








I hope that this information is helpful to you. Thank you for your continued commitment
to public health preparedness.

Cc: ASPR
FDA Commissioner

CDC Director

Sincerel

m K. Esquea
Assistant Secretary
for Legislation
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April 9, 2015

The Honorable Tim Murphy

Chairman

Subcommittee on Oversight and Investigations
House Energy and Commerce Committee

U.S. House of Representatives

Washington, DC 20515

Dear Chairman Murphy:

Thank you for your letter of March 9, 2015, concerning the House Energy and Commerce
Committee’s interest in additional information on the public health response to seasonal
intluenza,

[ appreciate the opportunity to provide responses to your recent questions in the enclosed
document. We also welconie this chance to share a recent Centers for Disease Control and
Prevention (CDC) study, published in the journal Vaccine, that shows the seasonal flu vaccine
prevented more than 40,000 flu-associated deaths in the United States during a nine-year period,
from 2005-2006 through 2013-2014. This estimate represents an almost one-quarter (22%)
reduction in the deaths that would have occurred in the absence of flu vaccination during that
time. CDC has estimated previously that seasonal flu-associated deaths in the United States
range between 3,000 and 49,000 people each year,

To conduct the study, researchers applied statistical modeling with U.S. age-group specific
estimates of flu-associated excess deaths, monthly flu vaccination coverage estimates, and
summary scasonal flu vaccine effectiveness estimates, Overall, the findings from the study
continue to support the benefits of flu vaccination. They suggest that increased flu vaccination
coverage and increased flu vaccine effectiveness would help to prevent more flu-associated
deaths, The article is available on the Vaceine journal website at
www.sciencedirect.com/science/article/pii/S0264410X 15002315,

Again, thank you for your interest and support of public health-related issues. Should you have
additional questions, please contact Randy Katsoyannis in the CDC Washington Office at
mkatsoyannis@ecde.gov.

Sincerel

Thomas R. Frieden, MD, MPH
Director, CDC

Enclosure

ce: The Honorable IFred Upton
The Honorable Frank Pallone
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April 9, 2015

The Honorable Diana DeGette

Ranking Member

Subcommiftee on Oversight and Investigations
[House Energy and Commerce Committee

U.S. House of Representatives

Washington, DC 20515

Dear Representative DeGette:

Thank you for your letter of March 9, 2015, concerning the House Energy and Commerce
Committee’s interest in additional information on the public health response to seasonal
influenza.

[ appreciate the opportunity to provide responses to your recent questions in the enclosed
document. We also welcome this chance to share a recent Centers for Disease Control and
Prevention (CDC) study, published in the journal Faceine, that shows the seasonal flu vaccine
prevented more than 40,000 flu-associated deaths in the United States during a nine-year period,
from 2005-2006 through 2013-2014. This estimate represents a little less than a one-quarter
(22%) reduction in the deaths that would have occurred in the absence of flu vaccination during
that time, CDC has estimated previously that seasonal flu-associated deaths in the United States
range between 3,000 and 49,000 people each year.

To conduet the study, rescarchers applied statistical modeling with U.S. age-group specific
estimates of flu-associated excess deaths, monthly flu vaccination coverage estimates, and
summary seasonal flu vaccine effectiveness estimates. Overall, the findings from the study
continue to support the benefits of flu vaccination. They suggest that increased flu vaccination
coverage and increased flu vaccine effectiveness would help to prevent more flu-associated
deaths, The article is available on the Vaccine journal website at
www.sciencedirect.com/science/article/pii/fS0264410X15002315.

Again, thank you for your interest and support of public health-related issues. Should you have
additional questions, please contact Randy Katsoyannis in the CDC Washington Office at
mkatsoyannis@ede.goyv.

Sincerely,

Thomas R, Frieden, MD, MPH
Director, CDC

Inclosure
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t‘n _{( Office of the Assistant Secrelary for

Preparedness & Response
Washington, 0.C. 20201

April 13,2015

Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, DC 20515-6115

Chairman Upton:

As requested in the March 9" letter from your Subcommittee on Oversight and Investigations, enclosed
are the responses to the six (6) questions for me in my capacity as the Director of the Biomedical
Advanced Research and Development Authority (BARDA).

Do not hesitate to let me know if you have any additional questions.

Respectfully,

Robin Robinson
BARDA Director
Deputy Assistant Secretary for Preparedness and Response

































Page 5—-The Honorable Tim Murphy

perform sterility testing from the current 14-day method prescribed by the U.S.
Pharmacopeial Convention (USP). For example, there is published literature describing
rapid sterility testing. In 2011, FDA published a paper that concluded that the Rapid
Milliflex Detection System, utilizing Schaedler blood agar (SBA) medium, appears to be
a promising rapid alternate method to the compendial sterility method. having the

advantage of taking only five days for sterility testing of biological products, including
inactivated influenza vaccines.

Thank you, again, for contacting us concerning this matter. FDA will continue to work with
U.S. Government partners, manufacturers, and other stakeholders to facilitate development of

new vaccines and identify methods that have the potential to speed the manufacturing process for
existing vaccines.

If you have additional questions, please let us know.

omas A. Kraus
Associate Commissioner for Legislation

cc: The Honorable Fred Upton
Chairman

Committee on Energy and Commerce

The Honorable Frank Pallone, Jr.
Ranking Member

Committee on Energy and Commerce

? Parveen S. Kaur S, Wilson David SA. Kenney JL, McCormick WM, Gupta RK. Evaluation of growth-based rapid
microbiological methods for sterility testing of vaccines and other biological products. Faceine 2011 Oct 19; 29 (45):8012-23,
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Thank you for your continuing commitment to public health preparedness. I hope that this

information is helpful to you. I will provide a copy of this letter to Representative Diana
DeGette, the co-signer of your letter. Best personal regards.

Sincerely,

Anthony S. Fauci, M,D,
Director

National Institute of Allergy
and Infectious Diseases

cc: Representative Diana DeGette





