PIE Webinar

Leveraging the latest payer and
manufacturer insights to enhance your
company’s pre-approval information
exchange strategy

Wednesday, March 23, 2-3pm




Disclaimer

Organizations may not re-use material presented at this AMCP webinar for commercial purposes
without the written consent of the presenter, the person or organization holding copyright to the
material (if applicable), and AMCP. Commercial purposes include, but are not limited to, symposia,
educational programs, and other forms of presentation, whether developed or offered by for-profit or
not-for-profit entities, and that involve funding from for-profit firms or a registration fee that is other
than nominal. In addition, organizations may not widely redistribute or re-use this webinar material
without the written consent of the presenter, the person or organization holding copyright to the
material (if applicable), and AMCP. This includes large quantity redistribution of the material or
storage of the material on electronic systems for other than personal use.
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Webinar learning objectives

* Understand the evolving pre-approval information needs of payers in planning for the approval
of new drugs and devices

* Review how manufacturers are developing tactics based on the Food and Drug Administration
(FDA) guidance to provide payers information needed to plan for a new product approval

* Resolve ambiguity and misperceptions regarding the FDA manufacturer guidance on PIE

» Evaluate sample tactics currently being used by manufacturers and payers to evaluate pre-
approval information
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Checking your knowledge of PIE

v

X

True or False:

The FDA guidance specifically states that PIE is not considered promotional.

4

X

True or False:

It is estimated that over 50% of companies have procedures in place to conduct PIE.

v

X

True or False:

Account Executives, such as National Account Directors, are prohibited from discussing
PIE with payers.

4

X

No biopharmaceutical companies have
been able to provide information regarding
pricing until after FDA approval.

True or False:

N >< True or False:

Patient utilization projections are listed as
one of the data sets that manufacturers
may provide payers as part of PIE.
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Just introduced: Pre-approval Information
Exchange Act (H.R. 7008)

Introduced March 9 by Rep. Brett Guthrie (R-KY-02)
Bill aimed at codifying and clarifying 2018 FDA guidance on PIE

Top-level summary:
— Creates legislative safe harbor for proactive PIE

— Requires certain disclosures (not FDA approved, timeline for submission,
etc)

— Expands scope of communicable information to include HCEI and new
indication-only studies

— GAO report on PIE utilization to begin 5 years and 6 months after enactment
Intended to attach to PDUFA VII, part of March 17 UFA hearing

Next milestone: Mark-up in May (exact date TBD)

New AMCP PIE Coalition to support this legislation
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Across the Industry

Insights From the 2021 Xcenda PIE
Manufacturer and Payer Survey
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Quick review: What is PIE?

Opportunity for
manufacturers to
engage proactively

with HCDMs about their
pipeline products

Truthful, nonmisleading
pre-approval
communication between
biopharmaceutical
companies and
population HCDMs

Key: HCDM - healthcare decision maker.

Source: Food and Drug Administration. Drug and device manufacturer communications with payors, formulary committees, and similar entities — questions and answers.

]

Information,
not evidence

New molecules
devices, and
expanded
indications

Pre-FDA
approval

==
o]
C
B

HCDMs only

Guidance for industry and review staff. June 2018. Accessed December 12, 2019. https://www.fda.gov/media/102683/download

As early as
12-18+ months
in advance

 —
4—

Bidirectional



https://www.fda.gov/media/102683/download
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Factual presentations of study results and product pricing are
extremely important to receive proactively; more than 80% of
respondents prefer timing up to 12 months prior to approval

Importance of receiving information
proactively and prior to approval

Factual presentations of study results
9%

Product pricing 900
0

Information about the indication(s)

7%
Product information
5%
Anticipated FDA timeline 50
Patient utilization projections
19%
Product-related programs or services
12% 40% 49%

m Extremely/very important
® Somewhat important
m Not at all/not very important

N=43

Timing for receiving information

Anticipated FDA timeline
5%

Product information
16% 30% 5%

Product pricing
12% | 19% 5%

Information about the indication(s)
33% 2%
Patient utilization projections

35% %

Factual presentations of study results
26% 5%

Product-related programs or services
26%

m>12 months prior

m7-12 months prior

B (0-6 months prior

® | do not want this information prior to approval

Q16a. For each of the following, please rate the level of importance to your organization in receiving this information proactively and prior to approval from a manufacturer.
Q16b. For each of the following, please indicate when you would like to receive the information, considering the availability of the information prior to approval.

The wording of response options to Q16a and Q16b were shortened for graphing purposes.
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The top preferred method for manufacturer
representatives to conduct PIE with payers is
In-person meetings, followed by individual web-based meetings

Pre-approval communication preferences

In-person meetings 28% 14% 7%

Individual web-based meetings 21% 2% 12%

AMCP pre-approval dossiers 14% 12% 7%
Medical information requests 12% 9% 5% mRank 1
Closed payer/HCDM platforms 9% 12% 19% = Rank2
mRank 3

Email exchanges 9% 14% 19%
Webinars YA 12% 19%
Phone calls PR 14%

N=43
Q17. Please rank order your preferred ways to communicate with manufacturer representatives regarding PIE.
Note: “Closed payer/healthcare decision maker platform” refers to the FormularyDecisions platform. It was not defined in the survey (but will be in the future).
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Many payers believe that formulary decision making would be very
much or extremely improved by leveraging PIE to close information

gaps

How much would PIE improve decision making?

Regional (n=7) 57% 43%
National (n=11) 73% 18% 9%
Total (N=18) 67% 28% 6%

m Improve extremely/Very much ®Improve somewhat ® Not improve at all/Not very much

Q20. If the gap is closed between the pre-approval information you need and that which is available about unapproved products or unapproved uses of approved
products (ie, PIE information that you need is available), to support formulary decision making, how much would it improve your formulary decision-making ability?
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Most respondents (67%) preferred to receive PIE 4 to 12
months before approval

Timing on receiving pre-approval information overall and by organization type

55%

32%
29%
23%
9%

0 5% 0
0% - 0% .. s 0% 0% 2%
|| || —
1 to 3 months prior 4 to 6 months prior 7 to 12 months prior 13 to 18 months prior 19 to 24 months prior

m Health plan (n = 25) = Pharmacy benefits manager (n = 7) u Integrated delivery network (n = 11) mTotal (N =43)

N=43

Q21. In general, how early would your organization like to receive pre-approval information from a manufacturer prior to anticipated approval? Please select one best answer.
Note: Reason for not wishing pre-approval information provided was because they “do not review or make any decisions at that time.”
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Over a third of payers would like PIE earlier for cell and gene
therapy, followed by innovative therapies, rare disease, and
oncology, compared to other categories

Timing difference on PIE based on therapies

Cell and gene therapies
Innovative therapies 2%

Therapies for orphan/rare diseases

Oncology therapies

B Earlier than usual ®About the same  ®Later than usual

N=43
Q22. How does the timing of your organization’s request for pre-approval information change for different therapies?



The most valuable pre-approval communication prior to phase 3 results
are information on the trial, indication, place in therapy, and pricing

Type of valuable pre-approval information pre-phase 3
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17 03/24/2022 Xcenda | Confidential

Trial design/trial data/endpoints 37% Regulatory timeline for approval 7%
Indication 30% No information needed 7%
Patient population/place in therapy Future indications planned 5%
Pricing strategy Age restrictions 5%
Disease/disease burden Companion diagnostic 2%
Projected utilization/patient volume Competitive Iag?;gi?eed(gég:gs;; 2%
Mechanism of action Status of competing products 2%
Pipeline information Administration 2%
Unmet need Packaging 2%

N=43

Q23. Prior to availability of a product’s phase 3 data (approximately 1-2 years prior to FDA approval), what type of pre-approval information would you find valuable to receive about the product? Please

provide a few examples.

Open-ended responses were hand-coded into thematic categories. Percentages were calculated by summing the number of respondents who endorsed that thematic category divided by the total

number of respondents (ie, 43).
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Common misperceptions on the FDA guidance and PIE

<

Only clinical data
are allowed or
wanted

@

The FDA considers
PIE promotional

&

Only medical
teams may
present PIE

information to

HCDMs
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Common misperceptions on the FDA guidance and PIE

D

A pre-approval

dossier cannot be
proactively
disseminated
becauseiitis a
“‘dossier”

V —_—

Pre-approval
dossiers are large,
expensive
documents

Payers only want
the price of the
unapproved product
or unapproved
indication
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Common misperceptions on the FDA guidance and PIE

000
nlooo

Manufacturers are

not providing any
pricing information
during PIE

-

“The sooner |
provide payers
information, the
sooner they will

restrict access to
the product”

Posters and
abstracts don’t meet
PIE guidelines
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The FDA guidance is very clear that
PIE is not considered “promotional”

FDA does not intend to object under 21 CFR
312.7(a) or 21 CFR 812.7(a) to such
communications, nor to use such communications
as evidence of a new intended use.

FDA also does not intend to enforce any applicable
postmarketing submission requirements for these
materials.
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Questions & discussion

@ * What do you need help with regarding PIE adoption for your company?
« What's preventing your organization from fully implementing PIE?
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'Common tools and
resources used to
conduct PIE
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Most common PIE assets and communications vehicles used

by manufacturers to conduct PIE

Key assets

* Pre-approval presentation
Disease state/burden of illness
presentation

* Pre-approval dossier

» PIE webinar

 Clinical data flashcard

Key communication vehicles
» Live and virtual meetings

* Non-personal communication
« FormularyDecisions® platform
 AMCP PIE webinar

Remember:
PIE is pre-approval
Information exchange

A significant value in
pre-approval discussions is
to obtain feedback from
payers on specific
data/information that are
important for reviewing the
product post-approval.
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PIE presentations & flashcards
Facilitating discussion and feedback

Data assessment & review
Content development
Content approval
Presenter training
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Pre-approval dossiers
Providing HCDM comprehensive pre-approval information

//
Z
W%y FORMAT 4.1

.
« Data collection and
\
a n a I yS I S AMCP Format for Formulary Submissions
Guidance on Submission of Pre-approval
and Post-approval Clinical and
e Content d eve I 0] p ment Economic Information and Sidence

« Content approval
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FormularyDecisions
Providing a qualified audience for PIE that aligns with the FDA 2018 guidance

Life sciences ¢ FormularyDecisions’  HCDM
manufacturers community

= ] ) Evidence and
- Ve landscape review

L Insights,
J preferences, and 4 . J

_|_|_ attitudes

Closed platform of verified HCDMs

Includes pharmaceutical,
biotech and medical devices

FormularyDecisions provides qualified HCDMs access to PIE materials

Unapproved product/indication eDaossier
Resource center
AMCP PIE webinars
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AMCP PIE webinars

Expanding your reach with nonpersonal communication of PIE through
FormularyDecisions

%% AMCP & FormularyDecisions’
Present pre-approval Integrated in the
information to payers FormularyDecisions
on your product to platform, home of
prepare the market AMCP eDossiers F3 AMCP PIE WEBINAR
for launch pre-approval presentation

Attendees are vetted HCDMs only?

Access hard-to-reach Raise awareness
payers and generate through AMCP and
follow-up meetings for FormularyDecisions
your field teams promotional channels

a Attendees must meet criteria for HCDMs, consistent with Section 3037 of the 21st Century Cures Act and FDA Final Guidance on payer
communications.
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Questions & discussion

@ * What questions do you have about specific resources developed for PIE?

* What questions do you have about personal or nonpersonal
communication of PIE?
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