
23 So | am, based on my experience, which 23 patient out-of-pocket costsis what we heard from
24 isof approximately, must have taken care of at 24 stakeholders.
25 least 200 patients with HIV in the past three, 25 BOARDMEMBER JAMES JUSTIN VANDENBERG:
Page 122 Page 124

1 four, fiveyears, I've never seen a patient have
2 to pay $2,600, but | don't see wealthy patients
3 either. SoI'malittle surprised by that out-

4 of-pocket number iswhat I'm saying.

5 | don't know, Kate, if you have
6 commentary on that.
7 KATE DAVIDSON: Just reiterating what

8 Lilasaid, that thisiswhat the claims says, not
9 necessarily what was experienced by the patient
10 with all of the funding.
11 BOARDMEMBER AMY GUTIERREZ: Thereason
12 | asked the question, Gail, was out of that 2600
13 isthe SDAP program available to them or are we
14 really looking at patients that are insured,
15 because there are quite a bit of insured
16 commercial patients on here. Isthat what their
17 out-of-pocket isrealy 2600? That'swhy | asked
18 that question.
19 CHAIR GAIL MIZNER: Yeah. And are they
20 getting somehow other assistance.
21 DR. BEN ROME: Yeah. One point just
22 about the 2600 is a mean, just to remind you all
23 too, and | think we saw it with Enbrel and with
24 thisdrug too. Like most drugs, these costs are

25 not distributed such that -- you know, it's not
Page 123

1 And | think that'sreally important. What you're
2 noting, Lila, hereisyou have state, you have
3 federal, you have patient assistance program.
4 There's quite afew different piecesin there
5 that are highlighting, as well as the
6 stakeholders, of the ability to gain accessto
7 this medication.
8 BOARDMEMBER CATHERINE HARSHBARGER: You
9 did have a pretty big WAC increase that it's
10 noted on here.
11 BOARDMEMBER JAMES JUSTIN VANDENBERG:
12 And I'm curious, looking at the graph that you
13 had before and seeing that trend, the downward
14 trend, I'm curiousif we're almost catching this
15 on the back end of it aimost sunsetting itself,
16 to somedegree. Aswe weretaking before, as
17 new agents are coming out, as thereis resistance
18 and you're having to shift the medication, isit
19 naturally kind of going to continue to go down
20 and then probably, you know, bottom out to some
21 degreealittle bit.
22
23 we're getting it on the tail end of this, so it

But as far as our data collection,

24 encompasses here. But if wereto, let's say, run

25 thisagainin five years, my guessis Genvoya
Page 125
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1 wouldn't be coming up to this -- coming on to our
2 radar as being one of the top medications would
3 bemy guesslooking at the trgjectory that it's

4 going. Doesthat make sense?

6 Yeah, it makes sense.
7 CHAIR GAIL MIZNER: Yeah. Sol think
8 what you're saying, Justin, isthat it's likely
9 that utilization is going to continue to decline
10 as new medications come out, et cetera. So that
11 total costs, you know, if we'relooking at total
12 costs for the state, those costs should probably
13 go down for insurance carriers or whoever, just
14 because of fewer numbers of patients.
15 | don't think we can predict that for
16 sure. It might stabilize because there certainly
17 are people who have been on Genvoyaalong time
18 and it works well for them and they likeit and
19 they want to stay onit. So | think it's hard to
20 predict, but certainly, we do see atrend
21 overdl, but atendency that as newer medications
22 come out that have advantages, people get

5 BOARDMEMBER CATHERINE HARSHBARGER

1 along. Hereisinformation in terms of a month,
2 what was paid in amonth. But again, note that
3 this out-of-pocket costs for the month does not

4 take into account SDAP funding.

5 Okay, we will keep moving on but can
6 aways come back.
7 So again, put adifferent way -- and we

8 will get into this when we're getting into kind

9 of patient and caregiver input, aswell as
10 individuals with scientific and medical training
11 --financial effectsinput. But again, thisis
12 information from the claims database around co-
13 insurance deductible and copayment amounts and
14 total out-of-pocket costs, but does not include
15 SDAP or any other assistance program but
16 specifically calling that one out.
17 BOARDMEMBER CATHERINE HARSHBARGER
18 That's where the patient data becomes so
19 important to what they say is going on for them,
20 meaning the patient's feedback. I'm sorry, |
21 said that kind of wrong, patient's feedback.
22 CHAIR GAIL MIZNER: So the genera

4 glitch) side effects? | don't know.
5 CHAIR GAIL MIZNER: Not so much because
6 it'snot redly, it's not adrug that you -- not
7 one of the onesyou turn first when you have a
8 patient with drug resistance. When it first came
9 out, it was very popular, which like | say, has
10 worked well for some people, but other people had
11 reasonsto switch.

15 areyou going to go after Table H1, which talks
16 about out-of-pocket costs, because | was looking
17 at because 90 percent of the out-of-pocket costs
18 are under $50, at least from the survey of 22

19 patientsyou did. But you may already be

20 presenting that later.

21 LILA CUMMINGS: | believe that's one of
22 the dlides or we can go to the report.

23
24 can go to that part, yeah.

25 LILA CUMMINGS: Okay, we'll keep moving

23 switched. 23 gestalt of thisfor meisthat there's not abig
24 BOARDMEMBER CATHERINE HARSHBARGER] 24 risein out-of-pocket costs over the last few
25 Would | be making awrong assumption to ask 25 years.
Page 126 Page 128
1 whether or not if people are on Genvoya, isit 1 BOARDMEMBER CATHERINE HARSHBARGER
2 because they were potentially resistant to the 2 Correct.
3 other drugs available at the time and/or (sound 3 LILA CUMMINGS: Okay, next dide. So

12 BOARDMEMBER CATHERINE HARSHBARGER:
13 Okay, thank you.
14 BOARDMEMBER AMY GUTIERREZ: And, Lila,

BOARDMEMBER CATHERINE HARSHBARGER: We

Page 127

4 we've got here hedlth effects, thisisfrom

5 Appendix D, so we have done some summarization

6 here. Therewasoneindication, soitwasa

7 little more concise, but also encourage you,

8 Appendix D, H, I, and J are where the vast

9 magjority of these slides information come from.
10 And again, we have linked to the Zoom for the
11 public meeting for Genvoya with patients and
12 caregivers, aswell astheir survey responses.
13 I'm noticing a typo on here, so
14 apologiesfor that. | think thetop line,
15 apologies, that is Enbrel, but | think that was
16 just something that wasn't deleted, that top
17 area.
18 So moving on to health effects for
19 patients and caregivers. The mgjority of
20 patients aid their treatment goal wasto remain
21 undetectable and achieve overall physical health.
22 They spoke to the importance of whole person
23 wellness, in addition to medical outcomes. And
24 they discussed the differences in Genvoya and
25 other drugs under review, namely that Genvoya
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1 treats acommunicable disease and interruptions 1 LILA CUMMINGS: All right, so here's
2 intreatment could lead to worries of abroader 2 some information on financial effects. And
3 public health issue. 3 again, all of thisisin the appendices, so the
4 For health effects, I'm not going to 4 information from surveys regarding the financial
5 read through this necessarily. I'll just leave 5 effects of the drug. Also, we've pulled some
6 it up therefor folksto take alook at. 6 information from individuals with scientific and
7 CHAIR GAIL MIZNER: Any questionson 7 medical training appendix where they've provided
8 that, comments? | think we can move on. 8 information from their experiences on patient's
9 LILA CUMMINGS: Okay. All right, so 9 ahility to afford Genvoya.
10 hereisasummary of the health effects of 10 BOARDMEMBER CATHERINE HARSHBARGER: |
11 Genvoya. Itisboth from -- we surveyed six 11 sit and ask myself the question about the 4 out
12 different or reviewed six different health 12 of 22 or 18 percent, that the medication reduces
13 technology assessment organizations. We also 13 the amount of time. Oh, wait, I'm talking about
14 noted if (sound glitch) was used in Appendix D, 14 dueto the cost of this medication, they cut
15 but here's the summary from both Canada and 15 costsin other areas.
16 Germany. 16 And so, it makes me wonder if those are
17 | will note here that something we kind 17 people that are on insurance, for one, and
18 of consistently found in review was sometimes 18 secondly, do they not know about other program
19 there are head-to-head studies with different 19 because there's so many programs out there. |
20 drugs, but then kind of frequently, there were -- 20 don't know that answer, or maybe they don't
21 it was a comparison to aplacebo. But those are 21 qualify for them. Soevenif they -- | don't
22 cited, so you can investigate as you seefit. 22 know what that is, but at least 18 percent of the
23 CHAIR GAIL MIZNER: Soreally HIV drug | 23 people have some impact relative to having to cut
24 studies are not done in comparison to placebo 24 costsin their lives to afford the medication.
25 because that would be immoral; they're compared 25 LILA CUMMINGS: And something | will
Page 130 Page 132
1 to other drugs and that's just the way it hasto 1 add to say here that feedback we received that we
2 be. 2 did discussin December but we'll reiterateis,
3 LILA CUMMINGS: And I think I just 3 we received feedback from a number of
4 transcribed what | meant to say in my previous 4 organizationsthat are patient kind of focused
5 statement. Sorry, yes, apologies. Thank you. 5 organizations for people living with HIV. And we
6 BOARDMEMBER CATHERINE HARSHBARGER: The | 6 heard that because of the historical and current
7 onething to remember in al of thisisthe 7 stigmaassociated with HIV, that there were some
8 health effects, it seems like some of them are 8 concerns about responding to surveys, and so that
9 the norms for peopleif they're going to get it: 9 is something we've heard.
10 diarrhea, nausea, things that you can get treated 10 And | will notetoo that, you know, and
11 for, for the side effectsif you wanted to. The 11 we reopened the surveys at your direction in
12 onething that's different about Genvoyais the 12 January, where we received a tremendous amount
13 effect it hason -- | don't know whether it's 13 for other drugs. | will say for Genvoya, we did
14 liver or just on the fact that you can't have a 14 not receive any additional responses.
15 statinif you needed it. 15 BOARDMEMBER CATHERINE HARSHBARGER
16 CHAIR GAIL MIZNER: It'sthedrug 16 Which also makes me wonder how concerned they are
17 interaction with the statin. It's complicated. 17 about it. | don't know that answer exactly. |
18 BOARDMEMBER CATHERINE HARSHBARGER: 18 think the stigma definitely is part of the issue.
19 I'll trust you on that. 19 Peoplejust don't want to be associated
20 LILA CUMMINGS: | think Chair Mizner, 20 necessarily, have people associate them with
21 correct meif I'm wrong, that is what we pulled 21 their hedlth issuein this case.
22 up from the cited clinical guidelinesinto the 22 BOARDMEMBER AMY GUTIERREZ: For the
23 body of the report. 23 second bullet under there, Lila, whereit says
24 BOARDMEMBER CATHERINE HARSHBARGER: 24 some participants highlighted IQVIA lab data.
25 Thank you. 25 I'm not sure IQVIA has lab data. 1t's probably
Page 131 Page 133
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1 more -- they're looking at qualities and

2 affordability. Do we validate that, that 85

3 percent of people have a copay of less than or

4 equal to $5.00?

5 LILA CUMMINGS: Wedid not. So any

6 voluntarily submitted information, we did not do

7 anindependent assessment of. And | will note

8 that IQVIA isaclearinghouse that also does

9 analytics, including claims-based analytics that,
10 to our understanding, is based on claims data
11 they receive from a number of organizations, but
12 not state All Payer Claims Databases. So no, we
13 did not; that's not something that we validated.
14
15 thisisfrom one of our scientific or medical
16 trained people.
17 LILA CUMMINGS: Something that they
18 provided, yup. And | believethisonein
19 particular was the manufacturer who had
20 individuals with scientific and medical training
21 present at meetings.
22
23 And didn't they just change thisyear. Sorry,
24 thisisbullet three, I'm jJumping to the next
25 one. | thought they got rid of copays for

BOARDMEMBER CATHERINE HARSHBARGER: But

BOARDMEMBER JAMES JUSTIN VANDENBERG:

1 my screenif you would like.
2 CHAIR GAIL MIZNER: Just want to
3 clarify for people too that the ADAP coverage
4 includes undocumented, uninsured people, and this
5 isvery important from a public health
6 standpoint. You don't want people uninsured
7 because -- | mean, untreated because they can
8 then transmit the virus; whereas, somebody who's
9 well treated with an undetectable viral load will
10 not transmit the virus.
11 BOARDMEMBER CATHERINE HARSHBARGER
12 Yeah, that'sa social issue for sure.
13 CHAIR GAIL MIZNER: And | haveno
14 patients for whom | cannot get antiretroviral
15 medication because of that excellent ADAP
16 coverage and the excellent work of the Ryan White
17 programs.

18 BOARDMEMBER CATHERINE HARSHBARGER
19 Yeah.
20 LILA CUMMINGS: | think we can move on

21 tothenext dide. All right, so there wasjust

22 one organization that had done kind of a summary
23 of thefinancial effectiveness of Genvoya.

24 I will note, and we've noted this,

25 that, you know, no assessment was done on

4 So that lineis probably outdated.

5 LILA CUMMINGS: So for particular, and

6 well touch onthat in alittle -- | believeit's

7 onthisdlide; if it's not, we'll touch onit.

8 Yes, for individuals covered by -- who are

9 insured through commercial insurances regulated
10 by the State of Colorado, there is new
11 legidation that prevents copays for any HIV
12 medication.
13
14 anybody tell me, because | don't know what it is
15 now, what's the federal poverty level thisyear;
16 does anybody know?
17
18 qualifiesisin Appendix F for 2024.
19 BOARDMEMBER CATHERINE HARSH
20 Okay, thank you. | don't remember seeing it.

21 LILA CUMMINGS: I'vegot alot of tabs
22 open.
23 BOARDMEMBER CATHERINE HARSH

24 That'sokay. | canlook at it.
25 LILA CUMMINGS: I'd be happy to share

Page 134 Page 136
1 Medicaid patients. 1 comparing the price Canada pays or the average
2 LILA CUMMINGS: Yes. 2 reimbursement to Colorado-specific data. So for
3 BOARDMEMBER JAMES JUSTIN VANDENBERG: 3 Canada, you'll see herethat they said that

BOARDMEMBER CATHERINE HARSHBARGER: Can

LILA CUMMINGS: Theinformation on who

BARGER:

BARGER:

Page 135

4 Genvoyaissimilar in costs or less costly than
5 other single tablet or commonly used treatment
6 regiments for adolescents and adults in Canada.
7 Okay, we can keep moving.
8 All right, so moving on to the access
9 to care profile. You've seen these appendices,
10 you've seen the description, so we can keep
11 moving.
12 All right, so hereis the graphic that
13 shows change in WAC versus change in annual
14 inflation. And apologies, | think we've --
15 Google Drive shut down on us this morning, so we
16 had some issues with saving some of the text
17 properly. And so, you'll seetherethat is
18 right, but on a previous slide, it was not, so
19 thisisgood for Genvoya

20 CHAIR GAIL MIZNER: Any comment on

21 that?

22 BOARDMEMBER CATHERINE HARSHBARGER: No.
23 BOARDMEMBER JAMES JUSTIN VANDENBERG:

24 No.

25 LILA CUMMINGS: Thesimilar graphic to
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1 what you've seen in the report. We have change 1 BOARDMEMBER AMY GUTIERREZ: | think
2 in patient count, change in total paid, average 2 they key istoo that 500 percent federal poverty
3 paid for person, total patient, then average out- 3 level. Anyone above that will not apply.
4 of-pocket costs. 4 CHAIR GAIL MIZNER: Right. That'sa
5 Okay. Any discussion here? 5 pretty generous amount, though, that it is 500
6 BOARDMEMBER CATHERINE HARSHBARGER] 6 percent above federal poverty level isinclusive
7 Well, the graph does show us from 2018 to 2022, 7 of quite afew people probably.
8 it'sbecome | guessless costly for individuals, 8 BOARDMEMBER AMY GUTIERREZ: | think I'm
9 you know, the Colorado consumer, aswell asjust 9 just looking it up, Cathy. | think it was 15,060
10 in generdl, the cost has gone down. 10 in 2023 FPL.
11 CHAIR GAIL MIZNER: WEéll, the total 11 BOARDMEMBER CATHERINE HARSHBARGER
12 paid has gone down, but the number of patients 12 Right, thank you.
13 using it has gone down. 13 LILA CUMMINGS: And | would just note
14 BOARDMEMBER CATHERINE HARSHBARGER] 14 too that we don't have it on aslide, but in the
15 Yeah, sorry. Yeah, there'sacorrelation, sorry. 15 summary report, particularly | believeit's Page
16 CHAIR GAIL MIZNER: So I'm still sort 16 -- or it begins on Page 25, there isinformation
17 of alittle bit alarmed by that out-of-pocket 17 on monthly utilization for Genvoya's therapeutic
18 cost, but | also think that with this particular 18 dternatives. There'sinformation for monthly
19 medication, we know that, whereas unlike with 19 total paid and average total paid.
20 some other medications where you simply -- it's 20 And then there's also information from
21 hard to know if there are patients who need it 21 the survey responses, acknowledging that there
22 andjust simply aren't accessing it at all. 22 wereonly 22 survey responses regarding patient
23 With this, because of the robustness of 23 self-reported out-of-pocket costs and any
24 the ADAP program with possibly afew exceptions 24 concerns with costs affecting access. And all
25 of patients who are afraid to -- have so much 25 patients reports that their out-of-pocket cost
Page 138 Page 140
1 stigmathat they're afraid to approach the 1 per month was zero to 50 or 50 to 100.
2 program or enter into care that people who need a 2 And then there's also information on
3 drug are getting it. 3 cost effectiveness on access where the majority
4 Dr. Rome, what did you want to... 4 said that cost did not affect access, and that's
5 DR. BEN ROME: | wasjust going to add 5 Table 12 in the summary report.
6 one more thing, Gail, just as you're thinking 6 CHAIR GAIL MIZNER: I'm at the F-3,
7 about that number. It includes copayments, 7 which isthe Colorado State Drug Assistance
8 coinsurance, and deductibles. So, you know, many | 8 Program income dligibility chart. Sofor a
9 patients do pay a deductible of afew hundred 9 single person family size of one, 500 percent of
10 dollars at the beginning of theyear. And if the 10 federal poverty level is $75,300.
11 person who has HIV but no other medical 1 BOARDMEMBER CATHERINE HARSHBARGER: Oh,
12 conditions, you know, the deductible will 12 my mathisright; that's what | calculated.
13 probably go towards Genvoyaif that's the 13 CHAIR GAIL MIZNER: And it goes up if
14 medicine they're using, and so, that alsois 14 you have more in your family. Can we move on?
15 counted here. 15 LILA CUMMINGS: Yup, we surecan. So
16 So just as you're sort of 16 patients, caregivers, and clinicians provided
17 conceptualizing this number, that's another maybe | 17 input that treatment for HIV may be received at a
18 reason why it might be alittle higher than you 18 clinical provider's office who receives funding
19 were expecting because patients may not see that 19 from the Ryan White HIV/AIDS Program and that
20 asacost, you know, as a specific barrier to 20 many, if not all, of these clinics are registered
21 Genvoya. And obviously, the benefit designis 21 ascovered entities.
22 suchthat itisn't, but if that's their only drug 2 | would say here that in the Appendix F
23 or their most expensive drug, it'll probably get 23 where we list the different covered entity types,
24 applied. 24 some of the clinics or one of the -- some of the
25 CHAIR GAIL MIZNER: Right. Thank you. |25 covered entity types are specifically Ryan White
Page 139 Page 141
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1 clinics or Ryan White adjacent. So that
2 information, while we didn't do an assessment of
3 wasthere utilization or couldn't do an
4 assessment of was there utilization of Genvoya at
5 those clinics, | think just due to the nature of
6 there'saspecific category for these providers
7 under covered entitiesin the 340B programsis
8 notable.
9 Individuals also provided input that
10 these clinics receive funding in a number of
11 programs, including SDAP, to lower the cost of
12 prescription drugs. | won't read this. You've
13 already talked about it and discussed the
14 specific levels.
15 But then do a so want to note, and Dr.
16 VanderBerg, you mentioned this, so Colorado
17 Senate Bill 23-189 requires Medicaid and state
18 regulated commercial plansthat cover health
19 servicesrelated to STIsto include coverage for
20 HIV prevention drugs or cover HIV treatment like
21 Genvoyawithout step therapy or prior
22 authorization requirements.
23 Additionally, at the federal level,
24 Medicare requires Part D plan sponsors to include

25 ontheir formulary all drugsin six categories,
Page 142

1 I'm almost surprised it's not higher than that.
2 BOARDMEMBER AMY GUTIERREZ: | agree. |
3 think it'sjust -- that way, you at least don't
4 wait three months to find out they're not taking
5 their medication and you don't intervene, but |
6 agree.
7 LILA CUMMINGS: | believethisisthe
8 last dlide, so I'll pause here. And anything on
9 thedlidesor in the report, right, the slides
10 kind of touch on most areas. But if there's
11 anything you'd like to discuss from the report
12 through the appendices, I'm happy to do that.
13 BOARDMEMBER AMY GUTIERREZ: Lila, the
14 report was well done.

15 BOARDMEMBER CATHERINE HARSHBARGER:
16 Yeah.
17 LILA CUMMINGS: Okay. Then with that,

18 | believe we can move on.

19 CHAIR GAIL MIZNER: Okay. Any more

20 comments before we move on then to public

21 comment? Any more comments from the Board or

22 deliberations from the Board?

23 BOARDMEMBER JAMES JUSTIN VANDENBERG:
24 Can't think of ...

25 CHAIR GAIL MIZNER: Great. Thenwe
Page 144

1 including antiretrovirals like Genvoya, and they
2 may not be subject to prior authorizations or
3 step therapy requirements.
4 BOARDMEMBER CATHERINE HARSHBARGER: But
5 probably would be subject to, like for Medicare,
6 their copays and things like that -- not copays,
7 their deductibles, right? Well, they can go to
8 those programs as well, the Ryan White programs,
9 state programs.
10 LILA CUMMINGS: And then here arethe
11 survey responses regarding utilization management
12 and requirements from patients and caregivers.
13 BOARDMEMBER JAMES JUSTIN VANDENBERG:
14 Amy, do you think the second-to-last oneis
15 probably on there only offers 30-days. Wasit my
16 understanding alot of that hasto do with
17 compliance and putting thisinto amost the
18 specialty bucket because of the high cost? So
19 they want to make sure there's adherence so
20 they're not just going to give a three-month
21 supply, and so they want to have a tighter check
22 in, | think was my understanding on there. Not
23 sayingit'sright. I'mjust -- but | believe
24 that's the rationale behind that.

25 CHAIR GAIL MIZNER: It's pretty common.
Page 143

1 will now take public comment regarding Board
2 deliberations on Genvoyaonly. Calliewill put
3 the sign up form in the chat and we will take
4 comments from up to 10 people today and each
5 speaker will be given two minutesto speak. Asa
6 reminder, this period of public comment is
7 limited only to comments related to the Board's
8 deliberations on Genvoya. A time for general
9 public comment will be available at the end of
10 the meeting.
11 CALLIE ANN SHELTON: Thelink isinthe
12 chat. | have afew people signed up already, and
13 wel'll start with Jen Laws.
14 JEN LAWS: Thank you, dear. | hope
15 your throat isdoing all right. I'm going
16 through the same thing.
17 I'm Jen Laws, President and CEO of
18 Community and Access National Network. We
19 participated in small group meetings and really
20 tried to participate throughout this process.
21 We'rea27-year-old national patient advocacy
22 organization focused on HIV, Hepatitis C, and
23 substance use disorder.
24 I, myself, am atransgender man living

25 with HIV, so this particular issue was very, very
Page 145
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1 important as we engaged on this, including

2 working with local partners over at CORA and a

3 Colorado-based HIV patient advocacy organization

4 aswell.

5 | do want to clarify a point that might

6 have been alittle confusing for folks listening

7 when Lilawas going over the first part of this,

8 saying that patients have sometimes run into

9 issues around prescription medications for HIV.
10 That isahistorical health equity point because
11 prior to the ACA, our drugs weren't covered,
12 payersweren't required to do so, and we were
13 adamantly discriminated against. It's the entire
14 point of the AIDS Drug Assistance Program.
15 So that health equity and access piece
16 around medication influences alot of what you
17 hear from patients around medication access and
18 HIV. A lot of us have been dealing with this for
19 avery, very long time before these protections
20 were made available, and so we're facing what
21 we'refacing right now.
22 | do want to respond to what Dr. Rome
23 had to say about not seeing it because of the
24 deductible and everything else. 1'm going to

25 keep myself well behaved right now. The SDAP
Page 146

1 what you are going to have asaresult isa
2 reduced ability for that program to serve people
3 in need, and when that comes to the ADAP
4 gpecifically, you are talking about your priority
5 population too. Y ou'retalking about people
6 living with HIV in marginalized communities,
7 people who areimpoverished. Itishard. This
8 isacomplicated process.
9 | believe in good faith that everyone
10 hereistrying to make sure that thereis
11 equitable access to care, not just poor people
12 living with HIV, but across the spectrum and this
13 iscomplicated. Itismy sincere desirethat as
14 you approach legidlative report back, that what
15 you tell the legislature, so UPL is not the right
16 tool for the job.
17 Thank you. Thank you, Callie. | know
18 | went alittle over.
19 CALLIE ANN SHELTON: Hey, Jen, | hope
20 you get to feeling better. Natalie Rose.
21 Natalie, you're muted.
22 NATALIE ROSE: Good gracious, that mute
23 button. Thank you for letting me know.
24 My nameis Natalie Rose. | am speaking

25 asamedical value and evidence liaison with
Page 148

1 actually helps with premiums and deductibles, not
2 just as out-of-pocket costs, so that's a huge
3 pieceon this.
4 And | think thisisthe most important
5 part of when we talk about system costs, not just
6 that individual cost, because I'm going to tell
7 you right now there are not patients in Colorado
8 that meaningfully have an issue accessing Genvoya
9 based on cost. We deal with those things, and we
10 deal with those things nationally because HIV is
11 apublic health issue.
12 So to that end, with regard to 340B-
13 based programs or 340B-covered entities,
14 including Ryan White Clinics and the AIDS Drug
15 Assistance Program itself and certain hospitals,
16 what a UPL would do there is not reduce the
17 ability for that entity to access the discounted
18 cost, but will reduce the value of the rebatesin
19 which those entities are able to reinvest in
20 their communities.
21 A UPL will dramatically increase issues
22 of hedlth disparities because it reduces those
23 income availability, that program revenue
24 availability to reinvest in communities. 1f UPL

25 isingtituted on any drug on an ADAP formulary,
Page 147

Gilead Sciences. | respectfully ask that the
committee protect all HIV medications, not deem
them unaffordable, or place an upper payment
[imit on them, including Genvoya.

The draft report affirms that
Coloradans with HIV have robust and affordable
accessto Genvoya. Initsreview of payer data
and input from patients from stakeholders, the
report included many examples of how Genvoyais
affordable to Coloradans with HIV across all
payer types with a significant portion of
patients with low or even zero copays. We aso
appreciate that the report acknowledges the
combined role of both federal and state safety
net programs to assist with access to
medications.

The affordability of Genvoyais further
18 underscored by its low abandonment rates.
19 Whereas, patient affordability or non-adherence
20 may be anindication of patient affordability
21 issues, the report found that three or fewer
22 respondents to the patient survey indicated that
23 the cost of Genvoya has ever affected adherence.
24 Thisfinding comports with our understanding that

25 the abandonment rate for Genvoyais 50 percent
Page 149
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1 lower than rates seen across other specialty drug 1 front range.

2 classesin 2022. 2 Stigmais incredibly important as well,

3 Furthermore, the further affirms 3 asyou'vejust heard from Jen. HIV not only

4 Genvoyaisaccessible. The report found that of 4 impacts those who are in marginalized

5 the 10 carriersin the market, al 10 carriers 5 communities, but HIV itself isamarginalizing

6 covered this medication with unrestricted access, 6 disease. Many people living with HIV have not

7 and the majority of carriers placed Genvoyaon 7 disclosed to their family and friends, they're

8 the middle-to-lower tier, meaning alower portion 8 reticent to seek care in HIV-specific settings,

9 of thedrug is paid by patients. 9 they're anxious as they go to Quest and LabCorp
10 Lastly, the report includes many quotes 10 that somebody might mention it out loud, and
11 from respondents who attest to the wide 11 they're reticent to go to a pharmacy to pick it
12 availability of assistance programs, and an 12 up and to have the pharmacist mention the
13 overwhelming majority of patients surveyed 13 medication aoud. It'sdifficult for these folks
14 reported using an assistance program. As 14 to remain meaningfully engaged in care, and any
15 affirmed here by the data presented in the 15 potential disruption of care can be harmful.

16 Board's affordability report, Genvoyais 16 The same stigma, as you've already

17 affordable and accessible. Colorado can do its 17 talked about, likely played an impact in the

18 part to end the HIV epidemic. 18 number of respondents on the survey. On the
19 | respectfully ask that the Board not 19 website, it said that you all could not guarantee

20 find any HIV medication, specifically Genvoya, 20 anonymity to the survey and certainly, | suspect
21 unaffordable and not set an upper payment limit 21 that played arole in the few number of
22 withinthe HIV class. Thank you so much for your |22 respondents.

23 timetoday. | appreciateit. 23 Finally, as apublic health doc, |
24 CALLIE ANN SHELTON: Thank you, 24 redlly have to mention -- that | would be remiss
25 Natalie. Mark Thrun. 25 in not mentioning, | should say, the need for
Page 150 Page 152
1 MARK THRUN: My nameisMark Thrun. | 1 continuity of care. If someone stopstheir HIV
2 work with Natalie at Gilead Sciences. | direct 2 medications, their viral load becomes detectable,
3 HIV strategy at the present moment for the United 3 then they can transmit virus; whereas, if they
4 States, but I'm a Coloradan. | am a public 4 remain on their medications continuously and
5 hedlth infectious disease doc who's had 24 years 5 their virusis undetectable, there's zero
6 of experience providing HIV carein Colorado. | 6 likelihood of forward transmission to other
7 used to direct the Sexual Health HIV Prevention 7 Coloradans.
8 Services at Denver Hedlth, long time advisor to 8 For all these reasons, we at Gilead
9 CDPHE, HCFA, and CDC mostly on matters related to 9 support those in the community who have advocated
10 sexua health and HIV. 10 for treatment choice, allowing a patient and
11 And | wanted to touch on a couple of 11 provider to opt for the treatment regimen that
12 thethingsthat you all have already brought up, 12 works best for them and allows for them to remain
13 and that is stigma and the importance of 13 onit without interruption. We at Gilead remain
14 continuity of care. Aswas shown in the 14 committed with all of you, based on your
15 affordability reports, HIV isincreasingly being 15 comments, to ending the epidemic for everyone
16 diagnosed in persons who might also have 16 everywhere, and we believe that accessto
17 challenges accessing and persisting in care, 17 appropriate tailored treatment regimensis
18 including disproportional new infectionsin 18 central to that.
19 Black, Latino, and MSM populations. 19 Thank you for the opportunity to speak.
20 Asyou al noted, 60 percent of people 20 Thank you, Lila, for opportunities previously to
21 on Genvoyaarein counties that have an above 21 share our insights with you.
22 average social vulnerability score. There remain 22 CALLIE ANN SHELTON: Thank you, Mark.
23 significant challenges to accessing ongoing HIV 23 Christopher Zivalich, please.
24 carein astate in which most of the providers -- 24 CHRISTOPHER ZIVALICH: Hello there, hi.
25 Dr. Mizner, you excepted -- are actually in the 25 Thank you for letting me make comments today. My
Page 151 Page 153
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1 nameis Chris Zivdich, | use he and his

2 pronouns, and I'm speaking to you today as a

3 community member with extensive experience in HI

4 treatment and prevention, including my roleas a

5 volunteer co-chair for 5280 Fastrack Cities, a

6 local HIV codlition.

7 | want to stress that placing an upper

8 payment limit on Genvoyawould render it less

9 accessible, which puts aperson living with HIV's
10 ahility to self-direct their own care at risk.
11 Aswe've mentioned, 60 percent of people living
12 with HIV taking Genvoyalivein acounty with
13 high social vulnerability. My interpretation of
14 that is that many people taking this drug are
15 dealing with overlapping inequities and social
16 determinantsto health. So making something that
17 isstablein their life like Genvoyaless
18 accessible could impact them more
19 disproportionately than a person living with HIV
20 in alessvulnerable county.
21 Also being on a medication that realy
22 works for someone living with HIV helps them
23 maintain their adherence and ultimately achieve
24 an undetectable viral load, which does eliminate

25 the possibility of HIV transmission, so this
Page 154

1 care needs.

2 Thank you so much for the opportunity

3 to speak today.

4 CALLIE ANN SHELTON: Thank you,

5 Christopher. Sorry | did such abad job

6 pronouncing your last name.

7 CHRISTOPHER ZIVALICH: That'sokay, I'm
8 used to that.

9 CALLIE ANN SHELTON: Michael Deroche
10 please.
11 MICHAEL DEROCHE: Thank you for letting

12 me speak today. 1'm a person who'sliving with
13 HIV for 37 years, | believe. | can't most of the
14 drugs because even though I'm always adherent
15 with my medications, it's a smart little bugger
16 virus.
17 | really think that HIV should not be
18 one of the disease categories for this program.
19 | think it's great what you're doing, but | just
20 think that you need to be hands off of HIV. You
21 know, alot of drugsdo help alot of peoplein a
22 lot of ways, but thisdrug is-- HIV drugs are
23 essential to stay alive. If | stop taking my
24 medication, it's just a matter of time until I'm
25 going to get sick and die; it'sas simple as

Page 156

1 redlly isapublic health matter.
2 And | want to emphasize that a person's
3 HIV medication should always be the byproduct of
4 ashared decision-making process between the
5 provider and the patient.
6 I'd also like to emphasize, just as
7 someone who's enrolled peoplein the past in a
8 lot of these programs, that yes, Genvoyais
9 eligiblefor copay support, usually with or
10 without income limits; that will cover the entire
11 cost of the drug, so it will not place an
12 affordability burden on nearly all patients.
13 However, the burden of being forced to a new
14 drug, that could be a significant interruption.
15 So while therapeutic alternatives exist, that
16 switch really being forced on someone could be
17 pretty distressing and destabilizing and it's
18 very different when they choose to do that.
19 So | hope with this information you'll
20 recognize how Genvoya accessis critical and that
21 decisions on this should really always center,
22 first and foremost, the autonomy of the person
23 living with HIV so they, you know, decide for
24 themselvesin consultation with their doctor or
25 provider which drug is currently meeting their

Page 155

1 that.

2 I'm on this crazy regimen. By the way,

3 | just want to correct you. You can take

4 gtatins. I'mon astatin. 1'm not on Genvoya

5 and I'm not on cobicistat, but I'm on Ritonavir,

6 whichisthe samething; it'sasensory A

7 inhibitor, which boosts levels of my (sound

8 glitch) producing inhibitor. My prescription for

9 Rosuvastatin is 10 milligrams instead of 20. If
10 | ever go off that drug, I'm going to have to go
11 back to 20 milligrams, so that just isn't really
12 correct. Andthen | asotakeit in the middle
13 of the day because | take my Ritonavir with
14 breakfast and with dinner, so | take my
15 (indiscernible) with lunch.
16 | just think it'sreally -- you know,
17 first of al, Genvoyaison the way out, it
18 redlly is; it'san older drug. And I'm a peer
19 educator, I'minvolved inthe AIDS Treatment
20 Activist Coalition and Treatment Education Net-
21 --which isanational organization, and Treatment
22 Education Network, which isalocal organization.
23 I'm apeer educator. We provide programs with
24 peoplewith HIV.

25 Y ou know, people will say, hey, what do
Page 157
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you think of blah, blah, blah, blah. They ask me
for advice because they know | stay up on
everything. And | say, well, why would you take
adrug that has cobicistat in that, which has
toxicities and it's not an antiretroviral, why
would you take that if you don't haveto. You
know, | mean, Biktarvy, which is the same
manufacturer, isagreat option, and really
Genvoyais on the way out.

It was interesting how well
(indiscernible), which was (indiscernible), isan
integrase inhibitor that wasn't even on your
comparator list. | just think it's so important.
If you need to have an HIV drug on your -- you
know, if you need to target one -- you need one
HIV drug to target, there's Crofelemer, which was
developed for people with HIV that have diarrheg;
it's aquestionable drug, it's very expensive,

O© O ~NOOUDWDNLPE

el el el e =
O~NOURAWNBRO

1 And the stigma likely contributed to

2 thelow response rate in the survey mentioned

3 where anonymity really couldn't be guaranteed,

4 and it highlights the challenges we have in

5 engaging this population in care and research.

6 And the ongoing dialogue, you know, it really

7 underscores the importance of 340B programs and

8 ADAP with alooming threat of UPLs potentially

9 reducing rebate values that's essential for
10 community reinvestment and it not exacerbating
11 health disparities.
12 My personal journey as an HIV positive
13 individual, it underscores the necessity of
14 maintaining access to treatment so that | could
15 be here today to help speak after Dr. Mark Thrun
16 and emphasize that cost containment measures,
17 they impact patient wellbeing and the healthcare
18 ecosystem. And despite Colorado's healthcare

19 but you're not going to dieif you don't take it. 19 legacy and the Denver principles that are patient
20 There'saso Egrifta, which isfor sub-q hardened 20 centric where autonomy is afocus, the current
21 belly fat, which | think isn't diagnosed 21 strategiesrisk making crucial medications like
22 properly, but you know, it'sreally expensive but 22 thisinaccessible and it undermines Medicare's
23 it doesn't keep you alive. 23 protections and all the 340B programs benefits.
24 | think that's all | haveto say. | 24 So | appreciate the conversations, and
25 know | was going to say other things, but you 25 it really does call for abroader stakeholder
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1 know how your mind goes whatever. Thank you for | 1 engagement and a reevaluation of data

2 this opportunity. 2 representation so that our healthcare decisions

3 CALLIE ANN SHELTON: Thank you, 3 dign with our needs and there are equitable

4 Michael. Scott Bertani. 4 accessto trestments. So | appreciate the time,

5 SCOTT BERTANI: Hey, thank you again. 5 thank you.

6 Hey, | am Scott Bertani and the director of 6 CALLIE ANN SHELTON: Thank you, Scott.

7 advocacy for Health HIV. I'm the lead for the 7 Dr. Mizner, that is everyone who signed up for

8 National Coalition for LGBTQ Health, and aformer | 8 Genvoyacomments.

9 DG patient myself. And | mention the latter 9 CHAIR GAIL MIZNER: Great. Thank you
10 because I'm so glad that Dr. Mark Thrun was on 10 al. AreBoard members comfortable moving
11 there; in fact, he was my prescribing doc back in 11 forward with determining whether Genvoyais
12 theday. And | can't ever remember him saying to 12 unaffordable with the information presented?
13 my NP, Scott, oh yeah, switch hismedsto meet my | 13 BOARDMEMBER CATHERINE HARSHBARGER:
14 cost profile needs. It's just acommunicable 14 Yes.
15 disease. Ignorethat there are statutes on the 15 BOARDMEMBER AMY GUTIERREZ: Yes.
16 doctorstoo. Shared clinical decision making 16 BOARDMEMBER JAMES JUSTIN VANDENBERG: |
17 just isn't that important. 17 am.
18 So from that place, you know, facing 18 CHAIR GAIL MIZNER: Good. If there's

19 challenges long before current protections, we've
20 navigated the evolving landscape of healthcare

21 and particularly in Colorado where HIV treatment
22 access remains largely unimpeded by cost. It's
23 thanksto vital national public health efforts

24 and subsidies and patient programs that erase the

25 premiums and the deductibles.
Page 159

19 no further deliberation and having considered the

20 evidence before us relating to each affordability

21 review component, do | have amotion regarding a

22 vote on unaffordability of Genvoya?

23 BOARDMEMBER AMY GUTIERREZ: I'll makea
24 motion. The use of Genvoya consistent with the

25 labeling approved by the FDA or with standard

Page 161
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4 Justin VandenBerg, | second that.

5 CHAIR GAIL MIZNER: Thank you. Dr.

6 Guttierez moved and Dr. VandenBerg seconded that

7 the use of Genvoya consistent with the labeling

8 approved by the FDA or with standard medical

9 practiceis not unaffordable for Colorado
10 consumers.
11
12 again. Callie, would you please call the names.
13 CALLIE ANN SHELTON: Of course. Dr.
14 Amy Gutierrez.

| am going to call for aroll call vote

of 45
1 medical practice is not unaffordable for Colorado 1 present kind of these final draft affordability
2 consumers. 2 reviews taking into account changes and a summary
3 BOARDMEMBER JAMES JUSTIN VANDENBERG: 3 of your deliberations today and the vote, so for

15 BOARDMEMBER AMY GUTIERREZ: Yes.

16 CALLIE ANN SHELTON: Cathy Harshbarger.

17 BOARDMEMBER CATHERINE HARSHBARGER:
18 Yes.

19 CALLIE ANN SHELTON: Dr. Gail Mizner.

20 CHAIR GAIL MIZNER: Yes.

21 CALLIE ANN SHELTON: And Dr. Justin

22 VandenBerg.

23 BOARDMEMBER JAMES JUSTIN VANDENBERG:
24 Yes.

25 CHAIR GAIL MIZNER: Thank you. Lila,

Page 162

4 each of the drugs, there will be that.
5 For Enbrel, you all will also be taking
6 avote on Friday on whether or not you would like
7 toinitiate the rulemaking process for
8 establishing an upper payment limit, so that isa
9 decision that is before you next Friday. And
10 then we will aso come with a proposed timeline
11 for what that could look should you all choose to
12 move forward with that.
13 BOARDMEMBER CATHERINE HARSHBARGER
14 Lila, I will be -- as| mentioned to you | think
15 before, | will be out of state and | was going to
16 attend viaZoom like we do anyway. | will do my
17 very best to be there at that time. I'll let you
18 know if | have any problems with it, okay?
19 LILA CUMMINGS: Okay, well follow up.
20 Thank you.
21 BOARDMEMBER CATHERINE HARSHBARGER
22 Thank you.
23 LILA CUMMINGS: Okay. So now well
24 turn it over to general public comment.

25 CALLIE ANN SHELTON: A few folkssigned
Page 164

1 please finalize the affordability review report

3 deliberations today, our determination that use

4 of Genvoyais not unaffordable for Colorado

5 consumers, and correcting any clinical errorsyou
6 dl identify. We will vote to approve the fina

7 report at our next meeting.

9 say | want to thank all those that stood up and
10 provided public testimony, including those who
11 even disclosed personal details about their own
12 illnesses and such and really thank you for
13 taking the time to provide us with really
14 vauableinput from the public, so just a thank-
15 you to you.

19 want to -- and I'll give my kind of closing

20 comments about timing, and then we'll turn it
21 over to public comment.

22 So the next Board meeting will be next
23 Friday, February 23rd, from 10:00 to 11:00 am.
24 iswhat is scheduled, and there will be kind of a
25 couple of actionsthat could take place. We will

2 for Genvoya by adding a high-level summary of our

8 BOARDMEMBER AMY GUTIERREZ: Can | just

16 CHAIR GAIL MIZNER: So | want to second
17 that.
18 LILA CUMMINGS: And just something |

Page 163

1 up aready, but if anybody else wantsto sign up,
2 click thelink in the chat. Amy Goodman.
3 AMY GOODMAN: Thank you. First, | want
4 to say that asthe PDAB decides whether to set an
5 upper payment limit on Enbrel since it has deemed
6 it unaffordable, Colorado Bioscience Association
7 continues to stress that government and price
8 controls and caps are the wrong solution for
9 patients. Government price controls will not

10 lower costs for patients and risk serious

11 unintended consequences, including limiting

12 patient and prescriber choice and reducing

13 investmentsin new medicines.

14 Also, | would just liketo ask a

15 question to clarify the process regarding the

16 small group meetings that have happened with

17 scientific and medical experts. At thistime,

18 the current draft affordability review reports do

19 not include links to recordings of staff meetings

20 with scientific and medical experts, and the

21 draft reports aso do not include alist of

22 scientific and medical experts with

23 (indiscernible).

24 What is going to be publicly shared

25 about those meetings, which inform the
Page 165
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1 affordability review reports. We think these 1 meetings so that those considerationsraised in

2 meetings should be made visible to the public, so 2 public comment or questions, like some of those

3 | hope that we can get more insight into that 3 that had been asked this afternoon, can be

4 soon. Thank you. 4 deliberated or discussed by the Board at the

5 CALLIE ANN SHELTON: Thank you. Mannat 5 meeting.

6 Singh. Mannat, are you still here? 6 Wed also like to ask that the Board

7 MANNAT SINGH: Hello. Sorry, my 7 include acomment period at every meeting,

8 microphone was being alittle glitchy. Thank 8 including their shorter meetings to finalize the

9 you. 9 affordability reviews. At the meeting on 12/15,
10 My nameis Mannat Singh, and | am the 10 the Board did not have public comment and under
11 executive director of the Colorado Consumer 11 PDAB's policies and procedures, the Board has
12 Health Initiative. | use she/her pronouns. Asa 12 said that they'll provide an opportunity for
13 consumer advocacy organization, it's CCHI's 13 public comment at every meeting. Itisrealy
14 priority to make sure that Coloradans can access 14 one of the few ways| think that we've seen the
15 the prescription drugs that they need. 15 impact that stakeholders can really communicate
16 The findings today illustrate that the 16 directly with the Board in real time and provide
17 Board'swork isvery useful and very necessary. 17 input on deliberations. And so, we would greatly
18 We appreciate the Board's care in discussing the 18 appreciate your consideration of those two
19 complex and nuanced nature of access to Genvoya 19 suggestions.
20 in Colorado at thistime. 20 Thank you very much and have a great
21 We're also encouraged by the 21 weekend.
22 designation of Enbrel as unaffordable, 22 CALLIE ANN SHELTON: Thank you,
23 particularly the acknowledgement of racial health 23 Katelin. And we have one more, Bridget Serrett.
24 disparitiesin discussing affordability. We hope 24 BRIDGET SERRETT: Hello. First, | want
25 to see an upper payment limit process initiated 25 to thank you guys for all the work that you are
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1 for Enbrel so that patients can get the financial

2 relief that they deserve from this high-cost

3 drug.

4 Upper payment limits are the only tool

5 that Colorado has to address the root causes of

6 the high cost of prescription drugs. PDAB isa

7 really important opportunity to make meaningful

8 policy choices that promote health over profit.

9 CCHI remains optimistic about the Board's
10 potential to create |long-overdue accountability
11 asone overall goal, to increase access to the
12 highest (sound drops) drugsin our state. Thank
13 you.
14 CALLIE ANN SHELTON: Thank you. And
15 lastly, Katelin Lucariello.
16 KATELIN LUCARIELLO: Good afternoon,
17 now evening, everyone. ThisisKatdlin
18 Lucariello, deputy vice president of state policy
19 with pharma. First of al, thank you, of course,
20 for the opportunity to provide public comment.
21 Weredlly appreciate that at this meeting, you've
22 made time for public comment following
23 deliberations and before votes on affordability.
24 Wed like to ask that the general

25 comment period be moved to the beginning of your
Page 167

1 putting into this. | definitely would not want
2 tobeinyour situation right now because | know
3 it'savery difficult task to balance
4 affordability and everything that's coming at
5 you.
6 First, | want to address maybe some
7 problems or someissuesthat | see with the
8 process. For instance, the upper payment limit
9 doesn't necessarily describe what thisis. The
10 PDAB bill was sold and | quote, "This bill is
11 projected to save Coloradans up to 75 percent on
12 the most unaffordable drugs and will pave the way
13 for amore equitable healthcare system that
14 prioritizes the wellbeing of patients over
15 profitsfor the pharmaceutical industry."
16 But the more that | am involved with
17 thisprocess, | realize that upper payment limits
18 are reimbursement caps. We have not changed what
19 the manufacturer can charge for the medication,
20 and so that means our specialty pharmacies may
21 not be able to stock it if they can't get
22 reimbursed for what it costs for them to get it
23 and stock it.
24 So this bill seemsto be geared towards
25 shifting the process, rather than giving them
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1 back to actual Coloradans, and | feel like 1 CERTIFICATION
2 insurance companies and pharmacy benefit managers| 2 _ _
3 are going to be the biggest winnersin this and 3 1, SonyaLedanski Hyde, certify that the

4 foregoing transcript is atrue and accurate
5 record of the proceedings.
6

Date: JUNE 1, 2024

4 that is concerning.

5 | do want to also bring awareness to

6 thetransparency of this. The processis

7 incredibly rushed, and, while | absolutely

8 appreciate you guys reopening the surveys for

9 Enbrel, we weren't given very much notice. And
10 we had two and a half -- you know, we had four or | 1

O © oo

11 five daysto kind of rally everybody in only two 11 ,JM M gé,/a.wé( Lot -
12 and ahalf weeks for the surveys to be open, and S0nya Leganski Hyde
13 that ultimately is not along period of time, 12
14 especialy when you're dealing with medically 13
15 complex community membersand thiswasovera | 14
16 holiday, which made it even more difficult to 15
17 find people to take part in this. 16
18 The data collection, the surveys don't g
19 actually prompt the patientsto -- they answer 19
20 questions about affordability and the value of 20
21 the medication, but it doesn't ask about did you 21
22 have less hospitalizations, were you able to work 22
23 more, were you able to get off disability. 23
24 LILA CUMMINGS: Bridget, | apologize. 24
25 We're at the limit on the time. 25
Page 170 Page 172
1 BRIDGET SERRETT: Oh, okay. Well,
2 thank you very much. Y ou guys have a good
3 weekend.
4 CALLIE ANN SHELTON: Thank you,
5 Bridget.
6 CHAIR GAIL MIZNER: Okay. | want to

7 thank everyone for their participation today,
8 staff, my fellow Board members, members of the
9 public, experts. It's been quite an afternoon.
10 The next PDAB meeting will be held at
11 10:00 a.m. next Friday, February 23rd. And so,
12 unless there is any objection, the meeting is now
13 adjourned. Thank you all very much.

14 LILA CUMMINGS: Thank you, Board

15 members, and thank you to members of the public.
16 BOARDMEMBER CATHERINE HARSHBARGER
17 Thank you everyone.

18 CALLIE ANN SHELTON: Lila, you cool if
19 | endit?

20 LILA CUMMINGS: Yup. Thank you.

21

22

23

24

25
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1 BOARD STAFF LILA CUMMINGS: I'm going 1 little early on some of the things where there's
2 to shoot the other Board members a message just 2 aconflict, so we can work on that.
3 to seeif they're having any tech troubles. One 3 BOARDMEMBER DR. SAMI DIAB: Sounds
4 moment. 4 good. Thank you.
5 All right. Just heard from Dr. Diab. 5 BOARD STAFFLILA CUMMINGS: So, we
6 He should be able to get in soon. He's having 6 will, | think what we can do is, welll start out
7 some tech issues with hiswork computer, and then 7 with the, actually, last agendaitem. So, we'll
8 till working on Ms. Harshbarger. So, Dr. Diab 8 do the Ad Hoc Work Group Meeting for General
9 should be here soon. 9 Assembly Report, so we can give some background
10 BOARDMEMBER DR. SAMI DIAB: Sorry | am | 10 onthat and talk about a Board staff suggestion.
11 late. 11 And then, kind of be going reverse order and talk
12 BOARD STAFFLILA CUMMINGS: Thanksfor | 12 about the Cosentyx and Stelara and then, but back
13 joining, Doctor. 13 go Enbrel and Genvoya.
14 CHAIR GAIL MIZNER: Lila, do you want - 14 CHAIR GAIL MIZNER: Okay. So, I'm
15 - should we wait for Ms. Harshbarger? Arewe... 15 going to call the meeting to order. 1t is10:10
16 BOARD STAFF LILA CUMMINGS: | think we 16 AM. And the February 23, PDAB Meeting is called
17 can go ahead. 17 to order. Callie, would you please call the
18 CHAIR GAIL MIZNER: | haven't heard 18 roll?
19 back from her. 19 BOARD STAFF CALLIE ANN SHELTON: Of
20 BOARD STAFF LILA CUMMINGS: | think we 20 course. Dr. Sami Diab?
21 might want to -- I'll keep reaching out to her. 21 BOARDMEMBER DR. SAMI DIAB: Present.
22 We could go out of order on the agendaif we want 22 BOARD STAFF CALLIE ANN SHELTON: Dr.
23 totry and seeif we can get her. Let me keep 23 Amy Gutierrez.
24 calling. I'll give her acall again. 24 BOARDMEMBER AMY GUTIERREZ: Present.
25 CHAIR GAIL MIZNER: Okay. 25 BOARD STAFF CALLIE ANN SHELTON: Weare
Page 2 Page 4
1 BOARD STAFF LILA CUMMINGS: So maybewe | 1 still waiting on Cathy Harshbarger. Dr. Gail
2 could wait just amoment. And also, there are 2 Mizner?
3 some things on the agenda that could go first, if 3 CHAIR GAIL MIZNER: Present.
4 sheneeds alittle bit moretime, so let me see 4 BOARD STAFF CALLIE ANN SHELTON: And
5 where she'sat. One moment. 5 Dr. Justin Vandenberg?
6 CHAIR GAIL MIZNER: Okay, thanks. 6 BOARDMEMBER JAMES JUSTIN VANDEBERG:
7 BOARDMEMBER DR. SAMI DIAB: AndMadam | 7 Here.
8 Chair, | have apatient in the room, so, can | 8 BOARD STAFF CALLIE ANN SHELTON: Thank
9 just -- I'm going to leave for five minutes. 9 you. Madam Chair, we have a quorum.
10 I'll beright back. 10 CHAIR GAIL MIZNER: Thank you, Callie.
11 CHAIR GAIL MIZNER: Okay. Thank you, 11 Okay, Lila, you want to movefirst to discussthe
12 Sami. 12 Ad Hoc Work Group Meeting in preparation for
13 BOARDMEMBER DR. SAMI DIAB: Madam 13 General Assembly Report?
14 Chair, | am back. 14 BOARD STAFF LILA CUMMINGS: Yeah,
15 CHAIR GAIL MIZNER: Great. Thank you. 15 absolutely. And so, Sabring, if you would scroll
16 Lila, should we proceed, and maybe change the 16 tothe end of the PowerPoint. Therewe go. Go
17 order of our agenda? Or do you want to wait a 17 back one more. There we go.
18 few more minutesfor Ms. Harshbarger? 18 So, it'skind of approaching time for
19 BOARD STAFF LILA CUMMINGS: | was not 19 the Board's annua General Assembly Report. So,
20 ableto get in touch with her. But | might 20 you can see here on the screen that your statute
21 propose we go alittle out of order on the 21 outline said on or before July 1, 2023, and every
22 agenda. We can do some of the updates first. 22 July 1 thereafter, the Board shall submit a
23 And then, Dr. Diab, we might be able to get you 23 report summarizing the activities of the Board
24 in asituation where you can help, potentialy, 24 during the preceding calendar year to the
25 vote where you can, and then you can leave a 25 Governor, House Hedlth & Insurance Committee, and
Page 3 Page 5
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1 Senate Health & Human Services Committee. And
2 0, thisreport that is coming out July 1 of this
3 year, will summarize your events from 2023,
4 including any work that you all conducted on
5 affordability reviews and upper payment limits.
6 We've outlined some potential goals
7 here. Andreally, onthe next dlide, we'll talk
8 about, | think, what we've heard from Board
9 members aswell as from Advisory Council members,
10 of some extrathought that you might want to put
11 into thereport. And it wasn't so much around
12 summarizing your activities; it was, there'sa
13 section in the statute that says you all can make
14 policy recommendations.
15 And so, we've put together kind of a
16 potentia timeline goal. On the next dide,
17 we'll revisit some of the policy recommendations
18 that you all have brought up in the past, and
19 then just want to open it up to discussion on
20 what Board members think the right cadenceis,
21 between now and July 1, for drafting this report.
22 So, the staff proposal here is that
23 sometime, kind of in early April, we could help
24 facilitate an Ad Hoc Meeting, that would include

25 Board members, Advisory Council members; could
Page 6

1 regulatory policy changes to increase the

2 affordability of prescription drugs, and reduce

3 the effects of excess costs on consumers and

4 commercia health insurance premiumsin the

5 state.

6 The Board had brought up some topics

7 last year that you said you might want to revisit

8 and continue to think through. So, one of these

9 wastherole of group purchasing organizations
10 and the supply chain; research into prescription
11 drug costs and indications that may signal a
12 prescription drug is unaffordable. And then
13 potential waysto better understand topics that
14 aretypically hard to know. So, prescription
15 drug challenges for the uninsured, impact of
16 utilization management and prior auth on
17 prescription drug access, and prescription drug
18 manufacture assistance programs, advertisement
19 discovered and utilization information.
20 So, those are some topics from last
21 year. And we anticipate that these work group
22 mesetings would focus mainly on this component.
23 Board staff can work to summarize your
24 activities, and absolutely kind of clear that

25 with Board members and make sure we're
Page 8

1 aso include members of the public, and a public
2 comment period, to discuss the report contents.
3 1 will say we had three members from the Advisory
4 Council volunteer for, if there was an Ad Hoc
5 Work Group created, they volunteered to serve on
6 that. And so, that was -- the Chair, Dr.
7 Kimberly Jackson, Edward Dauer and Nathan Wilkes
8 So those three Advisory Council members
9 volunteered to help support in this discussion.
10 Then, if we have that meeting, Ad Hoc
11 meetingin early April, we could then bring to
12 the Board akind of final draft, still in draft
13 form, of the report contents for your April 26
14 meeting. And then incorporate any changes you'd
15 like to seefor, hopefully, at your June 7
16 meeting, akind of finalization of the report.
17 And then we could send that off to the General
18 Assembly.
19 So, that's the general timeline that
20 werelooking at. And if we could go to the next
21 dide. So, what we anticipate this report and
22 this Ad Hoc Work Group, would really focus on the
23 space. S0, there's space in the report for
24 recommendations the Board may have for the

25 General Assembly, concerning legislative and
Page 7

1 summarizing it properly. Butin our minds, this

2 AdHoc Work Group could really focus on drafting

3 these recommendations. And Board staff would

4 work you all aswell, before the April 26 and

5 June 7 meetings, where we could bring kind of

6 final recommendations for discussion. Andsol

7 think we can go to the next dlide.

8 So, herewe, I'd say, first, | would

9 love to hear from Board members on kind of what,
10 any questions about the General Assembly Report?
11 Doyou likethisideaof an Ad Hoc Work Group?
12 Weve got this dlide up here, if you'd like usto
13 kind of go that direction, but we'll pause here
14 for conversation.

15 CHAIR GAIL MIZNER: What does everyone
16 think?
17 BOARDMEMBER AMY GUTIERREZ: | think

18 it'sagood ideato be able to provide some more

19 directed (indiscernible) on potential areas that

20 we could be looking into, to make sure that our

21 decisionis, decisions that we make are astight

22 aspossible. So, | think it'sagreat idea.

23 BOARDMEMBER DR. SAMI DIAB: Y eah, Sami
24 here. | second that. | think it'sreally great

25 for discussion-generating ideas, you know, and

Page 9
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1 really moving forward. So, | totally support 1 What are your thoughts?
2 that. 2 BOARDMEMBER AMY GUTIERREZ: I'd
3 CHAIR GAIL MIZNER: Justin? 3 volunteer too, but isit going to -- can all of
4 BOARDMEMBER JAMES JUSTIN VANDEBERG:| 4 usbeonit or (indiscernible)?

5 No, I likethat. | think where I'm thinking is,
6 and maybe I'm putting the cart before the horse
7 asfar as how often are they going to meet? Do
8 we have a set number so that it gives them enough
9 timeto produce aquality report and not just,
10 you know, we meet one afternoon and that's it.
11 But no, | think it'sagreat ideato be ableto
12 put more time and not thoughtfulness, but | think
13 that time of being able to, you know, create a
14 morerobust report on that. | certainly agree.
15 CHAIR GAIL MIZNER: | agreetoo. In
16 fact, | think there may be ideas that arise from
17 board members or from PDAAC members that are not
18 even listed by Lila, and that maybe we actually
19 would need more than one meeting to discuss
20 those, Lila. Maybe we should even aim for the
21 first meeting of an Ad Hoc Committee in March.
22 What do you think about that?
23 BOARD STAFFLILA CUMMINGS: We can
24 build time for that.

5 BOARDMEMBER JAMES JUSTIN VANDEBERG:
6 That'swhy | was just keeping my mouth shut for a
7 second, because I'm like -- see where it went so
8 that it wasn't, yeah, just turned into afull --
9 full blown meeting thing.
10 CHAIR GAIL MIZNER: Right, right.
11 BOARDMEMBER DR. SAMI DIAB: So, you
12 know, if there€'sinterest, | withdraw my name at
13 this point, if somebody else wantsto do it,
14 sincethere's already aphysician onit. That's
15 totally fine.
16 CHAIR GAIL MIZNER: Okay. Thank you,
17 Sami. All right. So, we need to formally
18 delegate Board members to form an Ad Hoc Work
19 Group to help prepare a draft for the General
20 Assembly. Let me-- so, it's sounding like Dr.
21 Gutierrez and | are the ones who would -- are
22 most keen on being on this Ad Hoc Group. Do |
23 have amotion to delegate Dr. Gutierrez and
24 myself, Dr. Mizner, to form an Ad Hoc Work Group

25 CHAIR GAIL MIZNER: Okay. 25 to help prepare a draft General Assembly Report?
Page 10 Page 12
1 BOARD STAFF LILA CUMMINGS: AndI'm 1 BOARDMEMBER DR. SAMI DIAB: | so move.
2 aso wondering, and we could check with Dr. 2 CHAIR GAIL MIZNER: Thank you. Dol
3 Jackson. ThereisaPDAAC meeting scheduled for 3 have asecond?
4 April 11. So, I'm also wondering if there might 4 BOARDMEMBER JAMES JUSTIN VANDEBERG:
5 be some synergy, if we've got a March meeting of 5 Justin Vanderberg, | second.
6 an Ad Hoc work group, if we kind of -- if there's 6 CHAIR GAIL MIZNER: Okay. Thank you.

7 some piggybacking we could do with the Advisory

8 Council meeting. We can look into that.

9 CHAIR GAIL MIZNER: Okay. And Lila do
10 we need to decide now which Board members would

11 beonthe Ad Hoc Committeg?
12 BOARD STAFFLILA CUMMINGS: | think
13 that would be the hope, is which one of you would

14 like to volunteer to put extra meetings, to be on
15 the Ad Hoc Committee?

16 CHAIR GAIL MIZNER: Soit can beonly

17 one person?

18 BOARD STAFFLILA CUMMINGS: No, it can
19 be multiple.

20 CHAIR GAIL MIZNER: Okay. Okay.

21 BOARDMEMBER DR. SAMI DIAB: Sami here.
22 1'm happy to volunteer, but if anybody else wants

23 todoit or, you know, happy to do that as well.
24 CHAIR GAIL MIZNER: I'm aso interested

25 in being on the Ad Hoc Committee. Justin? Amy?
Page 11

7 Dr. Diab move and Dr. Vandenberg seconded. All
8 thosein favor of forming an Ad Hoc Work Group to
9 help prepare adraft General Assembly Report,

10 raise your hand and say aye.

11 BOARDMEMBER DR. SAMI DIAB: Aye.

12 BOARDMEMBER AMY GUTIERREZ: Aye.

13 BOARDMEMBER JAMES JUSTIN VANDEBERG:
14 Aye.

15 BOARD STAFF LILA CUMMINGS: Aye.

16 CHAIR GAIL MIZNER: Okay. | think

17 that's unanimous, with the exception of Ms.

18 Harshbarger, who's not here. Any opposed, say

19 nay. Okay. The motion passes. So, we will be

20 forming an Ad Hoc Work Group with some members of
21 the PDAAC, and with myself and Dr. Gutierrez as

22 the Board representatives, to help prepare a

23 draft General Assembly Report. Great. Lila,

24 where do we want to go next?

25 BOARD STAFF LILA CUMMINGS: | think
Page 13
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20 BOARD STAFFLILA CUMMINGS: And
21 actualy, counsel, would you be able to help Dr.
22 Diab herewith, | believeit'sjust one.

23 BOARD STAFF SARA STULTZ: Yes, no
24 problem. Dr. Diab, we believe, based on your

25 prior disclosures, you have a conflict of

13

1 next we can go Cosentyx and Stelara, though | am, 1 responses. So, in an effort to gather more input

2 | think there might be kind of an emergency that 2 from, so two different groups.

3 hastaken Ms. Harbarger away, so we'll talk about 3 So, first of all, input from

4 Cosentyx and Stelara, and then proceed, kind of 4 individuals with scientific and medical training.

5 at thetop of the agenda. And it lookslike Ms. 5 So, staff plan to reopen the surveys for

6 Harshbarger might not be able to join. 6 individuals with scientific and medical training

7 So, (indiscernible), if you could go a 7 for probably two to three weeks, aswell as

8 couple of dlides -- thank you. 8 outreach to physicians and pharmacists who are

9 Okay, and so here, | do know that we 9 actively prescribing and dispensing Cosentyx and
10 need the brief, Cosentyx and Stelara, the next 10 Stelara, for additional information on the health
11 dlide, conflict of interest disclosure. 11 and financial benefits of the drug. So, wel'll
12 CHAIR GAIL MIZNER: Okay, so are there 12 plan on doing that, unless there's any concern.
13 any Board members who have a conflict of interest 13 And then, for input from patients and caregivers,
14 with either Cosentyx or Stelara? Should we do a 14 we do plan to reopen the survey for the same
15 roll call on that? 15 amount of time as the other surveys, to gather
16 BOARD STAFF CALLIE ANN SHELTON: Dr. 16 additional input.
17 Diab? 17 BOARDMEMBER AMY GUTIERREZ: Canl ask a
18 BOARDMEMBER DR. SAMI DIAB: | believel 18 question? | know, in some of the comments,
19 have conflicts. 19 public comments that we got, there was a question

20 about conflict of interest with professionals

21 that are providing us survey responses. Arewe

22 planning on having individuals disclose those

23 when they do provide us with responses?

24 BOARD STAFFLILA CUMMINGS: That'sa--

25 we can look into that. It's something where, in
Page 16

17 We can go to the next slide. Okay, so here, and
18 wejust want to check with you all to seeif

19 there's any objections. I'm not necessarily

20 asking for aformal vote. But we just want to

21 seeif there were any objectionsto us as staff,

22 gathering additional information for Cosentyx and
23 Stelara, in the same way you all directed usto,

24 for Genvoyaand Enbrel. And thiswas dueto the
25 kind of lower survey and stakeholder engagement

Page 14
1 interest with Cosentyx. Doesthat still sound...
2 BOARDMEMBER DR. SAMI DIAB: Yeah,
3 nothing has changed. Thank you for the help.
4 BOARD STAFF SARA STULTZ: No problem.
5 BOARD STAFF CALLIE ANN SHELTON: Dr.
6 Gutierrez?
7 BOARDMEMBER AMY GUTIERREZ: No
8 conflicts.
9 BOARD STAFF CALLIE ANN SHELTON: Thank
10 you. Dr. Mizner?
11 CHAIR GAIL MIZNER: No conflicts.
12 BOARD STAFF CALLIE ANN SHELTON: And
13 Dr. Vandenberg?
14 BOARDMEMBER JAMES JUSTIN VANDEBERG: No
15 conflicts.
16 BOARD STAFF LILA CUMMINGS: All right.

Page 15

1 policy documents, we encourage people to

2 disclose. But there's not arequirement that

3 individuals disclose. And because we haven't
4 required that disclosure previoudly, | think we
5 might have some hesitancy to do it now. But

6 thereisthis general, we encourage folks to

7 disclose. But that is something we could talk

8 about.

9 BOARDMEMBER AMY GUTIERREZ: Okay.
10 Thank you.
11 CHAIR GAIL MIZNER: Yeah, | agree with

12 you. Amy, | think that's important to know. And

13 you know, this -- what we're doing hereis a

14 process, and we are trying to constantly improve

15 it. So, | would encourage usto require

16 disclosure on the part of medical professionals

17 about any connection to the manufacturer.

18 | also realize that we have gotten some

19 public comment and feedback regarding the surveys

20 themselves. And | wonder whether we would want

21 to-- | know we've had expertise already, in

22 developing the surveys, but | wonder whether we

23 should take a second look; maybe get an outside

24 survey expert, if we can find the funds for that,

25 tojust review before we send out those surveys,
Page 17
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1 to make sure that they are as well developed as 1 CHAIR GAIL MIZNER: Okay, great. Thank
2 possible, given the feedback that we've gotten. 2 you, Sara. So, | would like to move to, that we
3 I'm not saying the feedback is necessarily 3 move into executive session to receive lega
4 correct, but | do think we should get somebody 4 advice on public comments received on Enbrel,
5 with real expertise to take a second look at 5 pursuant to section 24-6-402(3)(a)(111), CRS. Do
6 that. 6 | have asecond?
7 BOARD STAFFLILA CUMMINGS: Okay, okay. 7 BOARDMEMBER AMY GUTIERREZ: I'll
8 Something we can do -- | think we're just mindful 8 second, thank you.
9 of wanting to have the surveys open for a number 9 CHAIR GAIL MIZNER: Thank you, Dr.
10 of weeks, with enough time to take the results to 10 Gutierrez. So, I, Dr. Mizer moved, and Dr.
11 present. But | think that if we -- we can look 11 Gutierrez seconded, that we move into executive
12 into both the conflict-of-interest disclosure 12 session to receive legal advice on public
13 requirement, as well as kind of the -- somebody 13 commentsreceived on Enbrel. All thosein favor,
14 looking at the surveys for potential edits. And 14 please raise your hand and say aye. Aye.
15 what we will do iswe can get back to you with 15 BOARDMEMBER AMY GUTIERREZ: Aye.
16 answer on that for your next meeting; which means 16 BOARDMEMBER JAMES JUSTIN VANDEBERG:
17 that the surveys would not reopen till after 17 Aye.
18 March 15. But we can look at that in an effort 18 CHAIR GAIL MIZNER: 1 think | heard Dr.
19 totry and get answers to those questions. And 19 Gutierrez and Dr. Vandenberg. I'm not sure if
20 then, when you all are ready, we might be able to 20 Dr. Diab --
21 kind of open the immediately after March 15, 21 BOARDMEMBER DR. SAMI DIAB: Aye.
22 because we want to ensure we can leave the open 22 CHAIR GAIL MIZNER: Okay, thank you.
23 while gtill having time to interpret the results. 23 The motion passes. The Board will convenein
24 so, we'll plan on gathering some of that 24 executive session. The public is now excused.
25 information for March 15. 25 [EXECUTIVE SESSION / NOT RECORDED]
Page 18 Page 20
1 CHAIR GAIL MIZNER: Gresat. 1 CHAIR GAIL MIZNER: Okay, the Board has
2 BOARD STAFF LILA CUMMINGS: Any other 2 adjourned its executive session. The Board
3 discussion about the surveys or gathering 3 received legal advice regarding public comments
4 additional input? Great. Well, then | think -- 4 received relating to Enbrel. The Board conducted
5 Chair, | think we can probably move to the top of 5 no formal business within the meeting.
6 theagenda. It doeslook like Ms. Harshbarger 6 And so, let's go back up our agenda.
7 will not be able to join us today. 7 So, next on the agenda would be to adopt the
8 CHAIR GAIL MIZNER: Okay. That'stoo 8 affordability review report for Enbrel. Before
9 bad. All right. Before we vote on thefinal 9 wevote, I'd like to note that all Board members
10 versions of the affordability review reports for 10 were present at the February 16 mesting, when the
11 Enbrel and Genvoya -- actually, should we -- | 11 Board voted that use of Enbrel is unaffordable
12 know there's some -- | would like to hold an 12 for Colorado consumers. To ensure that all Board
13 executive session for legal advice on public 13 members have had the opportunity to review the
14 comments that we've received on Enbrel. Do we, 14 summary of deliberations and changes made by
15 should we do this conflicts of interest first, or 15 staff from the draft report, 1'd like to ask if
16 should we go straight into voting about whether 16 any Board member has objections to moving forward
17 to do an executive session? 17 with approval of the final report? None. Okay.
18 BOARD STAFF LILA CUMMINGS: Sara? 18 Do | have a mation to adopt the final
19 BOARD STAFF SARA STULTZ: Sure. We 19 Affordability Review Report for Enbrel, with the
20 should just go ahead and do the conflicts, and 20 changes as discussed?
21 then we can do executive session. Again, Dr. 21 BOARDMEMBER AMY GUTIERREZ: So moved.
22 Diab can till vote usinto executive session, 22 BOARDMEMBER JAMES JUSTIN VANDEBERG:
23 but if he has a conflict with one of the drugs, 23 ThisisJustin Vanderberg. | second.
24 Enbrel, then he won't be able to go into the 24 CHAIR GAIL MIZNER: Thank you. Dr.
25 session with us. 25 Gutierrez moved and Dr. Vandenberg seconded. All
Page 19 Page 21
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1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

those in favor of adopting the final
Affordability Review Report for Enbrel raise your
hand and say aye.

BOARDMEMBER AMY GUTIERREZ: Aye.

CHAIR GAIL MIZNER: Aye.

BOARDMEMBER JAMES JUSTIN VANDEBERG:
Aye.

CHAIR GAIL MIZNER: That was the three
of us. All opposed say hay. The motion passes.
Staff, please publish a clean version of the
report.

We will now take public comment
regarding whether to select Enbrel for
establishment of an Upper Payment Limit. Callie
will put the sign-up form in the chat. We will
take comments from 10 people today. And each
speaker will be given two minutes to speak, only
two minutes please. So, say exactly what you
need to say.

Asareminder, this period of public
comment is limited only to comments related to
whether Enbrel should be selected for
establishment of (indiscernible). Okay, Cadlie,

I'm going to let you call theroll. Or | mean,

open the public discussion.
Page 22

1 reports. | have approximately 40 pages
2 identifying flawsin the survey and listening
3 session question design. And we do appreciate
4 that that has been recognized. We did, some of
5 the highlights of that is during the
6 affordability deliberation that the Board did
7 view total numbers of the respondents of the 38;
8 actually 50 percent were on Medicare and
9 Medicaid, which significantly impacted the
10 results, because they were al analyzed together.
11 | wanted to mention that nine of the 17, the 53
12 respondents who reported that zero of 50 of out
13 of pocket was too expensive for Enbrel.
14 | want to make sure that it's clear
15 that asfar asthe UPL, that it is known that the
16 Colorado PDAB Upper Payment Limit Policy and
17 Procedures, document section 10-16-1407 CRS,
18 states that Medicare and Medicare programs are
19 not subject to the policies of the Board,
20 including apolicy applying a UPL limit.
21 Therefore, half of the datathat was analyzed is
22 being used to date to judge for that.
23 AiArthritis urgers the Board to vote
24 against aUPL for Enbrel. Webdlieve a
25 restriction will only benefit payers and will not
Page 24

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

BOARD STAFF LILA CUMMINGS: Before
Callie does that, | just want to check. | know
we're approaching time, and | assume that Board
members are okay if we run alittle bit long, to
allow for public comment in the remainder of your
potential votes. Okay. Thank you. Okay, back
toyou, Callie.

BOARD STAFF CALLIE ANN SHELTON: First
up we have Tiffany Westrich-Robertson.

TIFFANY WESTRICH-ROBERTSON: Hi. Canl
go ahead and start?

BOARD STAFF CALLIE ANN SHELTON:
Please.

TIFFANY WESTRICH-ROBERTSON: Okay.
First of all, | just want to thank the Board and
Callieand Lila, for this opportunity to give
public comment. My nameis Tiffany Westrich-
Robertson. | am a patient living with autoimmune
arthritis disease, and a person who couldn't use
Enbrel. 1'm also with the International
Foundation for Autoimmune & Autoinflammatory
Arthritis, or AiArthritis, representing the
3,400-plus patients in Colorado using Enbrel.

| just wanted to first mention that we

are the organization that submitted several
Page 23

1 address any of the affordability expressed by

2 patientsin Colorado. For those who Enbrel works

3 for, they should not lose accessto it. For

4 those who are responding, it should be up to the

5 patient and their rheumatol ogist to decide to

6 switch or not to switch to adrug.

7 Again, | wanted to thank you for this

8 opportunity, and in knowing that information

9 needs to render the unaffordability decisionis
10 incorrect, or at least potentially incorrect,
11 moving forward, voting in favor of our UPL would
12 be premature.
13 Finally, | want to give public kudos to
14 Cadlie and Lilawho have been absolutely amazing
15 inthisprocess. Thank you.
16 BOARD STAFF CALLIE ANN SHELTON: Thank
17 you, Tiffany. Brett Johnson, please.
18 BRETT JOHSNON: Thank you. Can you see
19 and hear me?
20 BOARD STAFF CALLIE ANN SHELTON: We
21 can, Brett.
22 BRETT JOHNSON: Okay. Yes, Brett
23 Johnson with Amgen. And I'm here to say that
24 we're here to urge your no vote on proceeding

25 with the UPL. Considering the very real
Page 25
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1 potential consequences to patients and providers 1 BOARD STAFF CALLIE ANN SHELTON: We're
2 who are concerned with the notion that you must 2 at two minutes. Apologies.
3 vote to pursue an Upper Payment Limit, in order 3 BRETT JOHNSON: Okay. And we believe
4 for usto understand what that might actually 4 that process starts here with ano vote. Thank
5 look likein Colorado. For instance, there's 5 you.
6 been discussion of methodology on how aUPL will | 6 BOARD STAFF CALLIE ANN SHELTON: Thank
7 be developed, and no discussion of the scope of 7 you, Brett. Corey Greenblatt.
8 application to the supply chain, among many other 8 COREY GREENBLATT: Hello everyone. Can
9 fundamental aspects of a UPL policy. We should 9 you hear me and see me today?
10 have answersto these fundamental questions 10 BOARD STAFF CALLIE ANN SHELTON: We
11 before voting to move forward on such a policy. 11 can, Corey, go on.
12 Again, the prospect of not doing so could be very 12 COREY GREENBLATT: Great. Hello. My
13 rea unintended conseguences for patients and 13 nameis Corey Greenblatt. I'm speaking on behalf
14 providesin Colorado. And thisisnotjust a 14 of, today, of the Global Healthy Living
15 concern for Amgen. These concerns have been 15 Foundation. We're a nonprofit patient
16 shared by othersin the patient and provider 16 organization advocating for patients with chronic
17 communities. 17 pain and autoimmune disease. Many in our
18 Based on what little we do know about 18 community rely on medications like Enbrel and are
19 theintent for aUPL, we fail to see how this 19 very worried that the decision to move forward
20 will actually improve out-of-pocket affordability 20 with UPL today will risk their accessto the
21 for patients. And the focusreally should be 21 medication that they rely on to live their lives
22 about what patients are paying out of pocket. 22 aspain free as possible.
23 For instance, we know those that pointed out and 23 I'd like to start today by simply
24 submitted comments that substantial issues with 24 asking this Board to take a pause before making
25 the patient survey process and the instrument 25 any further determinations. Asyou debate
Page 26 Page 28
1 itself, and the cost-sharing figures discussed by 1 whether to add an Upper Payment Limit to Enbrel,
2 the Board, and in the report, did not account for 2 I'd like to remind you that your stated purpose,
3 assistance being provided to patients to reduce 3 and the stated purpose of this Board, isto
4 out-of-pocket cost. Aswe've noted previously, 4 reduce the cost of prescription medications. We
5 every eligible Coloradan, nearly 2,000 of whom 5 livein aworld where there are many different
6 applied for copay card assistance last year were 6 costsrelated to the medication, but to usas a
7 approved. And more broadly, the Amgen Patient 7 patient group, we believe the one that matters
8 Safety Net Foundation provided $2.5 hillionin 8 most isthe price that the patient pays. Andin
9 medicines last year, to the uninsured and those 9 thisregard, Upper Payment Limits do nothing to
10 experiencing Part D affordability gaps; for 10 reduce the out-of-pocket costs for patients. In
11 roughly two-thirds of Enbrel prescriptionsto 11 fact, theterm 'Upper Payment Limit,' is one of
12 those with commercial coverage, including those 12 many misnomersin healthcare, that sound
13 for whom a co-pay card was used, patients 13 beneficial, but in reality, could really harm
14 ultimately paid $10 or less per month, and only 14 patients. In practice, these limits often act as
15 14 percent of those prescriptions cost more than 15 areimbursement cap. These capswill likely be
16 $100 per month. 16 significantly lower than the list price and will
17 Patients, instead, need reforms that 17 result in local pharmacies either stocking this
18 help lower the price patients pay for medicines, 18 medication at aloss, or not stocking it at all,
19 such as making monthly costs more predictable, 19 which will drive patients to rely on nationa
20 ensuring cost-sharing assistance is applied to a 20 specialty pharmacies, many of which are owned by
21 plan's out-of-pocket spending requirements, and 21 the insurance companies that use them, due to
22 sharing the negotiated savings on medicines with 22 vertical integration, which will further reduce
23 patients at the pharmacy counter. We're hereto 23 accessibility for patients.
24 help you and other policymakers work through what | 24 While there may be many other
25 these reforms might look like. 25 medications that treat patients, similar to
Page 27 Page 29
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1 Enbrel, itisnot as easy for patients to switch

2 between biologics, asit isto simply switch

3 between abrand and a generic. Patients spend,

4 on average, over ayear, to find amedication

5 that works for them. And if they suddenly lose

6 accessto that medication, it could lead to a

7 windfall of unforeseen costs due to worsening

8 health.

9 Short of outright voting no today, | am
10 again asking this Board to take a pause and
11 evauate what the impact on accessibility will be
12 on patients, should you continue to press
13 forward. Thank you for the opportunity to
14 comment today and have a good day.
15 BOARD STAFF CALLIE ANN SHELTON: Thank
16 you, Corey. Brian Warren?
17 BRIAN WARREN: Hi. Good morning, Board
18 members. Brian Warren with the Biotechnology
19 Innovation Organization. | would like to
20 reiterate our concern that rather than improving
21 accessto medicines for patients, implementation
22 of an Upper Payment Limit will not save money,
23 most patients money, and it will create supply
24 chain problemsthat could impact all patients

25 needing medicine, subject to the UPL. The UPL
Page 30

1 determined a medicine to be unaffordable, the UPL
2 isnot theright tool at thistime, because we

3 till do not really know how it will be

4 implemented, or how to prevent unintended

5 conseguences on patient access. Thank you.

6 BOARD STAFF CALLIE ANN SHELTON: Thank
7 you, Brian. Emily Zadvorny.
8 EMILY ZADVORNY:: Hi everyone. Thank

9 you for the opportunity to weigh in. Thanksto
10 the Board. I'm not here today to comment on
11 whether or not there should be an Upper Payment
12 Limit consideration for Enbrel specifically, but
13 just echoing some of the concerns that we have to
14 the Board for many yearsnow. And | referencea
15 letter sent to the Board in January of '23. As
16 pharmacists, of course, we want nothing more than
17 patientsto have access to their medications, and
18 asaffordably asthey can. But | do implore you
19 to consider al the aspects of operationalizing
20 any drug that you might consider selecting for an
21 Upper Payment Limit. We don't need to look much
22 further than what's going on with EpiPens right
23 now, where, you know, the pharmacies are faced
24 with either losing money or not providing access

25 toadrug, and it'sarea problem that were
Page 32

1 will not improve affordability because it will
2 not change the most important factor in
3 determining what patients pay; their cost-sharing
4 as determined by insurance benefit design.
5 Instead, a UPL would likely have the biggest
6 impact on the first in-state purchaser of a drug.
7 In most cases, this would be a Colorado hospital,
8 clinic, or pharmacy, purchasing from a national
9 distributor or wholesaler. These entities would
10 be prohibited from paying more than UPL for their
11 product, even if their product is not available
12 at that price.
13 We've seen what happens when, for
14 example, pharmacies are required to purchase
15 drugs subject to a maximum allowable cost, which
16 isamaximum reimbursement amount. And
17 oftentimes, providers |ose money as aresult.
18 The UPL would theoretically function somewhat
19 similarly, and it would have the force of law.
20 We know you did not design the law you
21 aretasked with implementing, or the concept of a
22 UPL. And perhaps you believe that other actions
23 could be taken that would have a more significant
24 impact on patient affordability. Now isyour
25 opportunity to say, that even though you have
Page 31

1 seeing actually happening right now in our state.

2 So, we simply just can't have a

3 situation that puts our frontline providers, as

4 pharmacists, or the pharmacies, at a disadvantage

5 financially, where they have to lose money or,

6 potentialy, not have the financial support to

7 provide access to these medications.

8 Thank you so much for letting me be the

9 broken record on the record. Thanks so much.
10 BOARD STAFF CALLIE ANN SHELTON: Thank
11 you, Emily. Hope Stonner.
12 HOPE STONNER: Hi. My nameisHope
13 Stonner. I'm with the Colorado Consumer Health
14 Initiative, appreciate this opportunity for
15 public comment today. | would just like to say
16 that the Colorado Consumer Health Initiative,
17 which worksto protect and promote access to
18 affordable and equitable healthcare in the state,
19 believes that the comprehensive process of the
20 affordability review, and the process outlined in
21 the statute for the UPL, has appropriate
22 guardrailsin place to protect patient access,
23 because we believe, overal, that the goa of the
24 PDAB isto encourage access to drugs in the

25 state, that we know that folks may be struggling
Page 33
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1 to, or cannot access at thistime.
2 We believe that the UPL process can
3 work alongside other policies that folks have
4 called out in public comment, that are already
5 being implemented in the state, to meaningfully
6 lower drug costs for patientsin the system. And
7 dueto Enbrel's high cost to the to the
8 healthcare system, particularly when the report
9 stated that the drug remains out of reach or is
10 unaffordable for so many Coloradans, we believe
11 that Enbrel is a perfect example of the need for
12 aPDAB inthefirst place, and an appropriate
13 candidate for aUPL. Thank you.

1 and discussion. So, that'skind of the -- that
2 plan that's been outlined that | think iswise,
3 that we would not proceed rapidly.
4 BOARDMEMBER AMY GUTIERREZ: Thanks
5 Gaill, for that clarification. Do you need a
6 motion?
7 CHAIR GAIL MIZNER: Yes, | do, unless
8 there's further deliberation.
9 BOARDMEMBER JAMES JUSTIN VANDEBERG:
10 No, I think that clarification that you had set
11 up was, | think, agood reminder asfar asthe
12 process for, you know, everyone in the meeting.
13 I'm good to let the motion to approve, to work on

14 BOARD STAFF CALLIE ANN SHELTON: Thank | 14 establishing a Upper Payment Limit for Enbrel.
15 you, Hope. And I'll put the form in the chat, 15 CHAIR GAIL MIZNER: Okay.
16 and thisisthelast call for public comment. 16 BOARDMEMBER AMY GUTIERREZ: I'll second
17 Madam Chair, I'm not seeing any more public 17 the motion, Chair Mizner.
18 comments. 18 CHAIR GAIL MIZNER: Thank you. So, Dr.
19 CHAIR GAIL MIZNER: Okay, thank you, 19 Vandenberg moved and Dr. Gutierrez seconded. All
20 Calie. And thank you to everyone who gave us 20 thosein favor of selecting Enbrel for
21 public comment, both written and the recent 21 establishment of an upper payment limit, raise
22 couple of commentsyou just gave. |sthere any 22 your hand and say aye.
23 deliberation on the part of the Board on whether 23 BOARDMEMBER AMY GUTIERREZ: Aye.
24 to select Enbrel for establishment of an Upper 24 CHAIR GAIL MIZNER: Aye.
25 Payment Limit? 25 BOARDMEMBER JAMES JUSTIN VANDEBERG:
Page 34 Page 36
1 BOARDMEMBER AMY GUTIERREZ: Canlask | 1 Aye.
2 for aclarification? Because | thought we 2 CHAIR GAIL MIZNER: That'sthe three of
3 aready selected Enbrel. What isthe action that 3 us. Opposed, say nay. The motion passes. Asa
4 we're doing? 4 reminder, the Board establishes UPLs through a
5 CHAIR GAIL MIZNER: We already 5 rulemaking proceeding. Our vote today to
6 determined that Enbrel was unaffordable for 6 establish aUPL for Enbrel, initiates a
7 Coloradans. 7 rulemaking process that will involve multiple
8 BOARDMEMBER AMY GUTIERREZ: Got it. 8 public hearings. Do | have a motion to direct
9 Okay. 9 staff toinitiate rulemaking, to establish a UPL
10 CHAIR GAIL MIZNER: Now what's before 10 for Enbrel, with the Secretary of State, so that

11 usiswhether, isto determine whether to

12 initiate the process of setting an Upper Payment
13 Limit for Enbrel. And | think I'd like to remind
14 the Board and the public that a vote to initiate

15 the UPL process, does not mean that we are bound
16 to complete the Upper Payment Limit process. So,
17 we could, at any point, if we, if the data

18 presented to us indicated to us that it wasn't

19 appropriate, to move forward with setting a UPL,
20 we could stop the process at any point in the

21 future. | think the other thing to keep in mind

22 that has been outlined by staff isthat we're

23 looking, we're not looking at making a decision
24 about aUPL inamonth. We're looking at

25 probably a six-month process of data gathering

Page 35

11 we can hold our first rulemaking hearing at a

12 future meeting that accommodates the Board's

13 overall schedule?

14 BOARDMEMBER AMY GUTIERREZ: | move that
15 we direct staff to initiate rulemaking to

16 establish an Upper Payment Limit for Enbrel, with

17 the Secretary of State, so that we can hold our

18 first rulemaking hearing at a future meeting that

19 accommodates the Board's overall schedule.

20 BOARDMEMBER JAMES JUSTIN VANDEBERG:
21 ThisisJustin Vandenberg, | second.

22 CHAIR GAIL MIZNER: Thank you. Dr.

23 Gutierrez moved, and Dr. Vandenberg seconded.

24 All thosein favor of directing staff to initiate

25 rulemaking to establish a UPL for Enbrel with the
Page 37
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1 Secretary of State, so that we can hold our first

2 rulemaking hearing at a future meeting that

3 accommodates the Board's overall schedule, raise
4 your hand and say aye.

5 BOARDMEMBER AMY GUTIERREZ: Aye.

6 BOARDMEMBER JAMES JUSTIN VANDEBERG:
7 Aye.

8 CHAIR GAIL MIZNER: Aye. The motion

9 passes. Staff, please work with usin future
10 mesetings regarding timing of the UPL rulemaking
11 hearings for Enbrel, and to initiate rulemaking
12 to establish a UPL with the Secretary of State,
13 inline with those discussions.
14 Okay. Now, we are scheduled to move
15 onto Genvoya. Board members disclosed conflicts
16 at the top of the meeting. Dr. Diab isthe only
17 Board member with a conflict of interest for
18 Genvoyaand will not participate in the
19 deliberation.
20 Also, before we vote, 1'd like to note
21 that all Board members were present at the
22 February 16 meeting, when the Board voted that
23 use of Genvoyais not unaffordable for Colorado
24 consumers. To ensure that all Board members have

round's affordability review process for Genvoya.
Staff, please publish aclean version of the
report. Lila, did you want to now go through a
UPL rulemaking timeline with us?

BOARD STAFF LILA CUMMINGS: Yes. Yesh,
absolutely. We can go to the next slide. So,
hereis what we are going to propose and how
we'll propose to proceed unless we hear
differently from you all in terms of kind of some
of the next steps for Upper Payment Limit
rulemaking.

So, at your next meeting, on March 15,
we will save a portion of the time, probably not
alarge portion of the time, we're thinking maybe
half an hour, to just revisit and reacquaint
ourselves and everyone with the Upper Payment
17 Limit rule and policy that already exists, that
18 you all promulgated and adopted over ayear ago.
19 So, we'll spend some time just
20 reacquainting ourselves with the rule and policy,
21 answering any questions that you all may have,
22 and then continue to save sometime at your April
23 26 meeting as well, for continued kind of
24 conversation. So, not really looking at specific
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25 had the opportunity to review the summary of 25 datafor Enbrel, just really looking at the rule
Page 38 Page 40
1 deliberations and changes made by staff from the 1 and policy, answering any questions that you
2 draft report, I'd like to ask if any Board member 2 might have, and just thinking about how you want
3 has objections to moving forward with approval of 3 some of the data gathered.
4 thefinal report. 4 Then, you'll see on here, thereisa
5 BOARDMEMBER JAMES JUSTIN VANDEBERG: | 5 potentia hold here for ameeting on May 3, but
6 do not. 6 we anticipate that would be, like today, really
7 CHAIR GAIL MIZNER: Do | have amotion 7 focusing, only if needed, on conversation about
8 to adopt the Final Affordability Review Report 8 Cosentyx and Stelara.
9 for Genvoyawith the changes as discussed? 9 Then, on June 7, would potentially be
10 BOARDMEMBER JAMES JUSTIN VANDEBERG: 10 thefirst rulemaking hearing for Enbrel. And
11 ThisisJustin Vanderberg. | motion to adopt the 11 then, that would be kind of that formal process
12 Final Affordability Review Report for Genvoya 12 with testimony, both written and verbal testimony

13 with the changes as discussed.

14 BOARDMEMBER AMY GUTIERREZ: Amy
15 Gutierrez, second.

16 CHAIR GAIL MIZNER: Thank you. Dr.

17 Vandenberg moved and Dr. Guitierrez seconded.

18 All thosein favor of adopting the final

19 affordability review report for Genvoya, raise

20 your hand and say aye.

21 BOARDMEMBER AMY GUTIERREZ: Aye.

22 BOARDMEMBER JAMES JUSTIN VANDEBERG:
23 Aye.

24 CHAIR GAIL MIZNER: Aye. Okay. The

25 motion passes. The Board's vote concludes this
Page 39
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provided, and then moving on. And we would
strongly recommend a second rule-making hearing,
at aminimum, on July 19.

And so, if things are kind of moving
thisway, and we can start thisway, but if
there's atime as you all mentioned, where you'd
like to low down, or where you'd like to speed
up, we can absolutely adjust as needed, but this
iskind of how we propose at this point to

R R e N S
B O ©Oow~NO O N

22 proceed.
23 And then the only other thing I'll note
24 is, inthe past, any time you al have done

N
(63}

rulemaking, we have held separate stakehol der
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1 meetings to gather input and really talk with 1 everyone. The next PDAB meeting will be held at
2 individuals and stakeholders directly to get 2 10:00 AM on Friday, March 15. And unlessthere's
3 their feedback, so we can converse with them 3 any objection, the meeting is now adjourned.
4 before the rulemaking hearing. We would plan on 4 Thank you all very much.
5 doing the same thing. 5 BOARDMEMBER DR. SAMI DIAB: Thank you
6 So, we don't exactly have a date yet 6 Board members.
7 for when those stakeholder meetings would be, but 7
8 we would anticipate sometime between April and 8
9 June, and heading even into the summer, as your 9
10 rulemaking continues, and your rulemaking hearing | 10
11 continues. The staff hosts meetings with 11
12 stakeholdersto answer questions. The Board 12
13 members would not need to attend, but that will 13
14 host those meetings so folks can ask questions. 14
15 Any kinds of concerns or thoughts or 15
16 comments on this proposed timeline for now? 16
17 WEe'l continue to check in at each meeting to 17
18 make sure kind of thisisthe right cadence. 18
19 Chair Mizner, you were on mute. 19
20 CHAIR GAIL MIZNER: My fedlingisthat |20
21 aslong aswe're able to slow down at any point 21
22 wherewefeel that we need to, to gather more 22
23 information, more input, whatever, | think that 23
24 makes sense. | want to be sure that both Board 24
25 has enough time for every meeting to read and 25
Page 42 Page 44
1 incorporate all the information gathered into 1 CERTIFICATION
2 their thinking, and also that we have enough time 2
3 for public comment and stakeholder meetings. | 3 1, Sonya Ledanski Hyde, certify that the

4 foregoing transcript is atrue and accurate
5 record of the proceedings.
6

Date: May 31, 2024

4 think those are just key. Amy and Justin, do you

5 have other thoughts about this timeline?

6 BOARDMEMBER JAMES JUSTIN VANDEBERG:
7 No. | think you state it very well, just asfar

8 asbeing ableto -- | don't want to say g

9 flexibility, but maneuverability, based on the 9
10 dataasis presented. 10
11 BOARDMEMBER AMY GUTIERREZ: | agreeas |11 , i
12 well, Gail, with your comments. And | think it's ,JM i @(L/m& that -
13 going to be important on the flexibility because 12 S0nya Leuanski Hyae
14 it'sthefirst time we've done this, so it will 13
15 be important to be flexible on some of the 14
16 timelines agreed. 15
17 CHAIR GAIL MIZNER: All right. Great. 16
18 BOARD STAFF LILA CUMMINGS: Great. g
19 Then welll proceed with this, but we'll check in 19
20 with you at every meeting, kind of, if thisis 20
21 theright timeline. | believethat'sall | have 21
22 and | think we did the next two agenda items at 22
23 thetop, so | believe you're done. 23
24 CHAIR GAIL MIZNER: Okay. And | think 24
25 we are done with our work today. Thank you to 25
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