CBER: Screenshots of communications on vaccines, including reference to age and gender
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Approved Products . gEER'Reg“‘a;e[;’ Products
Vaccines, as with all products regulated by FDA, undergo a rigorous review ortages and Discontinuations
of laboratory and clinical data to ensure the safety, efficacy, purity and + Reporta Problem to the Center

Resources for You potency of these products. Vaccines approved for marketing may also be for Biologics Evaluation &
required to undergo additional studies to further evaluate the vaccine and Research

+ Consumers (Biologics) often to address specific questions about the vaccine's safety,
effectiveness or possible side effects.
+ Healthcare Providers
Approvals & Clearances
(Biologics) According to the Centers for Disease Control and Prevention, vaccines
+ Industry (Biologics) :ave redt‘jced preventatt)r:e |;71ectlTuts dlseﬂase‘s tof an allitlme \or»t:v and no\: . Biologics Products &
- Aboutthe Center for Biologics few people experience the devastating effects of measles, pertussis an Establishments
Evaluation and Research otherilinesses
(CBER)
The Center for Biologics Evaluation and Research (CBER) regulates
vaccine products. Many of these are childhood vaccines that have Related Information
toa reduction of diseases.
+ Vaccines and Related
Biological Products Advisory
Vaccines Information Commitiee
+ Vaccine and Related Biological
+ Biologics License Applications (BLA) Process (CBER) Product Guidances
+ Vaccine Notices, Proposed and
+ CDC National Immunization Program Final Rules
Centers for Disease Control and Prevention
+ Vaccines Research
* Questions about Vaccines
+ Vaccines and Related Biological Products Advisory Committee
Contact FDA
+ Vaccine and Related Biological Product Guidances
+ Vaccines Licensed for Use in the United States (800) 835-4709
(240) 402-8010
« Vaccine Notices, Proposed and Final Rules ocod@fdahhs.gov
Consumer Affairs Branch v
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Biological products include a wide range of products such as vaccines,
blood and blood components, allergenics, somatic cells, gene therapy,
tissues, and recombinant therapeutic proteins.

Blood & Blood Products

* Questions about Blood
« Have You Given Blood Lately?

* Keeping Blood Transfusions Safe: FDA's Multi-layered Protections
for Donated Blood

Tissue & Tissue Products

« Cord Blood Banking - Information for Consumers
* Questions about Tissues

* Frequently Asked Questions About Tissue Transplants (Centers for
Disease Control and Prevention)

Vaccines

« Vaccines for Children - A Guide for Parents and Caregivers

+ FDA Webinar on Protecting Your Child's Health Through Safe and
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Resources for You
« Consumers (Biologics) Influenza, also known as the flu, is a contagious respiratory disease that is caused by influenza viruses. Influenza
viruses infect the respiratory tract (nose, throat, and lungs) in humans. The flu is different from a cold, mainly
¢-Healhicare Provaders (Biclodics) because the symptoms and complications are more severe. Influenza usually comes on suddenly and may include
« Industry (Biologics) these symptoms: fever, headache, malaise (a feeling of being ill and without energy that can be extreme), cough,
« About the Center for Biologics sore throat, nasal congestion and body aches.
Evaluation and Research . . . §
(CBER) Alot of the iliness and death caused by the influenza virus can be prevented by a yearly influenza vaccine. Most
individuals 6 months of age and older should get the influenza vaccine every year. It is especially important for
people in high-risk groups and people who are in close contact with those at high risk to get an influenza vaccine
every year as recommended by CDC's Advisory Committee on Immunization Practices (ACIP).
Influenza vaccine can be given to most individuals 6 months of age and older to protect against influenza. Persons
who provide important community services (such as police, fire department personnel, emergency medical
services) should consider getting an influenza vaccine so that those services are not disrupted during an influenza
outbreak. 7
Seasonal Information ©)
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« Consumers (Biologics)

 Healthcare Providers (Biologics) Zostavax is an FDA licensed vaccine that helps to reduce the risk of getting herpes zoster (shingles) in individuals

+ Industry (Biologics) 50 years of age and older.

« About the Center for Biologics
Evaluation and Research
(g;;:)“” and Researcl « Questions about Herpes Zoster and Zostavax

* Questions about Adverse Side Effects and Who Should Not be Immunized

Questions about Herpes Zoster and Zostavax

What is herpes zoster (shingles) and how commonly does it occur?

Anyone who has had chicken pox is at risk for developing shingles. It is estimated that 1 million or more cases
occur each year in the United States. Shingles can occur in people of all ages and the risk increases as people get
older. When shingles develop, a rash or blisters appear on the skin, generally on one side of the body. This is a
sign that the virus, that has been dormant in the nerve cells, has reactivated and traveled from the nerves and

10:08 AM

4/24/2018

https://www.fda.gov/BiologicsBloodVaccines/ScienceResearch/ucm562601.htm



https://www.fda.gov/BiologicsBloodVaccines/ScienceResearch/ucm562601.htm
https://www.fda.gov/BiologicsBloodVaccines/Vaccines/QuestionsaboutVaccines/ucm070418.htm

Scien« | A Cons | FOR Cons: | MR Vacci | MDA Quest | FBA Scienc | /& Scien | FBA Consu | FBA Consu | DA Vacci | A Que

File C @ ® & https;//www.fda.gov/BiologicsBloodVaccines/ScienceResearch/uc B - 9% ), search m o = EECE
'T‘; %¥ Most Visited % Bank of America - Ban... @ (16 unread) - marckus... ™ Inbox (7) - marckusini.. [l Diccionario de Términ.. G facebook log in - Goo.. @ Mail - Marc Kusinitz - .. ## DRUDGE REPORT 201.. 2 B A
paste & U Depatm Zlbex
Clipb ~
AtoZindex | FollowFDA | En E:
I U.S. FOOD & DRUG
ADMINISTRATION N
= | Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products.
Vaccines, Blood & Biologics
Home > Vaccines, Blood & Biologics > Science & Research (Biologics)
High-dose influenza vaccine appears better than
sassrescscnpoees « Standard-dose vaccines in preventing deaths
from A(H3N2) influenza among older adults
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« Innovation and Regulatory
Science High-dose influenza vaccine was more effective at preventing post-influenza deaths among elderly individuals
during the 2012-2013 influenza season than standard-dose vaccines— when the A(H3N2) influenza viruses were
broadly circulating—- according to a study done by researchers at the U.S. Food and Drug Administration (FDA), the
Centers for Disease Control and Prevention and the Centers for Medicare and Medicaid Services.
Specifically, people who received the high-dose influenza vaccine during the 2012-2013 influenza season were
36.4% less likely to die in the 30 days following hospitalization or an emergency department visit that included an
influenza diagnosis compared to the standard-dose vaccine. During the following season (2013-2014), when HIN1
viruses dominated and the standard-dose vaccine had better effectiveness than the previous season, the high-
dose vaccine was not significantly better at preventing deaths among the Medicare patients studied.
The findings suggest that the high-dose influenza vaccine offers greater benefit to older adults than do standard- +
dose vaccines when A(H3N2) influenza viruses are widely circulating.
The study findings are important because the goal of expanding immunization programs in the US has been largely
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System Response to the 2009 H1N1 Pandemic
Influenza Virus
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« Science & Research (Biologics)
Scientists at the Food and Drug Administration (FDA) showed for the first time that individuals age 65 years and
older had a more effective antibody response to the vaccine against the 2009 H1N1 pandemic influenza virus than
did younger individuals.

The finding might help explain why public health officials found that the rate of iliness and death during the 2009
H1N1 influenza pandemic was lowest in adults aged 65 years and above—a pattern similar to what occurred
during the 1918 Spanish influenza pandemic.

Some scientists previously explained this observation by noting that elderly individuals likely had been exposed to *
1918 H1N1-like viruses before 1930, or to the swine-origin H1N1 virus that caused an epidemic in 1976. Other
scientists suggested that repeated vaccinations against seasonal strains of influenza had provided some protection
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