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Dear Ms. Roland —

Please find our comment letter attached.
Best regards,

Derek

Derek Asay

Senior Vice President, Government Strategy and Federal Accounts
908.268.8720 (mobile)

derek.asay@lilly.com

Eli Lilly and Company

Lilly Corporate Center, Indianapolis, IN 46285 USA
www.lilly.com

recognize the sender and are confident the content is safe.
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October 7, 2024

VIA EMAIL (paperwork@hrsa.gov) Lilly USA, LLC

Lilly Corporate Center
Joella Roland, Information Collection Clearance Officer Indianapolis, Indiana 46285
Health Resources and Services Administration USA

_ +1.317.276.2000
U.S. Department of Health and Human Services www.lilly.com

5600 Fishers Lane, Room 14N39
Rockville, MD 20857

RE: 340B Drug Pricing Program; Initiation of the Administrative Dispute Resolution Process, OMB No.
0906—xxxx—New

Dear Ms. Roland:

Eli Lilly and Company (Lilly) appreciates the opportunity to respond to the above captioned information
collection request (ICR) that the Health Resources and Services Administration (HRSA) intends to submit
to the Office of Management and Budget concerning initiation of the 340B administrative dispute
resolution (ADR) process.! Lilly is one of the country’s leading innovation-driven, research-based
pharmaceutical and biotechnology corporations. Our company is devoted to seeking answers for some of
the world’s most urgent medical needs through discovery and development of breakthrough medicines
and technologies and through the health information we offer. Ultimately, our goal is to develop products
that save and improve patients’ lives. Relatedly, we remain committed to the 340B program as originally
intended as a program to benefit low-income and uninsured patients.

As a member of the Pharmaceutical Researchers and Manufacturers Association of America (PhRMA), Lilly
endorses their comments submitted in response to this ICR and encourages HRSA to carefully consider
the points made in that letter. That said, Lilly would like to take this opportunity to provide Lilly-specific
examples that show that the agency has woefully underestimated manufacturers’ burden for submitting
an ADR claim.

As PhRMA correctly states, HRSA’s estimate that each ADR claim submission will result in an average
burden of 2.5 hours grossly underestimates the significant burden that manufacturers must incur to file
an ADR claim. HRSA’s estimate appears to completely ignore the fact that a manufacturer can only access
the ADR process after it has completed an audit, 42 U.S.C. § 256b(d)(3)(A), which even in the best of
circumstances would assuredly take more than 2.5 hours alone to complete. Unfortunately, as both
PhRMA and Lilly have repeatedly explained to HRSA, the extra-statutory obligations that HRSA imposes
on manufacturers through their 1996 audit guidelines make the audit process exponentially more
burdensome and time-consuming, most notably because the guidelines permit audits only after a
manufacturer has compiled and submitted evidence that a violation of the 340B statute has occurred,
HRSA has confirmed there is “reasonable cause” to conduct an audit, and manufacturers hire outside
auditors to conduct the audits.

As HRSA is well aware, Lilly’s recent audit experience shows just how burdensome the HRSA requirements
are. Below is a brief timeline that illustrates the time Lilly has expended to date in undertaking two audits.
These efforts easily required 100+ hours of Lilly employee time, not to mention external costs for
independent auditors and outside legal counsel.

189 Fed. Reg. 64468 (Aug. 7, 2024).
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e April 2023 — Lilly initiates good faith inquiries with covered entities to determine if there is
reasonable cause

e June 2023 — Lilly meets in-person with HRSA on appropriate audit process

e August 2023 — Covered entity #1 objects to premise of good faith inquiry through outside counsel
who alleges Lilly committed a crime by exercising audit rights; Lilly responds through outside
counsel

e September 2023 — Lilly identifies covered entities for HRSA to ensure they are not currently under
audit and continues communications (through outside counsel) with Covered Entity #1 on
premise of good faith outreach

e October 2023 — Lilly hires independent auditor to conduct audits and submits reasonable cause
letters with audit workplans to HRSA for approval

o November 2023 — Lilly resubmits reasonable cause letters after HRSA’s late October 2023 request
for revisions to the audit workplans

e December 2023 — Lilly notifies covered entities of HRSA approval of audits and independent
auditor attempts to initiate audit

e January 2024 — Both covered entities refuse to comply with HRSA-approved audit workplans and
Lilly submits letter to HRSA escalating issue of non-compliance

e February 2024 — Covered Entity #2 begins producing documents and allows auditor to conduct
virtual audit; Covered Entity #1 conditions compliance with audit on completion of an NDA with
auditor, which requires Lilly to continue engaging outside legal counsel

e April 2024 — Audit for Covered Entity #2 completed but covered entity rejects findings of duplicate
discounts, requiring further interaction; Covered Entity #1 continues to reject audit which
requires virtual meeting between HRSA, Lilly, and Covered Entity #1

e May 2024 - Covered Entity #1 eventually produces some, but not all, of documents required for
audit and permits virtual onsite audit to occur

o June 2024 — Lilly requests to expand the scope of audit for Covered Entity #1 based on findings in
on-site portion of audit; covered entity refuses

o July 2024 — Lilly requests that HRSA authorize expansion of audit and refuses

As demonstrated by this high-level summary, the HRSA-created manufacturer audit process is an arduous
and expensive endeavor. Lilly has been working continuously for more than a year and a half to complete
audits of two 340B covered entities—and those audits are not yet complete. This work has required far
more time than the 2.5 hours HRSA estimates is required to initiate an ADR claim, not to mention the
excess cost Lilly has spent on outside counsel and auditors. By failing to account for the effort
manufacturers must undertake to audit a covered entity, HRSA drastically understates the burden
associated with filing an ADR claim in its ICR. Along with PARMA, we continue to urge HRSA to revise its
1996 audit guidelines but until that time HRSA must admit that the audit process, and therefore the ADR
initiation process, far exceeds the 2.5 hours the ICR presents.

Sincerely,

e g

Derek L. Asay
Senior Vice President, Government Strategy and Federal Accounts






