In PIE We Crust —
Pre-approval Information
Exchange (PIE) Act of
2022

Week of April 25, 2022



CURRENT SYSTEM

IMPACT: Patient access to

medications is delayed because

payers and health plans must wait to .

review the clinical trial information Submit to FDA
FDA for approval

once the medication is approved by approval access
the FDA.

IMPACT OF MAKING THIS SWITCH:
_ By distributing clinical trial information to payers and health plans
earlier, the review process is able to start earlier so expedited

N

coverage decisions can be made immediately upon FDA approval.

A BETTER SYSTEM

(9H :: IMPACT: Proactive distribution of

[SIMULTANEOUSLY] o—) clinical trial information to payers

Submit to FDA Eon _’ and health p'Ians so they can
for approval I Patient make expedited coverage
approva decisions upon FDA approval.

access




7% AMCP
Pre-approval Information Exchange
Act (H.R. 7008)

* Introduced by Congressman Brett Guthrie (R-KY-02) on March 9

* Creates legislative safe-harbor for proactive PIE by manufacturers
+ clarifies scope of permissible communications under 2018 FDA
guidance

* House Energy & Commerce legislative hearing on March 17 — 22
bills considered

* Pre-hearing Sign-on Letter

* PIE Coalition
* House Energy & Commerce markup in May



PIE Coalition

* No financial expectation of members
* No regular meeting cadence currently*

» General expectations

* Letter of support (May)

Positive promotion of PIE Act to members/customers & external entities

Share PIE advocacy materials

Congressional advocacy

Advocacy Alert participation

Share Advocacy Alerts

Promotion of future PIE Act materials




7% AMCP

PIE Resources

* Legislative Text + Bill Actions (/ink)
- AMCP’s PIE Webpage (li1k)

* Press Release (/111x)

* Issue Brief/One-pager (/ink)

* Frequently Asked Questions (/ink)

» 3/17/22 Energy & Commerce Hearing Sign-on Letter (1i1k)
» Grassroots Advocacy Campaign (/ink)


https://www.congress.gov/bill/117th-congress/house-bill/7008
https://www.amcp.org/policy-advocacy/legislative-regulatory-issues/pre-approval-information-exchange
https://www.amcp.org/About/Media/Press-Releases/amcp-statement-introduction-pie-act-2022
https://www.amcp.org/sites/default/files/2022-03/AMCP_PIE_Act_HR_7008_Issue_Brief_3.9.22.pdf
https://www.amcp.org/sites/default/files/2022-03/PIE_Act_HR_7008_FAQ_3.10.22.pdf
https://www.amcp.org/sites/default/files/2022-04/PIE_Act_of_2022_%28HR%207008%29_Sign-on_Letter_3.17.22.pdf
https://www.amcp.org/policy-advocacy/take-action

72 AMCP

Optimizing medicine.
Improving lives.

Questions?

Jennifer L. Mathieu
Vice President, Policy & Government Relations
jmathieu@amcp.org

Adam Colborn
Director, Policy & Government Relations
acolborn@amcp.org

Tom Casey
Manager, Policy & Government Relations
tcasey@amcp.org
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