Lights, Camera, Traction! Diabetes Affordability,
Progress & Potential

Moderator: Connecticut Representative Michelle Cook,
Women In Government State Director

Erika Emerson, MPP, Chief Policy Officer,
Diabetes Leadership Council

Sarah Wood, Policy Associate,
Diabetes Patient Advocacy Coalition

A

NATIONAL LEGISLATIVE

AAAAAAAAA CONFERENCE

JUNE 8-10 , 2023

NNNNNNNNNNNNNNNNN




DIABETES
LEADERSHIP
COUNCIL.

Lights, Camera, Traction!

Diabetes Affordability,
Progress & Potential e e

Sarah Wood

Diabetes Patient
Advocacy Coalition

Women in Government
June 9, 2023




PEOPLE WITH DIABETES, PARENTS & ALLIES

DIABETES
LEADERSHIP
COUNCIL

Former leaders of national diabetes
organizations provide policy expertise for
lawmakers & advocates

NATIONAL LEADERSHIP
& NETWORKS

- American Diabetes Association
- Association of Diabetes Care & Education

Specialists

. Certification Board for Diabetes Care and

Education

- Children with Diabetes

- Diabetes Dietetic Practice Group
of the Academy of Nutrition and Dietetics

- Diabetes Patient Advocacy Coalition

MEDICAL & SCIENTIFIC
EXPERTS

- Diabetes Care & Education Specialists

- Dietitian
- Pharmacist
- Registered Nurse & Dietitian

- Dietitian

- Internal Medicine & Diabetes Specialist

- Pediatric Endocrinologist

- Research Scientist and Professor of Molecular

Physiology and Biophysics




STRONGER TOGETHER

DIABETES DIABETES I
LEADERSHIP + PATIENT
COUNCIL O
COALITION
501(c)(3) 501(c)(4)
Diabetes Policy Shop Grassroots Patient Advocacy
Former leaders of national Turn knowledge into action
diabetes organizations through advocacy on state

provide policy expertise for and federal issues impacting
lawmakers and advocates people with diabetes d




U.S. INSULIN AFFORDABILITY IS IMPROVING -

but we haven't (yet) fixed the root causes driving up prices
for insulin and other prescription drugs

STATES ARE LEADING THE WAY BUT MORE

LIGHTS, PERMANENT NATIONAL SOLUTIONS ARE STILL
NEEDED - to deliver more patient-centered and

CAM E R A, evidence-based transparency and accountability across

the prescription drug supply chain

1
TRACTI o N ° SECURING AFFORDABLE INSULIN AND OTHER
PRESCRIPTIONS REQUIRES A MATRIX OF
POLICY CHANGES & MARKET SHIFTS - thereis no

silver bullet when reducing prescription drug costs, but
there is silver buckshot*

* Quote credit to Senators Cassidy (R-LA) and King (I-VT)



TRACTION: AFFORDABLE INSULIN




FLASHBACK: 2022 WIG POLICY MEETING

/| INSULIN COPAY CAP
/| DIABETES SUPPLIES COPAY CAP
/| NO DIABETES DEDUCTIBLES

Photo credit: Carter Clark for Beyond Type 1




STATE TRACTION! COPAY CAPS
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NATIONAL TRACTION

MEDICARE EMPLOYERS MANUFACTURERS

Copay capsm effect for More employers are * Top 3insulin
Medicare Parts B & D opting to eliminate or manufacturers

. $35 or 25% of net cost cap cost sharing for announced 65-78% list
per prescription insulinand other price reductions for

- At least 1 insulin per diabetes care certain insulins
type/form » Civica Rx insulin

- Senate bills introduced manufacturing plant
to expand to all U.S. breaks ground inin VA
health plans » Mark Cuban Cost Plus

Drugs insulin pilot
program




INSULIN COST INFLUENCERS

“Results of this analysis demonstrate how all entities in the pharmaceutical
distribution system (manufacturers, wholesalers, pharmacies, PBMs, and health
plans) profit from the sale of insulin and that all contribute to its final price.”
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SOURCE: JAMA Health Forum. 2021:2(11):213409. doi10.1001/jamahealthforum.2021.3409
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https://jamanetwork.com/journals/jama-health-forum/fullarticle/2785932?resultClick=1
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MAKE IT MAKE SENSE
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INSULIN PRICE EXPECTATIONS vs REALITY
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COMPETING FOR SPREAD NOT SAVINGS

INSULIN REBATES CAN EXCEED 80%'VS 48%? FOR ALL BRANDS

$400
A+143%
$350
—LISTPRICE  ——NET PRICE -
$300
$250 People with diabetes are
overcharged for lifesaving insulin
$200 when rebates and discounts aren't

shared and copays aren’t capped

T v-58%

$150 /\
$100

$50

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

1. U S Senate F|nance Commlttee on F|nance Insulin: examlnlng the factors dr|V|ngthe r|smg costof a century old drug. January 14, 2021.

2. Kakanl P, Chernew M, Chandra A Rebates in the pharmaceutlcal |ndustry ewdence from medlcmes soldln reta|I pharmaciesin the U.S. March 2020. NBER Working Paper
26846.
3.Sanofi 2023 Pricing Principles Report.



https://www.finance.senate.gov/imo/media/doc/Grassley-Wyden Insulin Report (FINAL 1).pdf
https://www.nber.org/papers/w26846
https://www.sanofi.us/dam/jcr:356cc1f5-92dd-47a1-9770-ba60dfdfab1e/Sanofi 2023 Pricing Principles Report.pdf

WHAT IS “UNBRANDED"” INSULIN?

The same insulin - different packaging and price

BRANDED INSULIN UNBRANDED INSULIN

NDC 49502-251-80 ; : Rx only NDC 49502-393.-80 Rx only

Sel | ' lee Insulin Glargine _
(insulin glargme yfan) injection ﬁ (insulin glargine-yfgn) Injection
100 units/mL (U-100) (g -V 100 units/mL (U-100)

Do not mix with other insulins P T
Use only if solution is clear and coloress with I\ S
10 particies visdle :
For subcutaneous use only
Us# with U-100 syringe only

Do not mix with other insulins

Use only if solution is clear and colorless with
no particles visible

For subcutaneous use only
Use with U-100 syringe only

HIGH LIST PRICE & LOW LIST PRICE 2 9

LARGE REBATE LOW/NO REBATE




TRACTION! MANUFACTURER ANNOUNCEMENTS

| 2000 Novolog®
2000 Lantus®

2005 Levemir®

2008 Apidra®

1996 Humalog®

1991 Novolin®

1982 rDNA human insulin (Humulin®)

2020s

v Interchangeable
biologics

v/ Biosimilars

v Unbranded

v Disrupters

2014 Afrezza®
2015 Toujeo®
2015 Tresiba®
2017 Fiasp®
2020 Lyumjev®
2016 Soliqua®
2016 Xultophy®

Sanofi to cut US price of its most-
prescribed insulin by 78%

e isk
Insulin prices
next year

will cut Some U.S,
by up to 75% starting

March 14, 2023- 12:15 PMET
By The Associated Press

Eli Lilly Says It Will Cut the Price of

Insulin

The company also
monthly out-of-pock

an existing policy that caps

trumpeted fesaving products at $35.

et cost for its li

Adapted from Diabetes Metab J. 2021:45(5):629-640



https://doi.org/10.4093/dmj.2021.0163

ANNOUNCEMENT SNAPSHOT

WHAT WHEN

WHY / WHY NOW?

LILLY INSULIN LISPRO: 5/1/23 $82 » $25 3/1/23 — Q4 2023
HUMALOG: v70% $275 » $65
HUMULIN: v70% $149 » $45
*NEW* REZVOGLAR: $92 for 5 pens
Expanded monthly cap program($35)

NOVO LEVEMIR: v65% » $108 1124
NOVOLIN: v65% » $48.20
NOVOLOG: v75% $289 -» $72
NOVOLOG MIX 70/30: v75% $289 -» $72
Unbranded biologics v to match
Maintained monthly cap
program($99)

SANOFI LANTUS: v78% $292 -» $64 11/24
APIDRA: v70% $309 » $93
Expanded monthly cap program($35)

POLICY & POLITICS

» Political pressure

» Anticipated Medicaid rebate
liability

MARKET FACTORS

« Reduces $ currently flowing to
intermediaries instead of
patients

* Rebate savings could translate
to increased earnings

« Mature products with
competitors like Civica Rx on
the horizon

» Shifting focus to newer
products




POST-ANNOUNCEMENT LIST PRICES
seFore |t AFTER |

—':-J |"SuI|nAspart /’ Rel’ On @
Iy = Novo‘og

insulin aspart injection 100 Units/mL

insulin aspart injection 100 Units/m

2 o o
2 $284 0 Rezvoglar’
(

A © o) insulin glargine-aglr) injection : =~ Insulin Glargine
L N—I—LJS & 100 units/mL y7Z _Se_mglee i

(inslin glargine-yfgn) njecion | M (insulin glargine-yfgn) Injection

insulin glargie injection 100 Unis.
o 5//‘ ‘ e
insulin lispro injection Injection
100 units/mL




HOW LOW WILL IT GO?

$21* $275 $65
@ 1996 Q12023 Q4 2023

Humalog a‘& : |
introduced 3®/ i i
1 1

. . " . ] . : :

* ~$41in today's insulin lispro injection : :
dollars 100 units/mL : :
1 1

O

Insulin Lispro

Injection Unbranded Unbranded Unbranded
Insulin Lispro Insulin Lispro list Insulin Lispro list Civica Rx
introduced price reduced price reduced planned launch
$137 $82 $25 $30
2019 2022 Q4 2023 2024

+ $20 on GoodRx 5/21/23
« ~$14 through Mark Cuban Cost Plus Drugs insulin test
18 program ($170 for up to 12 vials per 90 days)




LOWER PRICES ARE A WIN, RIGHT?

YES! WHEN PATIENTS SHARE DISCOUNTS FOR THEIR MEDICINES
(JUST LIKE OTHER HEALTH PRODUCTS & SERVICES)

Rebate walls &
misalignhed incentives

can favor bigger rebates
vs lower net cost

Disproportionate
burden on people
with chronic

List price exposure & conditions
non-medical switching

shift costs & disrupt stable
treatment regimens
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TRACTION: TRANSPARENCY & ACCOUNTABILITY
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FLASHBACK: 2022 WIG POLICY MEETING

/| COPAY ACCUMULATOR BAN
/| REBATE PASS THROUGH

PATIENTS BENEFIT FROM:

* Prescription drug payments
made on their behalf

* Prescription drug discounts
negotiated on their behalf



SYMPTOMS OF A BROKEN SYSTEM

@ : 5 HIGHER COST SHARING Consumers pay inflated list

prices for covered prescriptions

PATIENTS PAY

Middlemen make more money
MORE FOR — HIGHESS&S{E&EgS ON on drugs with high list prices
LESS and big rebates

Higher rebates offered to be the
FEWER COVERED DRUGS only sreferred drug




STATE TRACTION! COPAY ASSISTANCE PROTECTIONS

OR
\7_

/ | ,. | 19 states and
NV | - .‘ —\/ Puerto Rico require

S \ health plans to count

CA copay assistanceand
other payments made
by or on behalf of

patients toward
patient cost sharing

[ Copay assistance
legislation passed
as of June 2023

HI o
L~ SOURCE: Immune Deficiency Foundation



https://primaryimmune.org/addressing-copay-accumulators

STATE TRACTION! REBATE REFORM

IN 2023:

15 states introduced
rebate reform legislation

West Virginia's first-in-
the-nation rebate pass
through bill took effect

Arkansas and Indiana
became the second and
third states to pass rebate

ot

reform
] Passed
[] Active
2 Q 7
N \
P
L
SOURCE: Patient Pocket Protector Coalition
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THE SICK SUBSIDIZE THE HEALTHY
PEOPLE WITH CHRONIC

Fast-acting insulins 73% CONDITIONS OVERPAY WHEN
Intermediate- or long-acting combination 71% REBATES AREN'T SHARED
insulins

o ! . REBATES AVERAGE 48% ACROSS ALL
Long-acting insulins 6% BRANDS & CHRONIC CONDITIONS!
Combinations of oral blood glucose lowering 65%
drugs OTHER CONDITIONS
DPP-4 inhibitors 64% Incontinence 58%
GLP-1analogues 38% Hepatitis C 47%
OBSTRUCTIVE AIRWAY DISEASES JieerEive celis e
Selective beta-2-adrenoreceptor agonists 64% Blood clots S
Adrenergics in combinationwith 67% MEMEPELEE —
corticosteroids or other drugs HIV 299,
Glucocorticoids 69%

1. National Bureau of Economic Research working paper 28439 https://www.nber.org/papers/w28439

2. Kakani P, Chernew M, Chandra A. Rebates in the pharmaceutical industry: evidence from medicines sold in retail pharmacies in the U.S. March 2020. NBER

25 Working Paper 26846. https://www.nber.org/papers/w26846.



https://www.nber.org/papers/w28439
https://www.nber.org/papers/w26846

REDUCING PRESCRIPTION DRUG COSTS
REQUIRES BETTER TRANSPARENCY &
ACCOUNTABILITY ACROSS THE SUPPLY CHAIN

FEDERAL TRACTION

PROTECTING AMERICA'S CONSU

* Investigating the 6 largest
PBMs' impact on U.S.
prescription drug access
and affordability

* FTC's inquiry will shed
much-needed light on PBM
practices impacting
patients and pharmacies

» Recently expanded to
include additional PBM
entities

¥% FEDERAL TRADE COMMISS

Since January launched an
unexpected (but much-
needed!) bipartisan,
bicameral examination of the
prescription drug supply
chain:

* Hearings

* Investigations

* Legislation

FEDERAL TRADE " PUBLIC BENEFIT
COMMISSION 1187 CONGRESS CORPORATIONS

* Public benefit corporations
and some for-profit entities
are shedding light on
misaligned incentivesin
current system

* Helps plan sponsors and
policymakers deliver more
patient-centered and
evidence-based
transparency and
accountability




CONSOLIDATION & INTEGRATION

Vertical Business Relationships Among Insurers, PBMs, Specialty Pharmacies, and Providers, 2023

" Al THE P
BuSiea CENTENE = 2CIGNQ  wcovsheath Elevance  Humana. oo
(private) (NYSE: CNC) (NYSE: CI) (NYSE: CVS) (NYSE: ELV) (NYSE: HUM) (NYSE: UNH)
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@ 2023 Pembroke Consulting, Inc. d/b/a Drug Channels Institute. All Rights Reservad




LET’S FIX THE BROKEN SYSTEM

WE CAN CONTINUE REQUIRING OR WE CAN FIX IT

SICK PEOPLE TO PAY:

« More than the negotiated plan rate for
prescriptions so intermediaries can e PATIENT POCKET
pocket the spread P':? PROTECTOR

v C O A L ! T ! N

 Above-market prices to “keep premiums ©
down” for everyone else (but not really)

DIABETES
LEADERSHIP
COUNCIL

Less Talk, More Action

We need politicians and lawmakers to start putting their talk into action. Keep
your commitment to the 100 million people with pre diabetes and diabetes
enabling them to achieve better health outcomes.




RESOURCES FOR CHANGE-MAKERS

DIABETES POLICY TOOLS

5 Diabetes Facts
for Policymakers & Staff

TIPS FOR CONNECTING WITH CONSTITUENTS
- — .

- Subject matter experts

. . . Consensus Statemen
* pOI |Cym a ker b rl eﬂ N g S on U.S. Heolt'rthcrefReform
. Consensus Statement for People with Diabetes

Person-Centered
Prescription Assistance

Diabetes Leadership Coundil = Coalition Leod ADDRESS SYMPTOMS & UNDERLYING CAUSES
ssociation of Diabetes Care & Education Specialists  ++=++

. |Issue briefs

STATE HEALTH SOLUTIONS SRS S

Kentucky Prescription
Assistance Program

KPAP: THE SMALL PROGRAM WITH A BIG IMPACT

ANNUAL R e o
weorve  SUCCESS
METRICS

- Grassroots advocates

- State score cards

- Advocate training

- Diabetes & obesity handbook *coming soon

/" DIABETES ACTION PLAN
|/ DIABETES CAUCUS

W INSULIN COPAY CAP
=) DIABETES SUPPLIES COPAY CAP
¥/ COPAY ACCUMULATOR BAN

) FIRST DOLLAR COVERAGE FOR
" DIABETES

£5) REBATE PASS-THROUGH
/ ADULT MEDICAID COVERAGE
FOR CGMS

$43 million g
in free or reduced - >
cost prescriptions

70x
return on the
state's investment

<ot people
s SRR

7/ EMERGENCY ACCESS TO
¥~ INSULIN (KEVIN'S LAW) '

KENTUCKY




DIABETES
LEADERSHIP
COUNCIL

THANK YOU

contact@diabetesleadership.org
diabetesleadership.org
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