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Dear Dr. Thomas:

Thank you for appearing before the Subcommittee on Health on Friday, September 19, 2014, to
testify at the hearing entitled “21st Century Cures: Examining Ways to Combat Antibiotic Resistance and
Foster New Drug Development.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains
open for ten business days to permit Members to submit additional questions for the record, which are
attached. The format of your responses to these questions should be as follows: (1) the name of the
Member whose question you are addressing, (2) the complete text of the question you are addressing in
bold, and (3) your answer to that question in plain text.

To facilitate the printing of the hearing record, please respond to these questions with a
transmittal letter by the close of business on Wednesday, October 29, 2014, Your responses should be
mailed to Sydne Harwick, Legislative Clerk, Committee on Energy and Commerce, 2125 Rayburn House
Office Building, Washington, D.C. 20515 and e-mailed in Word format to
Sydne.Harwick@mail.house.gov.

Thank you again for your time and effort preparing and delivering testimony before the

Subcommittee.
Sinccrcly.? f 2'

wseph R, Pitts
hairman
ubcommittee on Health

cc: The Honorable Frank Pallone, Jr., Ranking Member, Subcommittee on Health

Attachment



Attachmenti—Additional Questions for the Record

The Honerable Joseph R, Pitis

What are other countrics or the Liuropean Union doing to help spur research and development for
anti-infectives? Which imitiatives are working well and which will likely have the most
sipnificant impact to draw more companics ¢ anti-infective product development moving
{orward?

The Honorable Marsha Blackbuorn

g% ]

Qur committee has eracted important reforms fike the GAIN Act to stimulate development of
new antibiotics, but realize more work needs to be done. It is my hope thal as part of the 21st
Century Cures effort we will put additional incentives in place for antibiotics that are designated
as Qualified Inlectious Disease Products (QIDPs}. What other specific incentives do you
recommmend Congress consider for FDA designated QIDPs?

Congress via the GAIN Act gave the FDA a very important tool, to designate certain anti-
infectives as QIDPs; and the agency has made good progress on QIDP guidance, as well as
designating over 30 developmental antibiotics as QIDPs. If we create other incentives as we
should- real incentives arc nceded—we must avoid a situation where there is confusion and
differences over what qualifies for which type of incentive across different agencies of HHS. Wil
you respond to this statement?

The Honoerable Gene Green

[

We have heard a lot ol'talk about the inherent lack of incentives for drug companies te develop
new and novel antibiotic medicines. Why is it that the package of current incentives is not enough
te stimulate new drug development? And from your perspective, what is required to solve this
problem?

We have heard from witnesses on the issue of antibiotic incentives also discuss the importance of
stewardship, and you brought up the importance of appropriate use in your testimony, When we
are thinking about strategics to combat antibiotic drug resistance. how should incentives for
innovation be considered in relationship o stewardship strategies?

You mentioned Transferable Market Exclusivity (TME) as a pull-based incentive that could
encourage innovation by alfording companies a defined period of market exclusivily that can be
applied to any compound, Will you elaborate on how you believe TME could be structured to
maximize i1s advantages and minimize downside risks? What guardrails do you see necessary to
incorporate in any such program?



