Bringing Science to Consumers:
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e Oldest consumer protection agency in the U.S.

 Ensures that regulated products are safe and
effective.
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What FDA Regulates

Biologics Human Drugs

Medical Devices and  Cosmetics Animal Drugs,
Radiological Health Feed, and Testing
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OWH Mission Statement

FDA'’'s Office of Women’s Health

*Protects and advance the health of women through policy,
science and outreach

eAdvocates for the inclusion of women in clinical trails as
well as sex/gender and subpopulation analyses
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Take Time To Care
Umbrella Theme For Campaigns

eDiabetes

*Pink Ribbon Sunday (Mammography)
Menopause and Hormones
Health Fraud
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Quality Materials Development

(2 year process)

*HHS Requirements — advance approval of concepts
«Staff Expertise

*Drafts Approved by Centers

Human Subject Protection = IRB, RIHSC

Formal Focus Testing in English and Spanish (locally and in
field)

* Evaluations require OMB clearance
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Publication Distribution

Distributed over 3.5 million publications in 2006

*Received GSA Consumer Choice Award from FCIC
FDA/OWH most requested source of health information in HHS 7
consecutive years

*FDA Public Affairs Specialists
*National Organizations

*75 conferences every year
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Allergies
Antibiotic
Resistance

Asthma & Hay
Fever

Botox
Buying Contacts

Online

Cell
Phones

Clinical Trials
Contact Lens Care
Cosmetics
Depression
Diabetes

Diabetes Recipes

Dietary
Supplements
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Fact Sheets

Fibroids
The Flu

Food Safety at
Home

Food Safety for
Seniors

Food Safety/Take-
Out

Generic Drugs
Whole Body CT
Imaging

Hair Dye
/Straighteners
Heart Disease

High Blood Pressure

Incontinence
Infertility
Lasik Surgery

Liposuction
Listeria

Lung Cancer
Mammograms
Menopause
My Medicines
Osteoporosis
OTC Drugs
Pap Tests
Sleep Disorders
Stroke
Sunscreens
Tattoos

Using Medicines
Wisely

West Nile Virus




Women and HIV

om having
th men and not using a
orm.

! L3y L]
+ African American and Latina o N ( !W d e S I n & I a O u t
men have a greater risk of Kissing a person with HIV

Shaking hands

What is HIV?
HIV stands for Human tting bitten by
/ Virus. HIV is the r bug

e <  Updated contents

y n can spread HIV even if
he or sh not | i

+ An HIV test is the only way to . ‘ O I O r r O u I n S
know for sure if you or someone

else has HIV.

How do you get HIV?

You can get HIV by: This means tha

* Having sex with a person who is just infected may
HIV+ and using

edles or

&

Always protect yourself from HIV.

You can't get HIV by:
« Being in the same m with
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Heart Disease
n Women

el Any woman can
S5

What are the signs of heart disease
in women?

Thé it i s i fedling
really tired—gven afte
i of b
0 3

wig it
Eat legs calt
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Colesterol

¢ Sabia usted que...? El buen colesterol

« Las mujeres mayores de 20 anos * Se le conoce eninglés como HOL
de edad deben hacerse controlar (ilpoproteinas de alta densidad).

su nivel de colesterol. = Previene que las arterias se tapen.

i == r
* Las mujeres mayores de 55 afos * Protege contra la enfermedad del
de edad suelen tener niveles de corazén (cardiopatia).
colesterol mas elevados que los

hombres * Una concentracion adecuada en la

sangre es de 60ma/dL o mas.
* El colesterol elevado puede

aumentar sus probabilidades de El mal colesterol

tener una enfermedad cardiaca. N .
* 52 le conoce eninglés como LDL

iQué es el colesterol? (lipoproteinas de baja densidad).

« El colesteral es un material similar  * Causa que se acumule y obstruyan
ala grasa presente en la sangre. las arterias.
El cuerpo produce su propio * Causa la enfermedad del corazadn
colesterol, Cuando usted ingiere (cardiopatia).

alimentos que tienen un alto * Una concentrcion adecuada en la

contenido de grasa o colesterol, sangre es menos de 100 ma/dL.
25 posible que su colesterolemia

(cantidad de colesterol en la Los triglicéridos

sangre) aumente. * Son otra forma de grasa (lipidos)

* El colesterol puede acumularse en en la sangre.
el interior de los vasos sanguineos
del corazon. Si se acumula
demasiado colesteraol, la sanare

no puede fluir al corazon, v esto )
podria causar un infarto. Una concentracion cerca dl limite

elevado {150-199 mg,/dL) o un
Colestercl bueno y colestercl malo caso de concenracion elevada

Mo todo el colesterol presente en (200 mg/dL o mas) puede
la sangre hace dafo a la salud. requerir tratamiento.

Hay tres tipos de colesterol: la

lipoproteina de alta densidad

(HDL, por sus siglas en inglés),

la lipoproteina de baja densidad

(LDL, por sus siglas en inglés) v los

triglicéridos.

* Pueden aumentarle el riesgo de
sufrir una enfermedad del corazon
(cardiopatia).
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Medicine Charts

*HIV &AIDS
Depression
Smoking
‘Menopause

*Hig
*Hig
Birt

N Cholesterol
N Blood Pressure

n Control
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Why Medicine Charts?

Response to the public
Direct to consumer advertising
Balanced, simplified information

eBased on the label
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The Process

Original draft based on the label
*Reviewed by appropriate centers
Back and forth process

*Sign off by center directors

Focus groups
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Depression

Do you feel depressed? Do not feel ashamed. Women are more
likely than men to feel depressed. About 1 woman in 5 has
depression in the U.S.

There is hope.

Depression can be treated with medicine or counseling.
Sometimes both are used. Talk to your doctor to find out what
will work best for you.

Use this guide to help you talk to your doctor or pharmacist
about medicines called antidepressants (an-tee-de-press-ants}
that can help to treat depression. Ask your doctor to tell you
about all of the risks of taking the different medicines. This
guide only talks about some of the risks.

Signs of Depression

Everyone feels sad at times. People with depression feel sad
most days. These feelings can get in the way of everyday life.

If you are depressed, you may:

Feel sad

Feel tired all the time

Sleep too little or all the time

Cryalot

Lose interest in eating

Eat too much

Have trouble paying attention

Feel nervous or cran

Think about death or try to kill yourself
Notice that things that used to make you happy,
do not make you happy anymore

* ¢ ¢ e

Talk to your doctor about your feelings if you have noticed
these signs for at least 2 weeks. Only your doctor or counselor
can tell you if you have depression.

Depression and Pregnancy

Medicines TorHelp You

Some women become depressed when they are pregnant or after
they give birth. Other women notice that their depression gets

worse during pregnancy.

“The Baby Blues”

Having a baby can be a joyful
time. However, some women
cry a lot and feel sad right
after they have a baby. This is
called “the baby blues”. This
feeling usually goes away after
about two weeks.

If you still feel sad after two
weeks, go to your doctor or
clinic. You may be depressed.
This type of depression is
called postpartum depression
because it starts after a woman
has a baby. A woman can
have this kind of depression
up to one year after she has a

baby.

FDA Office of Women's Health — www.fda.goviwomens
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No one knows the exact
cause of depression during or
after pregnancy. It may have
something to do with:

Stress

Hormones — After a
woman has a baby, her
hormone levels drop
quickly.

Having depression before
you get pregnant.

Lack of support from
family and friends.

Young age — The younger
you are when you have
your baby the more likely
you are to become
depressed.




Medicines To Help You

Depression
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Selactive Serotonin Reuptake Inhibitors (SSRIs)

Brand Mame

Generic Hame

Celaxa

Citalopram

Lexapro

Escitalapram

Paroxetine

Pexeva

Paroxetine

Fluoxetine

Sertraline

wWarnings

Do not Take with certain ot her

e icimes:

« Manoaming Oxidase Inhigitors
(M)

* Thioridazine

« Drap

Wiomen should talk to their doctars

about the risks ol taking Paroxetine

Suring pregnancy

Commaon Side Effects

Malisea
Tremar {Shaking)
Mervousness
Prablems Slesping
Sewu al Problems

Less Common but
Sericus Side Effects

SEizures
A brmarmal Blesding
Withdrawal Symptams

Mothers Wi Take these drugs late
in pregnanoy may have bables with
lesding prablems and irritability

For up-to-date information about the risks and side effects for each drug
Che ck hitpfwww.access datafda. gev/ser pts feder/drugsatida’

| Monocamine Oxidase Inhibitors (MADIs) |

Brand Mame

Generlc Name

E B

o= ™ O iy
(Skin Patch)

Selegiline

Marplan

lsacarboxzaid

Phenelzine

Parnate

Tramyle v ramine

Warnings

= Do not take MADIS Il you are
ales taking other medicings 1o
depression ar central nervous
systam stimulants oF depressant s

* Do not eat certain foods like cheese,
wire, orotein loods that have
bean aged, ar amy Tood cantaining
byranmi me.

* Do not take cald pills or
decongestants.

Common Slde Effects

Mausea
Dizziness
Rest lessness
Prablems Sleeping
Dir owsi ness

Less Commaon but
Serlous Side Effects

Head ache
Stroke
Fainting
Heart Palpitations
Blood] Presgure Changes

For up-to-date information about the risks and side effects for each drug
Check hittp:/ /www.a coes sdata. fdagov/scriptsfocderdrugsatfda’
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2003 OWH Birth Control Chart

Birth Control Guide

The Food and Drug Administration has approved a number of birth control methods. The choice of birth control
depends on factors such as a person's health, frequency of sexual activity, number of sexual partrers, and desire to

have children in the future. Failure rates, based on statistical estimates, are ancther key

factor. The most effective

way to avoid both pregnancy and sexually tramsmitted disease is to practice total abstinence (refrain from sexual

contact).

Failure rates in this chart are based on information from clinical trials submitted to the FDA during product
reviews. This number represents the percentage of women who become pregnant during the first year of use of a

birth contral methad. For methods that the F

does not review, such as periodic abstinence, numbers are

estimated from published literature. For comparison, about 85 out of 100 sexually active women whao wish to
b=come pregnant would be expacted to become pregnant in a year. ) _ _
Serious medical risks from contraceptives, such as stroke related to oral contraceptives, are relatively rare. This
chart is a summary of important information, including risks, akout drugs and devices approved by the FDA for
contraception and steriization. It is not intended to be used alore, and a health professional should be consulted
regarding any contraceptive choice. Review product laksling carefully for more information on use of these products.

Type of
Contraceptive

FDA

Approval
Date

Description

Failure Rate
{rurmbzer of
pregnanciss
axp=cted per
100 weamen
p=r ysar)

Some Risks

Protection
from
Sexually
Transmitted
Dissases
{5TDs)

Convenience

Avail ability

Male Condom
Latexs
Palyurethans

Lates: Llas
started before
premarket
approval was
recpired

Polyursthans:
deared n
Taa0;
availabde
starting 1995

A sheath
placed aver
the erect penis
blocking the
pas=zags of
SpET.

11 (a, b

Irritaticn and
allergic
reactions
{less Ekaly
with
polyurathans)

Excapt for
abestinence,
latex
condoms ars
the best
protection

against 3TDs,

inzluding
gonarrhsa
and AlDS,

Appl=d
mmediately
before
ntercourse;
uzed only once
and discarded.
Pabursthans
condoms ars
available for
thoss with latse
saritivity.

MNonprascription

Female
Condom

1993

& lubricated
poburathans
sheath shapsd
simiarly to the
male condom.
The closed end
has & flexikle
ring that is
insertad nto
the vagina.

Irritaticn and
allergic
reactions

May give
aoime 5TD
protection;
nt as
effactive as

latax condom.

Applied
immecliatsly
before
interoourse;
used only ancs
and discardsd.

MNonprascription

Diaphragm
with
Spermicids

Uz started
befare
pramarkst
approval was
required.

Adomeshaped
rubber disk
with a flzable
rim that covers
the canix 2o
that spsm
cannot reach
the uterus. A
spsrmicide is
applisd to the
diaphragm
before
irserticn.

Irritation and
allsrgic
reactions,
urinary tract
infection. (c)
Rizk of Toxic
Shack
Syndrome, a
rars but sari-
s infection,
when kapt in
Place longer
than
recomimeEndecd

Imserted befors
intsrcourse
and left in
placs at lsast
six hours after;
can be lsft in
placs for 24
huars, with
additicnal
sp=rmicide for
repeatsd
intercourse.

Prascription
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Medicines To Help You P

H Office of
® Women's

€& Health

Birth Control Guide

This ']LIII.JF' gives the basic facts about the different kinds of FDA-approved
for birth control. A qour doctor to tell vou about all of
the risks r_ml._i benefits of using these products.
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Medicines To Help You

Birth Control Guide S
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Barrier Methods

Put up a block, or barrier, which keeps the sperm from reaching the egg

Male Condom (Latex or Polyurethane)
What is it?
« & thin film sheath placed over the erect penis to stop sperm

from reaching the egog.

How do | use it?
@ « Put it on the erect penis right before sex.

* Use it only once and then throw it away.
« Pull out before the penis softens.

« Hold the condom against the base of the penis before yvou pull out.

How do | get it?
* You do not need a prescription.

* You can buy it over-the-counter.

Possibility of getting pregnant

(Mumber of pregnancies expected per 100 women who use this method for one year)
« Out of 100 women who use this method, 11-16 may get pregnant.

« The most important thing is that yvou use a condom every time you have sex.

Some Risks
* Irritation

« Allergic reactions (If yvou are allergic to latex, yvou can try condoms made of
polyurethane.)

Does it protect me from sexually transmitted infections (STls)?

« Except for abstinence, latex condoms are the best protection against HIV/AIDS
and other STls.

« Condoms are the only contraceptive product that may protect against most
sexually transmitted infections (STIs).

2007
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