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OTCOM supports the mission of
CDER/FDA through excellence in

innovative
. Information exchange

. Employee performance
enhancement
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Development
OTCOM | Division of Library
and Information
Division of Drug — T Services
Information

Risk Management
Small Business
Video Initiatives
Project Management
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CDER Forum for International Drug Regulatory Authorities

Drug Information Division
Mission

Supporting OTCOM’s mission of
excellence in communications
through information exchange by
assisting all inquirers and providing
useful, accurate information in a
timely manner.

CDER Forum for International Drug Regulatory Authorities
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.- ="How Do We Communicate?

2
e E-mails
— Druginfo@cder.fda.gov
— ~2500 per month
 Phone Calls
—(301)827-4573 or 888-INFO-FDA
— ~ 3500 per month
e | etters
— 5600 Fishers Lane, HFD-240

Rockville, MD 20857
— ~ 600 per month

CDER Forum for International Drug Regulatory Authorities

) A
.- -3"Who Are Our Customers?

y B

Health Care
Professionals

* Industry

e Consumers
FDA / Government

« Academia
Law Enforcement

» Attorneys
“Financial Interests”

CDER Forum for International Drug Regulatory Authorities
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The New Over-the -Counter Medicine Label
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Public Transportation Ads

¢ X

Consumer Brochure in English and Spanish

You know the
questions that go
through your mind
when you take yuur

enerlc

dru

What is a generic drug?

Gttt ey

penenic versiens ol the drag an be created and sold
The generic version works Hie the brand-name dug in
dosage. swengh, perioemance and e, and must meet
the same guality and safety standards. AJ generc drugs
must be apgesved by FOA,

How does FDA ensure that my generic
dwhum“lﬁnﬁnmh

Hereuelhe

drug?

M generic drugs e put through a sigorous,
rlti-step approval proceia that includes a review of
scmrtific dath on the penenic drug's ingredients,
performance and efectiveness. FOA aho condudts
coatinutt insgections of the manuiactuning plae, and
masitors drug qualisy—even aher the genenic dng has
been approved.

lig-n-—xﬁ-ugnmdh—undmdnqs

peactices. FOA will not permit drugs 0 be
‘substandand tacilties. FOR conducts ataout
imipection & yeas 10 entore sandands are

FOA makes it 10ugh 1o become a generic dng
America 30 you can feel confident about taks

genenc draps # you ol wark o leam mare,
with your docos, pharmascist, medical provider

dembekdw
The drungs ko different becase Cen nacve

Ingredients—bke colors and Raverings-may be dfferert

80 net allow a generic dng 5o ook exactly foe drogs
svaady on the market.

ey, 04 call
e dda o edat odry

pet
Gunari Drugs: Sabo. Efective. FOA Approved.

¢ Qué son los

medicamentos

genéricos
Y por qué
son importantes
para usted?
Todo lo que
necesita saber
sobre los
medicamentos

genéricos.




Appearing in 4,000 Walgreens Pharmacies

Generic bus ads




Blue Cross Blue Shield of Michigan Billboard

Generlc drugs:

Saie Effective. FDA approved.
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When Is A Medic al
Product Too 7

It Through

Benefits and Risks
of Medicines

Risk Management
Education Campaign




What are you adding
to the mix?

It Through...

You have a hand|

ALL medicines, both prescription and aver-the-counter,
have risks as well as benefits. Think it through and work
togethar with your doctor, pharmacist, and other
heakh o b the banalis

and risks of your medicines. -
Read labels
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Risk Management
Print Public Service Ads

Maintaining Good Health: Important Tips from FDA

Before Using Aspirin to

Lower Your Risk of Heart
Attack or Stroke, Here is
What You Should Know

aly 4 beaith predensenal can wadely decide if the seqular me
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Aspirin therapy

Aspirin
for Reducing Your
Risk of Heart Attack
and Stroke:

Baphen, 1 i kil o s o T barmien ey e ot
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TAKING ASPIRIN DAILY Eeiesieaiie
FOR YOUR HEART HAS EEtees
BENEFITS AND RISKS

0 ke s g ooyl neresary. H o e g i

profrusensl shomt 2. o may be puting pres healh ik Ben

R —— .@




Such bapgy. heaktry babies.

When ther moms Beaught thy might be pragrant

o iy rankcings and supplerents before fuey ok fem.
They warsied i faake Sare what they took for femshes

ad they ko amting thy ks  thee Sabes take, o

G pessage from
i AHAI\ Council on Family Health

e hialn.org

m&muhm

Pregnancy and Drug Use Drug Interactions

Why is it important to know
that all these contain
the same active ingredient?

Using acetaminophen safely ‘

It could save your life.




Antibiotic Resistance

Snort. Sniffle. Sneeze.
No antibiotics please.

T Preserve a
Valuable Resource

Treat colds and flu with care.
Talk to yo

DRIVING?

Check ALL of Your Medicine Labels
BEFORE YOU HIT THE ROAD

When Using This Product...

Driving and
Sedating Drugs




Partnershi PS...some examples

American Society of Health-System Pharmacists
AARP

National Council on Patient Info. and Education
Health Insurance Industry (e.g. BCBS)

National Association of Boards of Pharmacy
National Association of Chain Drug Stores
National Community Pharmacists Association
National Consumers League

Asthma and Allergy Foundation of America
Council on Family Health

Center for Substance Abuse Treatment

National Institute on Aging

American Pharmaceutical Association

National Patient Safety Foundation

Consumer Healthcare Products Association

F J-, CDER’s Drug

Safety Messages

* Medicines are safe only to the
extent that they are used properly

e Communication between health
care providers and patients (or their
caregivers) is vital to drug safety

* Patients have a role in decision-
making

CDER Forum for International Drug Regulatory Authorities
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