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1. To revise paragraph 2, number (2) of B.1 to read as follows:

Eligibility requirements for these contracts include the following: (1) The facility is located in the
U.S.; (2) For proposed bulk and/or fill finish manufacturing, the facilities must be used currently
to manufacture FDA licensed biological products and/or select pharmaceutical products (i.e.
antibodies and biological enzymes); (3) Pilot facilities, as well as commercial scale facilities
shall be in compliance with FDA, USDA and CDC regulatory and biosafety guidelines for
pandemic influenza vaccine manufacturing, as applicable; (4) Commitment to share at least
25% of the overall adaptation capital cost; (5) Commitment to maintain the retrofitted
manufacturing facility to support rapid stockpile production commensurate with U.S. pre-
pandemic and pandemic influenza vaccine needs.

2. To revise the first sentence and bullet number 2 of the below paragraph of section
C.1 (Statement of Work), to read as follows:

Mandatory Criteria for Eligibility

This solicitation is broad in scope to encourage proposal submissions from potential
Offerors who manufacture FDA-licensed biological products and/or select pharmaceutical
products (i.e. antibodies and biological enzymes). Because the timing of the next pandemic is
uncertain and avian H5N1 influenza in Eurasia poses a substantial pandemic threat, short
timelines to product licensure and availability are critical. Therefore, only Offerors that can
fulfill the following pre-requisites will be eligible for funding under this solicitation:

e The facility is located in the U.S.

e For proposed bulk and/or fill finish manufacturing, the facilities must currently be used
to manufacture FDA licensed biological products and/or select pharmaceutical products
(i.e. antibodies and biological enzymes). Pilot facilities, as well as commercial scale
facilities shall be in compliance with FDA, USDA and CDC regulatory and biosafety
guidelines for pandemic influenza vaccine manufacturing, as applicable

e Commitment to share at least 25% of the adaptation or renovation costs.

¢ Commitment to maintain the retrofitted manufacturing facility to support rapid stockpile
production commensurate with U.S. pre-pandemic and pandemic influenza vaccine
needs.

2. To revise paragraph 1b and paragraph 2(b) of M.1 (Mandatory Criteria for Eligibility)

1b. Manufacturer of FDA licensed biological product and/or select pharmaceutical
products

e For bulk manufacturing and/or fill finish, the facility is currently used to manufacture FDA-
licensed biological product and/or select pharmaceutical products (i.e. antibodies and
biological enzymes).

2. Timeline and Intent for U.S. Product Licensure

Given the ongoing threat of an influenza pandemic, it is essential that efforts funded as a result of
this requirement lead to FDA approval of a facility that can be used to produce pandemic vaccines
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to protect the U.S. population in the event of an influenza pandemic. Therefore, Offerors must
commit to the following to be considered for award:

(a) Provision of a clear and comprehensive plan and timeline for FDA licensure of the facility
presented in the proposal.

(1) Including a description of key scientific, technical and managerial risks posed by the
project, and plans to mitigate such risks

2) Go/No Go decision tree with quantitative and qualitative criteria for evaluating the scientific
and engineering merit of progressing to the next stage of the project.

(b) Submission of a BLA supplement for the licensed influenza vaccine product manufactured in
the proposed commercial scale manufacturing facility based on a contractor-defined timeline,
that is subject to review and approval by the USG. (For bulk manufacturing and/or fill/finish
facility proposals only)

4. To revise paragraph 1 (b) (Methodoloqy and Approach) and paragraph 5 of M.2
(Technical Evaluation Criteria) to read as follows:

(b) The technical proposal must list products currently and previously manufactured at the
proposed facilities. For proposed bulk and/or fill finish manufacturing, the Offeror must identify
FDA licensed biological products and/or select pharmaceutical products (i.e. antibodies and
biological enzymes) which are currently manufactured at the proposed facilities. The proposal
shall provide a brief description of the manufacturing process. The proposal shall describe
location and the biosafety containment of the facilities.

5. Timeline to licensure
The proposal shall provide a timeline for seeking FDA licensure of using the facility to

manufacture influenza vaccine. Timelines for expedited facility reconstruction supporting
licensure will be evaluated more favorably.



