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UNITED STATES DISTRICT COURT

DISTRICT OF MINNESOTA
REV.MR. (DEACON) GREGORY E. Civil No. 13-0295 (JRT/LIB)
HALL AND AMERICAN MFG
COMPANY,
Plaintiffs,
V. PRELIMINARY INJUNCTION

KATHLEEN SEBELIUS, in her official
capacity as Secretary of the United States
Department of Health and Human Services,
SETH D. HARRIS, in his official capacity
as Acting Secretary of the United States
Department of Labor and his successor,
NEIL WOLIN, in his official capacity as
Acting Secretary of the United States
Department of the Treasury and his
successor, UNITED STATES
DEPARTMENT OF HEALTH AND
HUMAN SERVICES, UNITED STATES
DEPARTMENT OF LABOR AND
UNITED STATES DEPARTMENT OF
THE TREASURY,

Defendants.

Thomas Mathews, HUGHES MATHEWS, PA, 110 Sixth Avenue South,
Suite 200, St. Clou d, MN 56301; Eric k Kaardal, MOHR MAN &
KAARDAL, P.A., 33 South Sixth Street, Suite 4100, Minneapolis, MN
55402, for plaintiffs.

Ann Bildtsen, Assistant United S tates Attorney, OFFICE OF THE
UNITED STATES ATTORNEY, 300 South Fourth S treet, Suite 600,
Minneapolis, MN 55415; Bradley Philip Humphreys, UNITED STATES
DEPARTMENT OF JUSTICE, 20 Massachusetts Avenue NW,
Washington, DC 20530, for defendants.

Plaintiffs have filed a motion for preliminary injunction and stay [Docket No. 6] in

the above-referenced case. The Plaintiffs have filed a Local Rule 7.1 meet-and-confer
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statement indicating an agreement between the parties on the Plaintiffs’ proposed order.
Defendants have filed a Notice of Non-Opposition to the Motion [Docket No. 10].

Based on these filings, Defendants are preliminarily enjoined until thirty days after
the mandate issues from the Eighth Circuit in O ’Brien v. U.S. Dep’t of Health & Human
Servs., No. 12-3357, or Annex Medical, Inc. v. Sebelius, No. 13-1118, whichever occurs
first, from enforcing the contraceptive coverage requirement under 42 U.S.C. § 300gg-
13(a)(4) and its implementing regulations' against plaintiffs or any health insurance
issuer when offering any group health insurance coverage to American Manufacturing
Company (“AMC”) without coverage for “All Food and Drug Administration approved
contraceptive methods, sterilization procedures, and patient education and counseling for
all women with reproductive capacity,” as prescribed by a health care provider. See
HRSA, Women’s Preventive Services: Required Health Plan Coverage Guidelines,

available at http://www.hrsa.gov/womensguidelines (August 1, 2011), attached as

Exhibit A hereto.’

' 75 Fed. Reg. 41,726, 41,728 (July 19,2010) (interim final rules with request for
comments); 76 Fed. Reg. 46,621, 46,621-26 (Aug. 3, 2011) (interim final rules with request for
comments); 77 Fed. Reg. 8725, 8725-30 (Feb. 15, 2012) (final rules).

> The U.S. Food and Drug Administration has approved currently the following
contraceptive methods and sterilization procedures for women: female condom; diaphragm with
spermicide; sponge with spermicide; cervical cap with spermicide; spermicide alone; oral
contraceptives (combined pill) (“the Pill”); oral contraceptives (Progestin-only) (“the Mini Pill”);
oral contraceptives (extended/continued use) (“the Pill”); patch; vaginal contraceptive ring;
shot/injection; Plan B, Plan B One-Step and Next Choice; Ella; Copper IUD; IUD with
progestin; implantable rod; sterilization surgery for women and sterilization implant for women.
See U.S. FDA Birth Control Guide, available at
http://www.fda.gov/downloads/ForConsumers/ByAudience/ForWomen/FreePublications/

UCM282014.pdf (updated August 2012), attached as Exhibit B hereto.

2.
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Further, if AMC adopts a self-insured plan under the Employee Retirement
Income Security Act of 1974 (ERISA), which must also comply with the requirements of
42 U.S.C. § 300gg-13(a)(4) and its implementing regulations, Defendants are
preliminarily enjoined until thirty days after the mandate issues from the Eighth Circuit in
O’Brien or Annex Medical, whichever occurs first, from enforcing the contraceptive
coverage requirement under 42 U.S.C. § 300gg-13(a)(4) and its implementing regulations
against plaintiffs or any third party administrator when administering any self-insured
plan for AMC without coverage for “All Food and Drug Administration approved
contraceptive methods, sterilization procedures, and patient education and counseling for
all women with reproductive capacity,” as prescribed by a health care provider. Ex. A.’

All proceedings in this case are stayed pending resolution of the appeal in either

O ’Brien or Annex Medical, whichever occurs first.

DATED: April 2, 2013

at Minneapolis, Minnesota. s/John R. Tunheim
JOHN R. TUNHEIM
United States District Judge

3 See Note 2, supra.
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Health Resources and Services Administrati

HRSA Home

omen's Preventive Services: @swe|2liB e »
Required Health Plan Coverage

Guidelines

Affordable Care Act Expands Prevention Coverage for Women’s Health
and Well-Being

The Affordable Care Act — the health insurance reform legislation passed by Congress and signed into
law by President Obama on March 23, 2010 — helps make prevention affordable and accessible for all
Americans by requiring health plans to cover preventive services and by eliminating cost sharing.
Preventive services that have strong scientific evidence of their health benefits must be covered and
plans can no longer charge a patient a copayment, coinsurance or deductible for these services when
they are delivered by a network provider.

Women's Preventive Services: Required Health Plan Coverage Guidelines
Supported by the Health Resources and Services Administration

Under the. Affordable Care Act, women's preventive health care — such as mammograms, screenings f(
cervical cancer, prenatal care, and other services — is covered with no cost sharing for new health plan:
However, the law recognizes and HHS understands the need to take into account the unique health
needs of women throughout their lifespan.

The HRSA-supported health plan coverage guidelines, developed by the Institute of Medicine (IOM), w
help ensure that women receive a comprehensive set of preventive services without having to pay a co
payment, co-insurance or a deductible. HHS commissioned an IOM study to review what preventive
services are necessary for women’s health and well-being and should be considered in the developmei
of comprehensive guidelines for preventive services for women. HRSA is supporting the IOM’s
recommendations on preventive services that address health needs specific to women and fill gaps in
existing guidelines. -

A

http://www .hrsa.gov/womensguidelines/ 3/12/2013



Women's@ASEN0Vie3Sevv@2 OB cgRiTell IBealip Elanéintvitage Gilsldlpt02/13 Page 2 of Pége 2 of 3

Health Resources and Services Administration Supported Women's Preventive
Services: Required Health Plan Coverage Guidelines

Non-grandfathered plans and issuers are required to provide coverage without cost sharing consistent
with these guidelines in the first plan year (in the individual market, policy year) that begins on or after

August 1, 2012

Type of Preventive Service

HHS Guideline for Health
Insurance Coverage

Frequency

Well-woman visits.

Well-woman preventive care
visit annually for adult women to
obtain the recommended
preventive services that are age
and developmentally
appropriate, including
preconception and prenatal
care. This well-woman visit
should, where appropriate,
include other preventive
services listed in this set of
guidelines, as well as others
referenced in section 2713.

Annual, although HHS
recognizes that several visits
may be needed to obtain all
necessary recommended
preventive services, depending
on a woman'’s health status,
health needs, and other risk

factors.” (see note)

Screening for gestational
diabetes.

Screening for gestational
diabetes.

In pregnant women between 24
and 28 weeks of gestation and
at the first prenatal visit for
pregnant women identified to be
at high risk for diabetes.

Human papillomavirus testing.

High-risk human papillomavirus
DNA testing in women with
normal cytology results.

Screening should begin at 30
years of age and should occur
no more frequently than every 3
years.

human immune-deficiency
virus.

human immune-deficiency virus
infection for all sexually active
women.

Counseling for sexually Counseling on sexually Annual.
transmitted infections. transmitted infections for all

sexually active women.
Counseling and screening for | Counseling and screening for Annual.

Contraceptive methods and

" ||lcounseling. ** (see note)

All Food and Drug
Administration approved

" ||contraceptive methods,

sterilization procedures, and
patient education and
counseling for all women with
reproductive capacity.

As prescribed.

Breastfeeding support,
supplies, and counseling.

Comprehensive lactation
support and counseling, by a
trained provider during
pregnancy and/or in the

http://www .hrsa.gov/womensguidelines/

In conjunction with each birth.

3/12/2013
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postpartum period, and costs for
renting breastfeeding

equipment.
Screening and counseling for ||Screening and counseling for Annual.
interpersonal and domestic ~ ||interpersonal and domestic
violence. violence.

* Refer to recommendations listed in the July 2011 IOM report entitled Clinical Preventive Services for
Women: Closing the Gaps concerning individual preventive services that may be obtained during a wel
woman preventive service Visit.

** Group health plans sponsored by certain religious employers, and group health insurance coverage .
connection with such plans, are exempt from the requirement to cover contraceptive services. A
religious employer is one that: (1) has the inculcation of religious values as its purpose; (2) primarily
employs persons who share its religious tenets; (3) primarily serves persons who share its religious
tenets; and (4) is a non-profit organization under Internal Revenue Code section 6033(a)(1) and sectiol
6033(a)(3)(A)(i) or (iii). 45 C.F.R. §147.130(a)(1)(iv)(B). See the Federal Register Notice: Group Healtl
Plans and Health

Insurance Issuers Relating to Coverage of Preventive Services Under the Patient Protection and
Affordable Care Act (PDF - 201 KB)

http://www hrsa.gov/womensguidelines/ 3/12/2013
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This guide gives the basic facts about the different kinds of FDA-approved
medicines and devices for birth control. Ask your doctor to tell you about all
of the risks and benefits of using these products.
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If you do not want to get pregnant, there are many birth control options

to choose from. No one product is best for everyone. The only sure
way to avoid pregnancy and sexually transmitted infections (STls or
STDs) is not to have any sexual contact (abstinence). This guide lists

FDA-approved products for birth control. Talk to your doctor, nurse,

or pharmacist about the best method for you.

There are different kinds of medicines and devices for birth control:

Barrier MethoOUs. . it vt et re ittt i e
Hormmonal Metnods .o i it iccns S nsereaneenonsonsnnnexnsxs lF
Emergency Conttacepiion. .. ius it ireunornonvanncnvexsscsaiB

rsnwm:"mm GVICES v inunen

To Learn More:
This guide should not be used in place of talking to your doctor or reading the label
for your product. The product and risk information may change. To get the most recent

information for your birth control go to:

Drugs

Go to http://www.accessdata.fda. @o<\mn:Uﬂm\nam_‘\a_‘:mmmﬁam
(type in the name of your drug)

Devices

:
X
.
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
:
®

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/LSTSimpleSearch.cfm

(type in the name of your device)

Some things to think about when vou choose birth control:
* Your health

= How often you have sex.

How many sexual partners you have,

If you want to have children in the future.

If you will need a prescription or if you can buy the method
over-the-counter.

« The number of pregnancies expected per 100 women who use
a method for 1 year. For comparison, about 85 out of 100
sexually active women who do not use any U:x% control can
expect to become pregnant in a year.

This booklet lists pregnancy rates of typical use. Typical use
shows how effective the different methods are during actual use
(including sometimes using a method in a way that is not correct
or not consistent).

» For more information on the chance of getting pregnant while
using a method, please see Trussell, J. (2011). “Contraceptive failure
in the United States.” Contraception 83(5):397-404.

Tell vour doctor, nurse, or pharmacist if you:

* Smoke.

» Have liver disease.

* Have blood clots.

« Have family members who have had blood clots.

» Are taking any other medicines, like antibiotics.

= Are taking any herbal products, like St. John's Wort.

To avoid pregnancy:

« No matter which method you choose, it is important to follow all
of the directions carefully. If you don't, you raise your chance of
getting pregnant.

» The best way to avoid pregnancy and sexually transmitted

infections (STls) is to practice total abstinence (do not have any
sexual contact).
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BARRIER
METRHODS

Male Condom

{Latex or Polyurethane)

Block sperm from reaching the egg

Female Condom

What iz it?

= A thin film sheath placed over the
erect penis.

How do | use if?

« Put it on the erect penis right
before sex.

= Pull out before the penis softens.

« Hold the condom against the base
of the penis before pulling out.

» Use it only once and then throw
it away.

How do | get It?
» You do not need a prescription.
* You can buy it over-the-counter.

Chancea of geiting pregnant with

typical use .

(Number of pregnancies expected per 100

women who use this method for 1year)

= Out of 100 women who use this
method, 18 may get pregnant.

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

Some Risks

» Irritation

« Allergic reactions (If you are

allergic to latex, you can try
condoms made of polyurethane).

Does it protect me from sexually
transmitied infections (8Tis)?

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

What Is it?

= A lubricated, thin polyurethane
pouch that is put into the vagina.

How do use it?

= Put the female condom into the
vagina right before sex.

« Use it only once and then throw
it away.

How do | get i#7
= You do not need a prescription.
* You can buy it over-the-counter.

memnmommmﬁﬂsmvwmmzmswémwr
typical use -

(Number of pregnancies expected per 100
women who use this method for 1year)

= Out of 100 women who use
this method, about 21 may
get pregnant.

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

Some Risks

¢ |rritation

= Allergic reactions

Does it protect me from sexualiy

transmitied infections (STis)?

= May give some protection against
STls, but more research is needed.

= Not as effective as male latex
condoms,
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BARRIER
METHODS

Block sperm from reaching the egg

@.mﬁgmm% with mﬁmwg_nﬁm

ina angd rac

sehum., §
TN

What is if?

* A dome-shaped flexible disk with
a flexible rim.

= Made from latex rubber or silicone.
« It covers the cervix.
How do | use i£?

* You need to put spermicidal jelly
on the inside of the diaphragm
before putting it into the vagina.

» You must put the diaphragm into
the vagina before having sex.

* You must leave the diaphragm
in place at least 6 hours after
having sex.

= It can be left in place for up to
24 hours. You need to use more
spermicide every time you have
sex.

How do | get it?
= You need a prescription.

= A doctoror nurse will need to
do an exam to find the right size
diaphragm for you.

+ You should have the diaphragm
checked after childbirth or if you
lose more than 15 pounds. You
might need a different size.

Chance of getting pregnant with

typical use

(Number of pregnancies expected per 100

women who use this method for 1 year)

« Qut of 100 women who use
this method, about 12 may
get pregnant.

Some Risks
« |rritation, allergic reactions, and
urinary tract infection.

- if you keep it in place longer than
24 hours, there is a risk of toxic
shock syndrome. Toxic shock is a
rare but serious infection.

Doas it protect me from sexually
transmitied infections (5T18)? No.

What is it?

« A disk-shaped polyurethane
device with the spermicide
nonoxynol-9.

Mow do | use It?
« Put it into the vagina before you
have sex.

* Protects for up to 24 hours.
You do not need to use more
spermicide each time you
have sex.

« You must leave the sponge in
place for at least 6 hours after
having sex.

= You must take the sponge out

within 30 hours after you put it in.

Throw it away after you use it.

MHow do | get 7

* You do not need a prescription.

* You can buy it over-the-counter.
Chance of getting pregnant with
typical use

(Number of pregnancies expected per 100
women who use this method for 1 year)

« Out of 100 women who use
this method, 12 to 24 may get
pregnant.

« It may not work as well for women
who have given birth. Childbirth
stretches the vagina and cervix
and the sponge may not fit as well.

Some Risks
* Irritation
» Allergic reactions

» Some women may have a hard
time taking the sponge out.

« [f you keep it in place longer than
24-30 hours, there is a risk of toxic
shock syndrome. Toxic shock is a
rare but serious infection.

Does it protect me from sexually
fransmitied infections (8TI1g)? No.
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BARRIER |
METHODS |

Block sperm from reaching the egg
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S getung

What is it?

= A soft latex or silicone cup with
a round rim, which fits snugly
around the cervix.

How do use #7

= You need to put spermicidal jelly
inside the cap before you use it.

You must put the cap in the
vagina before you have sex.

You must leave the cap in place
for at least 6 hours after having
sex.

You may leave the cap in for up
to 48 hours.

You do NOT need to use more
spermicide each time you have
sex.

How do i get iI?
* You need a prescription.

Chance of getiing pregnant with

typical use

(Number of pregnancies expected per 100

women who use this method for 1 year)

« Out of 100 women who use this
method, about 17 to 23 may get
pregnant.

= It may not work as well for women
who have given birth. Childbirth
stretches the vagina and cervix
and the cap may not fit as well.

Some Risks

« |rritation, allergic reactions, and
abnormal Pap test.

« You may find it hard to put in.

= If you keep it in place longer than
48 hours, there is a risk of toxic
shock syndrome. Toxic shock is a
rare but serious infection.

Does it nrofect me from sexually
transmitted infeciions (87 wﬁ No

Mﬁmﬁénﬁm Alone

ritate ,:m

.
t
ran mnfentad n

agha 0l rectirm, I may ingrease the g of ¢

What is it?

= A foam, cream, jelly, film, or tablet
that you put into the vagina.

How do | use it¥

= You need to put spermicide into
the vagina 5 to 90 minutes before
vou have sex.

= You usually need to leave it in
place at least 6 to 8 hours after
sex; do not douche or rinse the
vagina for at least 6 hours after
sex.

= Instructions can be different for
each type of spermicide. Read
the label before you use it.

How do | get
» You do not néed a prescription.
« You can buy it over-the-counter.

Chance of getting pregnant with
typical use
{Number of pre

(Number of pregnancies expected per 100
women who use this method for 1year)

* Out of 100 women who use
this method, about 28 may
get pregnant.

« Different studies show different
rates of effectiveness.

Some Risks

= |rritation

« Allergic reactions

« Urinary tract infection

« If you are also using a medicine
for a vaginal yeast infection, the
spermicide might not work as well.

Does it protect me from sexually
transmitied infections (8715)? No.
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Oral Contraceptives Combinad

“The Pili*

Prevent pregnancy by interfering
with ovulation and possibly
fertilization of the egg

Oral Contraceptives (progestin-aniy

“The Mini Pill”

» A pill that has 2 hormones
(estrogen and progestin) to stop
the ovaries from releasing eggs.

= |t also thickens the cervical
mucus, which keeps the sperm
from getting to the egg.

How do § use 117

» You should swallow the pill at the
same time every day, whether or
not you have sex.

» If you miss 1 or more pills, or start
a pill pack too late, you may need
to use another method of birth
control, like a condom.

Moy do | ast 87
. <oc need a prescription.

10

l"ﬁ‘

ing pregnant with

ﬂpwm mu ,
Mammn alu
(Number of U«mm:m:nmmm expected per 100
women who use this method for 1 year)
= Out of 100 women who use
this method, about 9 may
get pregnhant.
Some Side BEffecis
« Changes in your cycle (period)
* Nausea
= Breast tenderness

» Headache

Less Common Berious

Side Bffecis

« It is not common, but some
women who take the pill develop
high blood pressure.

« |t is rare, but some women will
have blood clots, heart attacks,
or strokes.

Dices 1 protect me from sexually
fransmiited !

infactions {$7is)¥ No.

« A pill that has only 1hormone,
a progestin.

« {t thickens the cervical mucus,
which keeps sperm from getting
to the egg.

« Less often, it stops the ovaries
from releasing eggs.
How ddo | use B2

= You should swallow the pill at the
same time every day, whether or
not you have sex.

= If you miss 1 or more pills, or start
a pill pack too late, you may need
to use another method of birth
no:qo_. like a condom.
ow o | get it

« You need a _o_‘mmnl_ogo:.

m_ pregaant with
@ﬂ.m
AZ:EUm_‘ of pregnancies mxwmnﬂwa per 100
women who use this method for 1year)

« Out of 100 women who use
this method, about 9 may
get pregnant.

Some Risks

« Irregular bleeding
« Headache

» Breast tenderness
s Nausea

» Dizziness

1
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Prevent pregnancy by interfering
with ovulation and possibly
fertilization of the egg

L
-

HORMONA

METHODS

Oral Contraceptives Exteris

“The Pill”

What is it7
» A pill that has 2 hormones

(estrogen and progestin) to stop
the ovaries from releasing eggs.

« It also thickens the cervical
mucus, which keeps sperm from
getting to the egg.

» These pills are designed so women
have fewer or no periods.

-

How oo Fuse 17

 You should swallow the pill at the
same time every day, whether or
not you have sex.

= [f you miss 1 or more pills, or start
a pill pack too late, you may need
to use another method of birth
control, like a condom.

12

Howdo iget i
« You néed a prescription.
Chancs of geiting pregnant with
typical use
(Number of pregnancies expected per 100
women who use this method for 1 year)
* Out of 100 women who use

this method, about 9 may

get pregnant.

Some Risks
« Risks are similar to other oral

contraceptives with estrogen
and progestin,

» You may have more light bleeding
and spotting between periods
than with 21 or 24 day oral
contraceptives.

= |t may be harder to know if you
become pregnant, since you will
likely have fewer periods or no
periods.

Patch

1w

What i

W
o

¥
£

o

E

« This is a skin patch you can wear
on the lower abdomen, buttocks,
or upper arm or back.

= It has hormones (estrogen and
progestin) that stop the ovaries
from releasing eggs.

= It also thickens the cervical mucus,
which keeps sperm from getting
to the ego.

How do il use
» You put on a new patch and take

off the old patch once a week for
3 weeks (21 total days).

= Don't put on a patch during the
fourth week. Your menstrual
period should start during this
patch-free week.

If the patch comes loose or falls
off, you may need to use another
method of birth control, like a
condom.

How do  get &7

¢ You need a prescription.
Chanee of getiing preanant with
typical uss

(Number of pregnancies expected per 100
women who use this method for 1year)

« Qut of 100 women who use

this method, about 9 may

get pregnant.

Some Risks

= |t will expose you to higher levels
of estrogen compared to most
combined oral contraceptives.

« It is not known if serious risks,
such as blood clots and strokes,
are greater with the patch
because of the greater exposure
to estrogen.

13
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Prevent pregnancy by interfering
with ovulation and possibly
fertilization of the egg

Vaginal Contraceptive Ring

What is it?

* |t is a flexible ring that is about
2 inches around.

* It releases 2 hormones (progestin
and estrogen) to stop the ovaries
from releasing eggs.

« |t also thickens the cervical
mucus, which keeps sperm from
getting to the egg.

HMow do §use 117

« You put the ring into your vagina.

= Keep the ring in your vagina for
3 weeks and then take it out for
1 week. Your menstrual period

should start during this ring-free
week.

14

« If the ring falls out and stays out
for more than 3 hours, replace it
but use another method of birth
control, like a condom, until the
ring has been in place for 7 days
in a row.

Read the directions and talk to

your doctor, nurse or pharmacist
about what to do.

How do I get #?
= You need a prescription.

o
‘

=

-

Chance of gelling pregnan

typlical use

(Number of pregnancies expected per 100

women who use this method for 1 year)

» Out of 100 women who use
this method, about 9 may
get pregnant.

Some Side Effects and Risks
* Vaginal discharge, discomfort in
the vagina, and mild irritation.

« Other risks are similar to oral
contraceptives (combined pilD).

"

Does it protect me from sexually

transml

2

yia

ted infeciions {8715)7 No.

Shot/Injection

What is #7
» A shot of the hormone progestin,

either in the muscle or under the
skin.

How doas it worky

= The shot stops the ovaries from
releasing eggs.

« It also thickens the cervical
mucus, which keeps the sperm
from getting to the egg.

=

Howdoigei iy

« You need 1shot every )
3 months from a health care
provider.

Chance of getting pregnant with
typical use

(Number of pregnancies expected per 100
women who use this method for 1year)

« Qut of 100 women who use this
method, including women who
don't get the shot on time, 6 may
get pregnant.

Some Risks
« You may lose bone density if you

get the shot for more than 2 years
in a row.

Bleeding between periods
« Headaches

+ Weight gain

« Nervousness

« Abdominal discomfort

wmmmmUma.wmnwﬁmwaﬁwmx;mmw
transmiitted infections (8715} No.

15
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EMERGENCY
CONTRACEPTIO

May be used if you did not use
birth control or if your reagular birth

as a regular form of birth control.

%/m ﬂ control fails. It should not be used

Plan B, Plan B One-Step
mm.wg zmx.ﬂ ﬁmﬂ@mﬁ@ {Levonorgestrel)

What is it?
* These are pills with the hormone
progestin.

« They help prevent pregnancy
after birth control failure or
unprotected sex.

How does it work®

« [t works mainly by stopping the

release of an egg from the ovary.

It may also work by preventing

fertilization of an egg (the

uniting of sperm with the egg)
or by preventing attachment

(implantation) to the womb

(uterus).

For the best chance for it to work,

you should take the pill(s) as scon
as possible after unprotected sex.

16

» You should take emergency
contraception within 3 days after
unprotected sex.

raen

How do [ gel it7?

* You can get Plan B, Plan B One-
Step and Next Choice without a
prescription if you are 17 years
or older.

« If you are younger than 17, you
need a prescription.

Chance of geiting pregnani with

typical use

« 7 out of every 8 women who
would have gotten pregnant will
not become pregnant after taking
Plan B, Plan B One-Step, or Next
Choice.

Some Risks

« Nausea

» Vomiting

+ Abdominal pain
« Fatigue

= Headache

Does it protect me from sexually
iransmitted infections (§Tis)? No.

What is i£?

« A pill that blocks the hormone
progesterone.

« It helps prevent pregnancy
after birth control failure or
unprotected sex.

How does it work?

« It works mainly by stopping
or delaying the ovaries from
releasing an egg. It may also work
by changing the lining of the
womb (uterus) that may prevent
attachment (implantation).

_ For the best chance for it to work,

you should take the pill as soon as
possible after unprotected sex.

You should take Ella within 5 days
after having unprotected sex.

Mow do | get 7
« You need a prescription.

Chance of getting pregnant with
typical use

= 6 or 7 out of every 10 women who
would have gotten pregnant will
not become pregnant after taking
Ella.

Some Risks

« Headache

* Nausea

= Abdominal pain
= Menstrual pain
» Tiredness

= Dizziness

Does it protect mie from seyually
transmitted infections (8Tis)? No.
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Inserted/implanted into
the body and can be kept

Z m.ﬁI O Dm _ in place for several years

What is it?

« A T-shaped device that is put
into the uterus by a healthcare
provider.

How does it work?

« The IUD prevents sperm from
reaching the egg, from fertilizing
the egg, and may prevent the egg
from attaching (implanting) in the
womb (uterus).

« [t does not stop the ovaries from
making an egg each month.

« The Copper IUD can be used for
up to 10 years.

« After the IUD is taken out, it is
possible to get pregnant.

18

Mow do | gef it?

« A doctor or other healthcare
provider needs to put in the IUD.

Chance of geiting pregnant with
typical use

(Number of pregnancies expected per 100
women who use this method for 1year)

« Out of 100 women who use this
method, less than T may get
pregnant.

Some Side Effects

* Cramps

« [rregular bleeding
Uncomimon Risks

« Pelvic inflammatory disease
« Infertility

Rare Risk

« |UD is stuck in the uterus or found
outside the uterus.

« Life-threatening infection

Does it protect me from sexually
transmitted infections (8Tis)? No.

IUD with progestin

What is it?

« A T-shaped device that is put
into the uterus by a healthcare
provider.

How does B work?

= [t may thicken the mucus of your
cervix, which makes it harder for
sperm to get to the egg, and also
thins the lining of your uterus.

« After a doctor or other healthcare
provider puts in the IUD, it can be
used for up to 5 years.

= After the IUD is taken out, it is
possible to get pregnant.

How do | get i{?

» A doctor or other healthcare
provider needs to put in the IUD.

Chance of getting pregnant with
typical use

{Number of pregnancies expected per 100
women who use this method for 1 year)

« Out of 100 women who use
this method, less than 1 may
get pregnant.

Some Side Effects
Irregular bleeding

* No periods

= Abdominal/pelvic pain
« Qvarian cysts

Uncommon Risks

= Pelvic inflammatory disease
» Infertility

Rare Risk

= |UD is stuck in the uterus or found
outside the uterus.

« | ife-threatening infection

Does it protect me from sexually
transmitted infections {STis)? No.

18
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IMPLANTED
METHODS

Implantable Rod

Inserted/implanted into
the body and can be kept
in place for several years

What is it?

« A thin, matchstick-sized rod that
contains the hormone progestin.

« it is put under the skin on the
inside of your upper arm.

How does it work?

« [t stops the ovaries from releasing
eggs.

« [t thickens the cervical mucus,
which keeps sperm from getting
to the egg.

« |t can be used for up to 3 years.
How do lget it?

« After giving you local anesthesia,
a doctor or nurse will put it under
the skin of your arm with a special
needle.

20

Chance of getting pregnant with
typical use

(Number of pregnancies expected per 100
women who use this method for 1year)

= Out of 100 women who use
this method, less than 1 may
get pregnant.

Some Side Effects

» Changes in bleeding patterns

* Weight gain

« Breast and abdominal pain:
Does i protect me from sexually

transmitfed infections (8TI)? No.

For people who are sure they never
want to have a child or do not want
any more children,

« This is a surgery a man has only
once.

« |t is permanent.

Herw goes it work?

= A surgery blocks a man’s vas
deferens (the tubes that carry
sperm from the testes to other
glands).

« Semen (the fluid that comes out
of a man'’s penis) never has any
sperm in it.

It takes about 3 months to clear
sperm out of a man’s system. You
need to use another form of birth
control until a test shows there
are no longer any sperm in the
seminal fluid.

& @fw iw?

* A man :mmam to have surgery.

« L ocal anesthesia is used.

Chance of gerting pregnant with
¢ i

ﬁz:BUm_‘ ow pregnancies expected per 100

women who use this method for 1 year)

» Out of 100 women whose partner
has had a vasectomy, less than g
may get pregnant.

Somve Rizks

» Pain

» Bleeding

« Infection

= The length of time since the
vasectomy was performed.

« Whether or not antibodies to
sperm have developed.

« The method used for vasectomy

« Length and location of the
segments of vas deferens that
were removed or blocked. 21




1 Filed 04/02/13 Page 15 of 16

LIB Document 11-

-00295-JRT-

Ccv

CASE 0:13

mg@m@.m@q é@%g

For people who are sure they never
want to have a child or do not want
any more children.

adion

Can It be reversed?
Reversals require complicated surgery. Even though tubes can sometimes
be rejoined, there are no guarantees. For many women, reversals are not
possible because there is not enough of their tubes left to reconnect.

. > Qm< mm placed on the outside
of each ﬁm__o_omm: tube.

« One way is by QS@ and cutting
the tubes — this is called tubal
ligation. The fallopian tubes also
can be sealed using an instrument
with an electrical current. They
also can be closed with clips,
clamps or rings. Sometimes,

a small piece of the tube is
removed.

The woman's fallopian tubes are
blocked so the egg and sperm
can’'t meet in the fallopian tube.
This stops you from getting
pregnant.

22

« This is a surgery a woman has
only once.

« |t is permanent.

How g | ger B

“3!

« This is a surgery you ask for.
» You will need general anesthesia
¢ wetiing pregnani with

an:.:um« of pregnancies expected per 100
women who use this method for 1 year)

» Out of 100 women who use this
method, less than 1 may get
U«mm:m:.n

« Pain
» Bleeding

« Infection or other complications
after surgery

. mnﬂogn Qccma pregnancy

s e From aevusily

&
fectinns {5TI8)? No.

mmw*m

mall flexible, metal coil that
um ucﬁ into the fallopian tubes
through the vagina.

« The device works by causing
scar tissue to form around the
coil. This blocks the fallopian
tubes and stops you from
@mﬁ_:@ _u«mm:m:w

s

B

._.xA
aa)

° j‘_m n_m<.nm is Ucﬁ inside the
fallopian tube with a special
catheter.

» You need to use another birth
control method during the first
3 months. You will need an X-ray
to make sure the device is in the
right place.

= |t is permanent.

Mo do | get 57

s v

« The devices are placed into the
tubes using a camera placed in
the uterus.

= Once the tubes are found, the
devices are inserted.

« Since it is inserted through the
vagina, no skin cutting (incision)
is needed.

« You may need local anesthesia.

Chance of gatling pregnani with

.r,r xEn mw. LB

nZ:ch« of pregnancies expected per 100
women who use this method for 1 year)

« Out of 100 women who use this
method, less than 1 may get
pregnant.

Somie Risks

« Mild to moderate pain after
insertion

. mnﬁoown (tubal) pregnancy

me from sexunlfy

protect X
infections m@.ﬁm * No.

23
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http://www.fda.gov/birthcontrol

To Learn More:

This guide should not be used in place of talking to your doctor or reading the label for your
product. The product and risk information may change. To get the most recent information
for your birth control go to:

Drugs
Go to http://www.accessdata.fda.gov/scripts/cder/drugsatfda
(type in the name of your drug)

Devices
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/LSTSimpleSearch.cfm
(type in the name of your device)




