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The following section of the RFP is hereby amended and restated:

SECTION L - INSTRUCTIONS, CONDITIONS, AND NOTICES TO OFFERORS

ARTICLE L.11. Organizational Conflict of Interest Notification and Representation

(a) An actual or potential Organizational Conflict of Interest (OCI) may arise when an offeror obtains an
unfair competitive advantage by acquiring the services of a marketing consultant that possesses
unequal access to information or set the ground rules for a solicitation. See FAR Subpart 9.5,
Organizational and Consultant Conflicts of Interest, for more information.

(b) Each prospective offeror intending to respond to this solicitation shall make a representation and
disclosure pursuant to subparagraphs (1) and (2), respectively, of this paragraph via email

[kevin.nilles@hhs.gov & matthew.mccord@hhs.gov] on or before 3:00PM ET on May 13, 2015.

)

(2)

Representation. The offeror [ ] did [ ] did not have contact with a “marketing consultant,” as FAR
9.501 defines that term, relating to this solicitation, whether or not that contact resulted in a
definitive consulting agreement.

Disclosure. If the offeror did have contact with a marketing consultant relating to this solicitation,
the offeror shall provide a disclosure statement describing all relevant facts concerning its
contact(s). The disclosure statement shall include the date of the contact; the names of the persons
involved in the contact; details about the contact, including a summary of the information
discussed; whether the contact resulted in a definitive consulting agreement, and if so, a copy of
that agreement; along with other information that is necessary for a true and accurate representation
of the contact and the business relationship with the consultant and/or marketing consulting firm.
That disclosure statement shall also include a description of actions that the offeror has taken or
proposes to take, to avoid, mitigate, or neutralize an actual or potential conflict of interest that may
arise from its contact(s).

(c) Offerors responding to this solicitation shall assist and provide relevant information to the Contracting
Officer in identifying, evaluating, and resolving an actual or potential OCI.

(d) If the Contracting Officer determines that an actual or potential conflict exists, the offeror shall not
receive an award unless the conflict can be avoided, neutralized, or mitigated.

(e) Any offeror failing to provide a representation, full disclosure, or other required information shall not
be eligible for award. Nondisclosure or misrepresentation of any relevant information may also result
in disqualification from award, termination of a resultant contract for default, or debarment from
Government contracts, as well as other legal action as the law or a resultant contract permits.
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The following section of the RFP is hereby added:
SECTION J - LIST OF ATTACHMENTS

Attachment #9 - QUESTIONS & RESPONSES

1. Isavaccine with Phase | safety data and preclinical animal effectiveness data with respect to prevention of
influenza A disease responsive to this RFP?

Response: A human phase 1 safety study is not responsive unless it is also a dose-ranging study.
Mandatory criteria #2 requires “completion of a phase 1 dose ranging clinical study...”

2.  Will there be continuations of this RFP in future rounds?

Response: Depending on funds availability and ongoing programmatic requirements, it is possible that
future RFPs for similar requirements may occur.

3. Will BARDA consider an extension to the submission date at this time, to May 30, 2015?

Response: At this point, BARDA will not be granting an extension beyond the May 15" date. If a
prospective offeror cannot propose in time for this solicitation, that prospective offeror should consider
submitting under the current or future Broad Agency Announcement.

4. For Mandatory criteria #2 "Demonstration of Advanced Development of the Proposed Influenza Vaccine
Candidate", it is stated:

The Offeror must demonstrate significant progress towards advanced development of the proposed
influenza vaccine candidate by completion of a Phase 1 dose-ranging clinical study that shows the
vaccine candidate is well tolerated and able to induce cross-reactive immune responses to a range
of antigenically divergent influenza viruses. This is to be documented by submission of a final
clinical study report for the Phase 1 study, as well as any supportive clinical data.

How BARDA would like to have the final study report for Phase 1 if we are not allowed to have
appendices in the Mandatory Criteria volume? Should we include it in the Technical volume and refer to it
in the Mandatory criteria volume?

Response: The final study report for Phase 1 may be included in the Technical proposal appendices and
referenced in the Mandatory Criteria volume.



