Documents Requested by Rep. F. James Sensenbrenner, Jr.,
in Letter (dated April 23, 2012)
to NIH Director Francis Collins, M.D., Ph.D.
x

“Documents prepared by NIH for the March 29–30 NSABB meeting”
o
o
o
o
o

Tab 1: Federal Register notice of meeting
Tab 2: Draft agenda sent to NSABB members prior to meeting
Tab 3: Final meeting agenda
Tab 4: Slide of Charge to NSABB
Tab 5: Confidentiality Agreements for the unpublished manuscripts provided at
the NSABB meeting
o Tab 6: Conflict of Interest and Confidentiality for NSABB Preparatory Session
Participants
x

“Documents related to NIH’s decision to recommend that the NSABB reconsider
its initial recommendations” (Please note that the USG did not ask the NSABB to
reconsider its recommendations; rather, it asked the NSABB to review manuscripts that
were revised to reflect additional data and key clarifications.)
o

Tab 7: NIH Statement on H5N1 and the World Health Organization Meeting (Feb.
17, 2012)
o Tab 8: World Health Organization “Technical consultation on H5N1 research
issues”—consensus points)
o Tab 9: World Health Organization (Public health, influenza experts agree H5N1
research critical, but extend delay)
o Tab 10: NSABB Acting Chair Overview of Feb 16–17 World Health
Organization meeting
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Federal Register / Vol. 77, No. 56 / Thursday, March 22, 2012 / Notices

DEPARTMENT OF HEALTH AND
HUMAN SERVICES
National Institutes of Health
National Science Advisory Board for
Biosecurity Meeting; Office of
Biotechnology Activities, Office of
Science Policy, Office of the Director;
Notice of Closed Meeting

tkelley on DSK3SPTVN1PROD with NOTICES

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meeting of
the National Science Advisory Board for
Biosecurity (NSABB).
Under authority 42 U.S.C. 217a,
Section 222 of the Public Health Service
Act, as amended, the Department of
Health and Human Services established
the NSABB to provide advice, guidance
and leadership regarding federal
oversight of dual use research, defined
as biological research that generates
information and technologies that could
be misused to pose a biological threat to
public health and/or national security.
The NSABB is being convened on
March 29–30, 2012, to review two
unpublished manuscripts on the
transmissibility of highly pathogenic
avian influenza H5N1 virus and to
provide recommendations about the
responsible communication of such
information. In addition, representatives
from the Intelligence Community will
present a classified briefing to the
NSABB.
The NSABB meeting will be closed to
the public in accordance with the
provisions set forth in section
552b(c)(9)(B), Title 5 U.S.C. as amended,
because premature disclosure of
information to be discussed during the
meeting would significantly frustrate
the agency’s ability to determine how
the sensitive information in the
manuscripts should be responsibly
communicated, taking into
consideration potential public health
and national security concerns. The
classified briefing of the NSABB will be
closed to the public in accordance with
the provisions set forth in section
552b(c)(1), Title 5 U.S.C. as amended,
because classified matters sensitive to
the interest of national security will be
presented.
Name of Committee: National Science
Advisory Board for Biosecurity.
Date: March 29–30, 2012.
Time: 4 p.m.–8 p.m. on March 29 and 8:30
a.m.–1:30 p.m. on March 30 (times
approximate).
Agenda: NSABB members will review
unpublished manuscripts regarding
transmissibility of avian influenza H5N1
virus. In addition, representatives from the
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Intelligence Community will present a
classified briefing.
Place: National Institutes of Health,
Building 31, Center Drive, 6th Floor,
Conference Room 6, Bethesda, Maryland
20892, and a location to be determined for
the classified briefing.
Contact Person: Ronna Hill, NSABB
Program Assistant, NIH Office of
Biotechnology Activities, 6705 Rockledge
Drive, Suite 750, Bethesda, Maryland 20892,
(301) 496–9838, hillro@od.nih.gov.
This meeting is being published less than
15 days prior to the meeting due to timing
limitations imposed by administrative
matters.
Dated: March 16, 2012.
Jennifer S. Spaeth,
Director, Office of Federal Advisory
Committee Policy.
[FR Doc. 2012–6949 Filed 3–21–12; 8:45 am]
BILLING CODE 4140–01–P

DEPARTMENT OF HOMELAND
SECURITY
Office of the Secretary
Published Privacy Impact
Assessments on the Web
Privacy Office, DHS.
Notice of Publication of Privacy
Impact Assessments (PIA).

AGENCY:
ACTION:

The Privacy Office of DHS is
making available eleven PIAs on various
programs and systems in DHS. These
assessments were approved and
published on the Privacy Office’s Web
site between December 1, 2011 and
February 29, 2012.
DATES: The PIAs will be available on the
DHS Web site until May 21, 2012, after
which they may be obtained by
contacting the DHS Privacy Office
(contact information below).
FOR FURTHER INFORMATION CONTACT:
Mary Ellen Callahan, Chief Privacy
Officer, Department of Homeland
Security, Washington, DC 20528, or
email: pia@hq.dhs.gov.
SUPPLEMENTARY INFORMATION: Between
December 1, 2011 and February 29,
2012 the Chief Privacy Officer of the
DHS approved and published eleven
Privacy Impact Assessments (PIAs) on
the DHS Privacy Office Web site,
www.dhs.gov/privacy, under the link for
‘‘Privacy Impact Assessments.’’ These
PIAs cover eleven separate DHS
programs. Below is a short summary of
those programs, indicating the DHS
component responsible for the system,
and the date on which the PIA was
approved. Additional information can
be found on the web site or by
contacting the Privacy Office.
SUMMARY:

PO 00000
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System: DHS/USSS/PIA–007 Forensic
Services Division (FSD) Polygraph
System.
Component: United States Secret
Service (USSS).
Date of approval: December 15, 2011.
The FSD Polygraph Branch of the
USSS uses the FSD Polygraph system to
track all polygraph examinations that it
administers. This database contains
information on applicant and criminal
polygraph examinations and their
results. USSS is conducting this PIA
because this system contains PII of
individuals who undergo an exam.
System: DHS/FEMA/PIA–019
Firehouse Database (Unclassified and
Classified).
Component: Federal Emergency
Management Agency (FEMA).
Date of approval: December 15, 2011.
The U.S. DHS FEMA Mount Weather
Emergency Operations Center (MWEOC)
Emergency Services Division (ESD)
owns and operates two Firehouse
Databases: (1) Firehouse Database
(classified); and (2) Firehouse Database
(unclassified). The difference between
the two databases is that the classified
Firehouse Database contains classified
locations on which MWEOC ESD may
respond at the MWEOC facility. FEMA
uses the unclassified and classified
Firehouse Databases to manage the
collection, documentation, and
reporting of information about
emergency incidents, incident
investigations, site inventory and
inspections, staffing, scheduling, and
personnel certifications and training of
FEMA paramedics, emergency
management technicians, firefighters,
and other first responders at MWEOC
ESD. FEMA is conducting this PIA
because FEMA’s unclassified and
classified Firehouse Databases collects,
uses, maintains, retrieves, and
disseminates PII of MWEOC residents,
employees and contractors, visitors, as
well as members of the immediate local
community surrounding MWEOC. This
PIA covers both the unclassified and
classified Firehouse Databases.
System: DHS/ALL/PIA–028(a)
Freedom of Information Act (FOIA) and
Privacy Act (PA) Records Program
Update.
Component: DHS.
Date of approval: December 16, 2011.
The DHS Privacy Office is publishing
an update to the current PIA, DHS/ALL/
PIA–028, which outlines the risks
presented by the use of PII in the
various FOIA and PA processes and
systems employed by DHS. This update
introduces the use of a FOIA software
application used for tracking FOIA
requests.
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TAB 22

NATIONAL SCIENCE ADVISORY
BOARD FOR BIOSECURITY
NIH Campus
9000 Rockville Pike
Building 31, 6th Floor, Conference Room 6
Bethesda, MD
March 29-30, 2012
DRAFT MEETING AGENDA*
Thursday, March 29
7:00 am

Read manuscripts on-site

9:00 am

Welcome and Overview of the Meeting
Dr. Amy Patterson, Associate Director for Science Policy, National Institutes
of Health

9:10 am

Introductions

9:40 am

Opening Remarks and Charge to the NSABB
Dr. Francis Collins, Director, National Institutes of Health

9:50 am

Remarks by the Chair, National Science Advisory Board for Biosecurity
Dr. Paul Keim, Cowden Endowed Chair in Microbiology,
Northern Arizona University

9:55 am

Perspectives from recent meetings sponsored by the World Health
Organization and the American Society for Microbiology
Invited Guests

10:20 am

Perspectives from Dutch and Japanese governments regarding safety and
security issues
TBD

10:30 am

Break

10:45 am

Presentation of revised Fouchier manuscript and discussion with NSABB
members and influenza experts
Dr. Ron Fouchier, Professor of Virology, Erasmus Medical Centre

12:45 pm

Lunch

* Yellow-shaded agenda items indicate closed NSABB meeting sessions, unshaded agenda items indicate closed preparatory
sessions

1:45 pm

Presentation of revised Kawaoka manuscript and discussion with NSABB
members and influenza experts
Dr. Yoshihiro Kawaoka, Professor of Virology, University of WisconsinMadison

3:45 pm

Briefing: New insights into transmission of avian influenza H5N1 and
discussion with NSABB members and influenza experts
TBD

4:15 pm

Break

4:35 pm

Discussion by NSABB members
x Queue up questions for Day 2

5:35 pm

NSABB members leave for security briefing

7:00 pm

Security Briefing of NSABB members

Friday, March 30
7:00 am

Welcome
Dr. Amy Patterson

7:20 am

Discussion with NSABB members, authors, and influenza experts

8:20 am

Discussion by NSABB members

10:00 am

Break

10:15 am

Discussion by NSABB members
x Finalize findings and recommendations

12:00 noon

Meeting adjourns

* Yellow-shaded agenda items indicate closed NSABB meeting sessions, unshaded agenda items indicate closed preparatory
sessions

TAB
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NATIONAL SCIENCE ADVISORY
BOARD FOR BIOSECURITY
NIH Campus
9000 Rockville Pike
Building 31, 6th Floor, Conference Room 6
Bethesda, MD
March 29-30, 2012
MEETING AGENDA*
Thursday, March 29
7:00 am

Read manuscripts on-site

9:00 am

Welcome and Overview of the Meeting
Dr. Amy Patterson, Associate Director for Science Policy, National Institutes
of Health

9:10 am

Introductions

9:40 am

Opening Remarks and Charge to the NSABB
Dr. Francis Collins, Director, National Institutes of Health

9:50 am

Perspectives from recent meetings sponsored by the World Health
Organization and the American Society for Microbiology
o Dr. Philip Campbell, Editor-in-Chief, Nature, Nature Publishing Group
o Dr. Nancy Cox, Director, Influenza Division, Centers for Disease Control
and Prevention
o Dr. Anthony Fauci, Director, National Institute of Allergy and Infectious
Diseases, NIH
o Dr. Keiji Fukuda, Assistant Director-General, Health Security and
Environment, World Health Organization
o Dr. Barbara Jasny, Deputy Editor for Commentary, Science/AAAS
o Dr. Paul Keim, Acting Chair, NSABB

10:15 am

Perspectives from The Netherlands and Japanese governments
Peter Bootsma, Counselor for Health, Welfare and Sports; and
Nathalie Jaarsma, Deputy Head of the Political Department
Embassy of the Kingdom of the Netherlands
Takashi Inutsuka, Chief of Science Section, Science Counselor; and
Kristi B. Jamrisko, Special Assistant, Science Section
Embassy of Japan

* Yellow-shaded agenda items indicate closed NSABB meeting sessions, unshaded agenda items indicate closed preparatory
sessions

10:25 am

Remarks by the Chair, National Science Advisory Board for Biosecurity
Dr. Paul Keim, Cowden Endowed Chair in Microbiology,
Northern Arizona University

10:30 am

Conflict of Interest Statement
Dr. Amy Patterson

10:35 am

Presentation of revised Fouchier manuscript
Dr. Ron Fouchier, Professor of Virology, Erasmus Medical Centre

11:10 am

Discussion with NSABB members, authors, and influenza experts

12:25 pm

Lunch

1:25 pm

Presentation of revised Kawaoka manuscript
Dr. Yoshihiro Kawaoka, Professor of Virology, U. Wisconsin-Madison

2:00 pm

Discussion with NSABB members, authors, and influenza experts

3:15 pm

Presentation: The potential for aerosol transmissible A/H5N1 viruses to
evolve in nature
Dr. Derek Smith, Professor of Infectious Disease Informatics, U. Cambridge

3:55 pm

Break

4:10 pm

Discussion by NSABB members
o Queue up questions for Day 2

5:35 pm

NSABB members leave for security briefing

7:00 pm

Security Briefing of NSABB members

Friday, March 30
7:00 am

Welcome
Dr. Amy Patterson

7:05 am

Discussion with NSABB members, authors, and influenza experts

8:20 am

Discussion by NSABB members
o Finalize findings and recommendations

12:00 noon

Meeting adjourns

* Yellow-shaded agenda items indicate closed NSABB meeting sessions, unshaded agenda items indicate closed preparatory
sessions
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Charge to the NSABB
 Takingintoaccounttheadditionalinformationintherevised
manuscripts,epidemiologicalinformationpresentedduringthe
meeting,andthesecurityinformationthatwillbepresentedinthe
classifiedbriefing:
– Assessthedualuseresearchimplicationsoftwounpublished,
revisedmanuscriptsonthetransmissibilityofavianinfluenza
A/H5N1virus;
– Considertherisksandbenefitsofcommunicatingtheresearch
results;and
– Developfindingsandrecommendationsregardingwhetheror
nottheinformationshouldbecommunicated,andifso,towhat
extent.

TAB 5

CONFIDENTIALITY AGREEMENT
During the National Science Advisory Board for Biosecurity (NSABB) meeting and associated preparatory session held on March 2930, 2012, on the National Institutes of Health campus in Bethesda, Maryland, revised versions of two unpublished manuscripts on the
transmissibility of avian influenza H5N1 virus will be discussed (“Aerosol transmission of avian influenza A/H5N1 virus” and
“Haemagglutinin mutations that confer human-type receptor recognition and support respiratory droplet transmission of H5N1
influenza A virus in ferrets”). Materials made available to meeting and preparatory session participants as well as the discussions that
take place during the meeting and preparatory session are strictly confidential and may not be disclosed to or discussed with anyone
who has not been officially designated to participate in the meeting. The papers and related information presented during the NSABB
meeting and associated preparatory session will be made available to participants consistent with the terms and conditions of export
control licenses issued by the governments of the United States and the Netherlands. The United States is obligated to ensure that
participants do not make unauthorized disclosures of any of the sensitive information in the manuscripts provided to them at this
meeting. The United States may invoke all available means, including civil or criminal penalties, to meets its obligations.
In order to receive numbered copies of this confidential material or participate in the meeting, you must verify in writing that you
agree to the conditions outlined below:
1.

Any discussion related to the manuscripts or information presented during NSABB proceedings, including associated
preparatory session, must be strictly limited to the meeting room;
2. Any information related to the research findings under consideration that is provided during the meeting or preparatory
session and is not in the public domain may not be disclosed or discussed with any individuals who are not NSABB meeting
or preparatory session participants, except with the permission of NIH. NIH may grant permission for disclosure only to
USG officials with a need to know the information to review the NSABB recommendations;
3. All inquiries concerning any aspect of the review of these manuscripts will be referred to NSABB staff;
4. Participants may not create any video or audio recordings of the meeting;
5. If a participant receives manuscripts, he or she will receive numbered copies of the manuscripts, for which he or she will be
responsible;
6. Participants may not photocopy or create a photographic or video recording of the manuscripts;
7. Participants may not remove any manuscripts from the meeting room; in the event that a participant with responsibility for
manuscripts leaves the room during the meeting, he or she will leave the manuscripts on the table by his or her seat;
8. Participants may not further distribute the manuscripts or any documents related to the manuscripts;
9. At the end of each day, participants must return all numbered copies of the manuscripts that they were assigned;
10. At the end of each day, participants must leave any notes that they have taken during the course of the meeting or preparatory
session in the meeting room; and
11. Upon completion of the NSABB discussions regarding these manuscripts, all copies of the confidential material and related
notes will be destroyed.
I, ______________________, have read the confidentiality statement, fully understand the confidential nature of the information
being discussed during the NSABB meeting, and agree to the conditions laid out above. I understand that I am taking temporary
possession of manuscripts listed below, and violating the terms of this agreement puts me at risk of civil and criminal penalties.

Signature: __________________________________
(Participant’s Name)

Date: _____________

Reviewed by: _______________________________

Date: _____________

(Federal Official)

NAME:
MANUSCRIPTS:

Kawaoka Orginal
Kawaoka Revised
Fouchier Original
Fourchier Revised

ACKNOWLEDGMENT OF NOTIFICATION OF EXPORT LICENSE TERMS

I hereby acknowledge that I have read and understand the export license terms issued by the Dutch government concerning the
manuscript, “Aerosol transmission of avian influenza A/H5N1 virus,” authored by Ronald Fouchier, and the information in that
manuscript.

Signature: __________________________________
(Participant’s Name)

Date: _____________

Reviewed by: _______________________________

Date: _____________

(Federal Official)

I hereby acknowledge that I have read and understand the export license terms issued by the United States government concerning the
manuscript, “Haemagglutinin mutations that confer human-type receptor recognition and support respiratory droplet transmission of
H5N1 influenza A virus in ferrets,” authored by Yoshii Kawaoka, and the information in the manuscript.

Signature: __________________________________
(Participant’s Name)

Date: _____________

Reviewed by: _______________________________

Date: _____________

(Federal Official)

CONFIDENTIALITY AGREEMENT
During the National Science Advisory Board for Biosecurity (NSABB) meeting and associated preparatory session held on March 2930, 2012, on the National Institutes of Health campus in Bethesda, Maryland, an unpublished manuscripts on the transmissibility of
avian influenza H5N1 virus will be discussed (“The potential for aerosol transmissible avian A/H5N1 influenza viruses to evolve in
nature”). Materials made available to meeting and preparatory session participants as well as the discussions that take place during the
meeting and preparatory session are strictly confidential and may not be disclosed to or discussed with anyone who has not been
officially designated to participate in the meeting. The paper and related information presented during the NSABB meeting and
associated preparatory session will be made available to participants consistent with the terms and conditions of export control
licenses issued by the government of the Netherlands. The United States is obligated to ensure that participants do not make
unauthorized disclosures of any of the sensitive information in the manuscript provided to them at this meeting. The United States
may invoke all available means, including civil or criminal penalties, to meets its obligations.
In order to receive a numbered copy of this confidential material or participate in the meeting, you must verify in writing that you
agree to the conditions outlined below:
1.

Any discussion related to the manuscript or information presented during NSABB proceedings, including associated
preparatory session, must be strictly limited to the meeting room;
2. Any information related to the research findings under consideration that is provided during the meeting or preparatory
session and is not in the public domain may not be disclosed or discussed with any individuals who are not NSABB meeting
or preparatory session participants, except with the permission of NIH. NIH may grant permission for disclosure only to
USG officials with a need to know the information to review the NSABB recommendations;
3. All inquiries concerning any aspect of the review of this manuscript will be referred to NSABB staff;
4. Participants may not create any video or audio recordings of the meeting;
5. If a participant receives a manuscript, he or she will receive a numbered copy of the manuscript, for which he or she will be
responsible;
6. Participants may not photocopy or create a photographic or video recording of the manuscript;
7. Participants may not remove the manuscript from the meeting room; in the event that a participant with responsibility for the
manuscript leaves the room during the meeting, he or she will leave the manuscript on the table by his or her seat;
8. Participants may not further distribute the manuscript or any documents related to the manuscript;
9. At the end of each day, participants must return all numbered copies of the manuscript that they were assigned;
10. At the end of each day, participants must leave any notes that they have taken during the course of the meeting or preparatory
session in the meeting room; and
11. Upon completion of the NSABB discussions regarding this manuscript, all copies of the confidential material and related
notes will be destroyed.
I, ______________________, have read the confidentiality statement, fully understand the confidential nature of the information
being discussed during the NSABB meeting, and agree to the conditions laid out above. I understand that I am taking temporary
possession of the manuscript listed below, and violating the terms of this agreement puts me at risk of civil and criminal
penalties.

Signature: __________________________________
(Participant’s Name)

Date: _____________

Reviewed by: _______________________________

Date: _____________

(Federal Official)

NAME:
MANUSCRIPTS:

ACKNOWLEDGMENT OF NOTIFICATION OF EXPORT LICENSE TERMS

I hereby acknowledge that I have read and understand the export license terms issued by the Dutch government concerning the
manuscript, “The potential for aerosol transmissible avian A/H5N1 influenza viruses to evolve in nature,” authored by Colin A.
Russell et al., and the information in that manuscript.

Signature: __________________________________
(Participant’s Name)

Date: _____________

Reviewed by: _______________________________

Date: _____________

(Federal Official)



TAB 6

CONFLICT OF INTEREST AND CONFIDENTIALITY INFORMATION FOR NSABB
PREPARATORY SESSION PARTICIPANTS
Conflict of Interest
It is essential that the business of the National Science Advisory Board for Biosecurity (NSABB or
Board) not be compromised by conflict of interest. For this purpose, the term “conflict of interest” means
any financial or other interest which conflicts with the service of the individual because it (1) could
significantly impair the individual’s objectivity or (2) could create an unfair competitive advantage for
any person or organization. A conflict of interest exists when a participant has a financial interest that
may bias the participant’s opinion regarding the charge of the Board or an item on the agenda of an
NSABB preparatory session. Session participants are most familiar with their own situation, and it is their
personal responsibility to bring to the attention of the Board and its Federal official any conflict of interest
that may pertain to the agenda items. The Federal official and the Board will respond to the concern by
taking the conflict into account either before the preparatory session, by recusing the participant with the
conflict from all discussion or by disqualifying the participant from a recommendation or vote on the
issues to be discussed.
In addition, the Federal official may make determinations regarding conflicts of interest and require that a
participant not be involved in the discussion of an item that presents a potential conflict of interest.
The overriding objective of the conflict of interest inquiry in each case is to identify whether there are
interests - primarily financial in nature - that conflict with the committee service of the individual because
they could impair the individual’s objectivity or could create an unfair competitive advantage for any
person or organization. The fundamental question in each case is does the individual, or others with
whom the individual has substantial common financial interests, have identifiable interests that could be
directly affected by the outcome of the project activities of the Board in whose preparatory session the
individual has been invited to participate.
The following guidance will assist in determining whether a conflict of interest exists.
BASES FOR CONFLICTS OF INTEREST


When a preparatory session participant or a member of that individual’s immediate family holds
financial, equity, or proprietary interest in, or receives research support from, an organization whose
product or product concept is involved in the deliberations;

x

When a preparatory session participant or a member of that individual’s immediate family holds
financial, equity, or proprietary interest in, or receives research support from, an organization whose
product or product concept competes with a product or product concept being discussed;

x

When a preparatory session participant or a member of that individual’s immediate family is seeking
employment in an organization or serves as an officer, director, trustee, partner, or employee of an
organization whose product or product concept competes with, is involved in the deliberations of, or
would benefit from research in an area that is on the agenda…(for example, when a participant or
spouse is negotiating for employment with a company whose product is being considered or
participant or spouse works for a company that has a competing product from the product being

considered);
x

When a preparatory session participant or a member of that individual’s immediate family holds
financial, equity, or proprietary interest in, or receives research support from, an organization whose
product or product concept would substantially benefit from research emphasis in a defined area (for
example, when a participant holds stock in a company that is one of a very few companies conducting
a certain type of vaccine research and the research area being discussed is that type).

Confidentiality
Closed sessions and confidential documents - Materials made available to preparatory session
participants as well as the discussions that take place during closed sessions are strictly confidential and
may not be disclosed to or discussed with anyone who has not been officially designated to participate in
the preparatory session. Participants will be asked to return or destroy all confidential materials at the
conclusion of the Board’s business. Preparatory session participants must certify on the Conflict of
Interest and Confidentiality Certification form that they will maintain the confidentiality of the materials
and discussions and not disclose this information to any other individual, except as authorized by the
NIH.
Open sessions and public documents - Discussions and documentation distributed during an open
session are not considered confidential. Discussions involve information that is a matter of public record
or general in nature. Documentation provided to preparatory session participants in an open session may
be freely distributed, copied or made available to the public.
Adapted from:
OFACP
Revised 06/14/2005

********Sign and return form to Jessica Avery********
Fax (301-496-9839) or Email (averyjl@mail.nih.gov)

Conflict of Interest and Confidentiality Certification for NSABB Preparatory Session Participants
Preparatory Session Name:

National Science Advisory Board for Biosecurity

Date(s) of Preparatory Session:

March 29-30, 2012

Name of Participant:
Check only one:
I have read the attached Conflict of Interest and Confidentiality Information for NSABB Preparatory
Session Participants and have examined the group’s charge and the session agenda. I have also read the
below statements, and I hereby certify that I do not have a potential or actual conflict of interest in
relation to any agenda item.
I have read the attached Conflict of Interest and Confidentiality Information for NSABB Preparatory
Session Participants and have examined the group’s charge and the session agenda. I have also read the
below statements, and I hereby certify that I have a potential or actual conflict of interest with an
item on the agenda. I will disclose the conflict to the working group and the Federal official managing
the group prior to any discussion of that item so it can be reflected in the minutes along with the group’s
determination of how to handle the conflict.
Statements:
The central purpose of the project for which this disclosure form is being prepared is not a critical review
and evaluation of my work or that of my employer.
I do not have an existing professional obligation that effectively requires me to publicly defend a
previously established position on an issue that is relevant to the functions to be performed in this Board
activity.
To the best of my knowledge, my participation in this Board activity will not enable me to obtain access
to a competitor’s or potential competitor’s confidential proprietary information.
As a current, or former, U.S. Government employee (either civilian or military), there are no federal
conflict of interest restrictions that may be applicable to my service in connection with this Board activity.
As a current U.S. Government employee, I am not currently employed by a federal agency that is
sponsoring this project; OR, as a non-U.S. Government employee, I am not employed by any other
sponsor (e.g., a private foundation) of this project.
I am not interested in seeking an award under the program for which the Board is developing the request
for proposals, work statement, and/or specifications B and, I am not employed in any capacity by, or have
a financial interest in or other economic relationship with, any person or organization that to the best of
my knowledge is interested in seeking an award under this program

Neither I nor any member of my immediate family hold financial, equity, or proprietary interest in, or
receive research support from, an organization whose product or product concept is involved in the
deliberations of this Board.
Neither I nor any member of my immediate family hold financial, equity, or proprietary interest in, or
receive research support from, an organization whose product or product concept is competing with a
product or product concept being discussed by this Board.
Neither I nor any member of my immediate family is seeking employment in an organization or serve as
an officer, director, trustee, partner, or employee of an organization whose product or product concept
competes with, is involved in the deliberations of, or would benefit from research in an area that is on this
Board’s agenda.
Neither I nor any member of my immediate family hold financial, equity, or proprietary interest in, or
receive research support from, an organization whose product or product concept being discussed by this
Board would substantially benefit from research emphasis in a defined area.
I fully understand the confidential nature of the discussions held during closed sessions of the NSABB and
agree: (1) to destroy or return all materials related to the preparatory sessions; (2) not to disclose or
discuss the materials associated with the preparatory sessions or my evaluations with any other
individual except as authorized by the NIH; and (3) to refer all inquiries concerning the preparatory
session to the Federal official managing the Board.

Signature:

Date:
(Participant’s Name)

Reviewed by:

Date:
(Federal Official)

********Sign and return form to Jessica Avery********
Fax (301-496-9839) or Email (averyjl@mail.nih.gov)
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NIH Statement on H5N1 and the World Health Organization
Meeting
February 17, 2012
Today, an international group of public health and influenza experts convened by the World Health Organization
(WHO) concluded a two-day meeting examining issues regarding two unpublished manuscripts that describe
National Institutes of Health (NIH)-funded research on the transmissibility of H5N1 influenza. We continue to
stand by the December 2011 recommendations of the National Science Advisory Board for Biosecurity (NSABB)
but we intend to consider carefully the information discussed during the WHO-hosted meeting. We remain
committed to the advancement of scientific inquiry to improve public health while balancing national security
concerns.

More Information
Public health, influenza experts agree
H5N1 research critical, but extend
delay
NIH Statement on H5N1, January 20,
2012

Francis S. Collins, M.D., Ph.D.
Director, National Institutes of Health

This page last reviewed on February 17, 2012

National Institutes of Health (NIH), 9000 Rockville Pike, Bethesda, Maryland 20892
NIH…Turning Discovery Into Health

http://www.nih.gov/about/director/02172012_h5n1_statement.htm
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WHO | Technical consultation on H5N1 research issues - consensus points
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Influenza
Technical consultation on H5N1 research
issues - consensus points
WHO Headquarters, Geneva
16-17 February 2012

Two recent research studies examining some factors affecting
transmissibility of influenza A(H5N1) viruses prompted WHO to convene a
technical consultation on 16–17 February 2012. The participants at this
meeting reached consensus on the following points.
• Recent work discussed at this meeting underscores that influenza A
(H5N1) viruses remain an important risk for causing a future pandemic.
Therefore, research on these viruses, including on transmissibility and
pathogenicity, remains critical to close important gaps in knowledge in
order to reduce the danger posed; such research should continue. The
PIP Framework, which was adopted by all WHO Member States in 2011
now provides a global framework for the sharing of influenza viruses
with human pandemic potential and the sharing of benefits arising from
such sharing. Implementation of this Framework is integral to global
pandemic preparedness and response. Future research projects should
involve countries from which source material were obtained.
• The two studies that were conducted to better understand the
transmissibility of H5N1 influenza viruses have shown that these viruses
have the potential to become more transmissible among mammals. In
light of the continuing evolution of H5N1 viruses, the results of these
studies provide an important contribution to public health surveillance of
H5N1 viruses and to a better understanding of the properties of these
viruses.
• At the same time, these studies have raised important and valid
concerns about whether they increase risks to the safety of humans.
Concerns which have been raised include the potential misuse of the
results or methods as well as potential breaches in biosafety and
biosecurity related to pathogens. These concerns highlight how
important it is that researchers are aware of such issues, exercise
judgement about the conduct of their research, dissemination of the
results, and for institutional bodies reviewing such studies to identify and
address potential concerns about "dual use". Such safeguards already
exist, but continued emphasis should be placed on assuring and
reinforcing safety and security.
• The laboratory-modified H5N1 viruses are currently stored in wellestablished research facilities with high security and high safety
(BSL3+). There have been no safety breaches related to the storage of
the laboratory-modified H5N1 viruses at these facilities. At the same
time, the biosafety and biosecurity conditions under which further
research is conducted on the laboratory-modified H5N1 viruses should
be fully addressed by relevant authorities. This is a matter of urgency
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and should be achieved as quickly as possible. In the interim, the
laboratory-modified H5N1 viruses should remain in their present
locations. In addition, the current moratorium on research to enhance
the transmissibility of H5N1 influenza viruses and the further research
on the laboratory-modified viruses should continue until the conditions
have been determined. Other research on H5N1 viruses should not
stop.
• There is a preference, from a public health perspective, for full
disclosure of the information in these papers. However, there are
significant social concerns surrounding this research. Two critical issues
that must be addressed before publication of the papers are: (1) a
focused communications plan to increase public awareness and
understanding of the significance of these studies and the rationale for
their publication, and (2) a review of the essential biosafety and
biosecurity aspects of the newly developed knowledge.
• Participants discussed the concept of publication of redacted
manuscripts with a mechanism for providing the restricted information to
legitimate recipients. The group recognized the difficulty of rapidly
creating and regulating such a mechanism in light of the complexity of
international and national legislation. A consensus was reached that the
redaction option is not viable to deal with the two papers under
discussion in view of the urgency of the above mentioned public health
needs. The participants noted there may be a need for such a
mechanism in the future.
• Apart from consideration of these two manuscripts, participants
acknowledged the existence of broader issues requiring more detailed
exploration and advised that these be considered in subsequent
consultations involving other stakeholders.
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Media centre
Public health, influenza experts agree H5N1
research critical, but extend delay
WHO to convene additional meeting to discuss next steps
News release

17 FEBRUARY 2012 | GENEVA - A small group of global public health
and influenza experts at a WHO-convened meeting reached consensus on
two urgent issues related to the newly created H5N1 influenza viruses:
extending the temporary moratorium on research with new laboratorymodified H5N1 viruses and recognition that research on naturally-occurring
H5N1 influenza virus must continue in order to protect public health.
“Given the high death rate associated with this virus -- 60% of all humans
who have been infected have died -- all participants at the meeting
emphasized the high level of concern with this flu virus in the scientific
community and the need to understand it better with additional research,"
says Dr Keiji Fukuda, Assistant Director-General of Health Security and
Environment for the World Health Organization. “The results of this new
research have made it clear that H5N1 viruses have the potential to
transmit more easily between people underscoring the critical importance
for continued surveillance and research with this virus.”
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WHO convened the meeting as a first step to facilitate the discussion of
differing opinions that have arisen in recent months after two research
groups, one in the Netherlands and the other based in the United States,
have created versions of the H5N1 influenza virus which are more
transmissible in mammals than the H5N1 virus that occurs naturally.
The experts at the meeting included lead researchers of the two studies,
scientific journals interested in publishing the research, funders of the
research, countries who provided the viruses, bioethicists and directors
from several WHO collaborating-center laboratories specializing in
influenza.

Consensus to delay publications
The group also came to a consensus that delayed publication of the entire
manuscripts would have more public health benefit than urgently partially
publishing.
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“There is a preference from a public health perspective for full disclosure of
the information in these two studies. However there are significant public
concern surrounding this research that should first be addressed,” says
Fukuda.
Two critical issues are to increase public awareness and understanding of
this research through communications and the review of biosafety and
biosecurity aspects raised by the new laboratory-modified H5N1 influenza
virus. WHO will continue discussion with relevant experts to move this
forward.
Broad issues raised, but not limited to, these research studies will be
discussed at future meetings convened by WHO soon with participation by
a broader range of experts and interested parties relevant to these issues.
For more information, please contact:
Gregory Härtl
WHO Media coordinator
Telephone: +41 22 791 4458
Mobile: +41 79 203 6715
E-mail: hartlg@who.int
Christy Feig
WHO Director of Communications
Mobile: +41 79 251 70 55
E-mail: feigc@who.int
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From:PaulSKeim[mailto:Paul.Keim@nau.edu]
Sent:Tuesday,February21,201212:12PM
To:PaulSKeim;'AnneK.Vidaver';'ArturoCasadevall';'ChristineM.Grant';'ClaireM.FraserLiggett';
'DavidA.Relman';'DavidR.Franz';'J.PatrickFitch';'JamesA.Roth';'JefferyF.Miller';'JohnR.Lumpkin';
'JosephKanabrocki';'KennethI.Berns';'LynnW.Enquist';'MarkE.Nance';'MichaelJ.Imperiale';
'MichaelT.Osterholm';'MurrayL.Cohen';'RandallMurch';'StanleyLemon';'StuartB.Levy';'Amanda
DionSchultz';'AnneKinsinger';'BrendaCuccherini';'CairdRexroad,Jr.';'ChristopherPark';'David
Liskowsky';'DavidThomassen';'EdwardYou';Fauci,Anthony(NIH/NIAID)[E];'FrancaJones';'Gerald
Parker';'JanetNicholson';'JasonBoehm';Kaplowitz,Lisa(HHS/ASPR/OPP);Maher,Carmen(FDA/OC);
'ParagChitnis';'PeterJutro';'SusanCollerMonarez';'DanielDrell';DiEuliis,Diane(HHS/ASPR/OPP);
Dixon,DennisM.(NIH/NIAID)[E];'DonaldMalinowski';'EileenThacker';'ErikPrentice';Gangadharan,
Denise(CDC/OPHPR/DSAT);Giovanni,Maria(NIH/NIAID)[E];'JessicaPetrillo';'KayBriggs';Knisely,Jane
(NIH/NIAID)[E];'KristineBeardsley';'LawrenceKerr';Lawrence,Theresa(HHS/ASPR/OPP);Perkins,Dana
(HHS/ASPR/OPP);Sager,Polly(NIH/NIAID)[E];Tucker,Jessica(HHS/ASPR/OMSPH);'WendyHall';
Weyant,Rob(CDC/OPHPR/DSAT)
Cc:Patterson,Amy(NIH/OD)[E];Groesch,Mary(NIH/OD)[E];Fauci,Anthony(NIH/NIAID)[E];Allison
Stinson(astinson@bsd.uchicago.edu);AndrewFacini(andrew.facini@tufts.edu);BrendaAli
(bali@som.umaryland.edu);CarmenDeLuca(carmen.deluca@ge.com);CarolConrad
(Carol.Conrad@NBACC.DHS.GOV);DannieK.Smith(dannieksmith@gmail.com);DawneBuhrow
(dbuhrow@iastate.edu);JenniferElinCole(jcole@frontlinefoundation.org);KatherineWilliams
(KWILLIA@rwjf.org);LaurelO'Neil(oneil005@umn.edu);MargaretDenning(mdenning1@unl.edu);
MariaOrtiz(mtortiz@aecom.yu.edu);MaryMarronePolo(mmarron@rwjf.org);MattClouston
(mclouston@mednet.ucla.edu);MatthewMontondo(montondo@princeton.edu);MimiZarate
(mzarate@ufl.edu);Avery,Jessica(NIH/OD)[C];Davis,Frank(NIH/OD)[E];Groesch,Mary(NIH/OD)[E];
Harris,Kathryn(NIH/OD)[C];Hill,Ronna(NIH/OD)[C];Lev,Ori(NIH/OD)[C];Luetkemeier,Erin(NIH/OD)
[E];Mistry,Allison(NIH/OD)[E];Nightingale,Stuart(NIH/OD)[C];O'Reilly,Marina(NIH/OD)[E];Paine,
Taunton(NIH/OD)[C];Shipp,Allan(NIH/OD)[E];Stagno,Jason(NIH/NCI)[F];Xie,Yun(NIH/OD)[E];
Plude,Denise(NIH/OD)[E];Finnegan,Sean(NIH/OD)[C]
Subject:GenevaWHOH5N1meeting

DearNSABBmembers,

TherehasbeenconsiderablemisreportingandmisunderstandingabouttheWHOH5N1meetingin
Geneva.I’lltrytoclarifywhatthismeetingwas,whowasthereandwhatitallmeans.

Thiswasprimarilyagroupofcollaboratinginfluenzascientists(seeURLbelow)involvedintheWHO
pandemicinfluenzaplan.Therewereafewothersincludingtheseniorauthorsofthepapers,editors
fromScienceandNaturemagazines,aUSGrepresentative(Dr.Fauci)andmyself.Thiswasaglobal
mixtureofscientists,butreallyonlyrepresentedaveryanarrowsubsetofallfluscientists.They
representedevenasmallersubsectionofglobalscienceandsociety,whichpartiallyexplainstheir
reactiontotheNSABBrecommendations.Nodoubtthatthisisanimportantgroup,butitwasnarrowly
based.

Themeetingitselfoperatedunderaconfidentialityagreementandparticipantswereprovidedwithboth
theredactedandnonredactedpapers.Weweregivenashortperiodoftimetoreadthemandthenthe
investigators(FouchierandKawaoka)presentedthework.IpresentedtheNSABBprocedures,
recommendationsandtheirrationale.Then,therewasaverystructuredandcontrolleddiscussion

followedbyasearchforconsensus.(Note–aconsensusisjustamajorityandtherewerenoactual
votestakenatthismeeting.)

Therewasaclearconsensusfromthegroupthatthecurrentresearchmoratorium(onincreasing
mammaliantransmissibilityoftheH5N1virus)shouldbeextendedandthatthepapersshouldnotbe
publishedduringthisperiod.Note,thatWHOandthisgrouphavenopowertoenforcethismoratorium
asitisavoluntarysituationimposedbyresearchersonthemselves.Individualresearcherscancomplyor
not,astheywish.Thetwoprimaryresearchgroupsstatedthattheyaregoingtocomplyfornow.Both
groupsareundergoingadditionalbiosecurityandbiosafetyreviewsoftheirfacilitiesandwork.While
theseareongoing,theywillnotbeworkingonthisresearchnorpublishing.Again,thisismostlya
voluntarysituationthoughtherearegovernmentalandinstitutionalforcesinplayhereaswell.

Likewise,therewasno“WHOdecision”onpublishingornotpublishing.WHOhasnoauthority
concerningthesepapersandpublishingornotisreallyatthediscretionoftheauthorsandjournals.
TherewasanannouncementthatthisWHOhostedmeetingreachedaconsensusthattheredacted
papersshouldnotbepublishedandthattheyfavoredpublishingthefullpapers.Thisistrue,thoughit
wasnotunanimousasoriginallyreported–IwascertainlyagainstitaswastheUSG’srepresentative(Dr.
Fauci).Therewerenovotestakenduringthemeeting,butIthinkitisfairtosaythatamajorityofthe
participantssawnovalueinpublishingtheredactedpapers.Inmyopinion,thereweretwomain
reasonsforthis:

1)Theseareinfluenzaexpertsandtheyalreadykneworanticipatedeverythingintheredactedpapers.
Hence,theredactedpaperswereofnovaluetothem.Likewise,Ithinkthattheydidnotappreciatethe
valueofthesepaperstobroaderscientificandsocietalsegments.Thedetailedfullpaperswereofgreat
interesttothembecausetheycontainedspecificresultsthattheythoughttheycoulduseintheir
programs.

2)TherewasconsiderableadditionaldatapresentedthatwasnotintheoriginalNSABBreviewed
manuscripts.Someofthisdatawasunpublishedandoutsidethescopeoftheoriginalpapers;someofit
wasdatarelevanttotheoriginalpapersbutgeneratedaftertheywerewritten.Theseadditionaldata
arecoveredbytheWHOconfidentialityagreementsignedbyallparticipants.Theconfidentiality
agreementprecludesanydiscussionofspecifics,butIwouldjudgethattheseadditionaldatahada
significantimpactontheconclusionsandconsensusreached.You’llhavetotrustme,fornow,that
someofthesenewdataareveryimportanttotheissues.

Whatnext?TheWHOmeetingparticipantsclearlysawthattheseparticularpaperswereharbingersfor
futureDURCissuesconcerningH5N1andotherpathogens,aswell.Themeetingparticipantsrecognized
thatNSABBwastheforemostand,really,onlyauthoritativebodyconcerningDURC–intheentireworld.
Whiletherewasdisagreementwithourspecificrecommendations,therewasalsoalotofrespectfor
ourworkandhowwehavecarrieditout.ForScienceandNature,wearestilltheauthoritativebody.
TheWHOmeetingcannotbethefinal“statement”onthisissueandweneedadditionaldiscussionof
thesespecificpapersandonthesetypesofexperiments.Anumberofusarelookingformechanismsfor
thisandanumberofforumsarebeingsought.

PaulKeim
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