250 Phillips Blvd, Ste 250, Ewing, NJ 08618
1-800-425-3122 Telephone 1-800-685-2577 Fax
Hours of Operation: Monday through Friday, 8:30 AM to 5:30 PM EST

9 Patient Assistance Program

ParaGard® Patient Assistance Program Eligibility Requirements

A ParaGard unit will be provided free of charge to patients who meet program eligibility
requirements:

Patient must be a US resident
Patient must be 18 years of age or older
Patient’s gross annual household income must be at or below 200% HHS Poverty
Guidelines*
Patient must provide proof of gross annual household income
o Financial documentation must be included with the Qualification Form
o Proof of income includes copies of both:
+ a) federal tax return (Form 1040 or 1040EZ) for prior tax year, and
*  b) all other recent documents that show income paid to patient (and/or
spouse if married), such as: wage and tax statements (W-2 forms),
Social Security, Pension, or Railroad Retirement statements (SSA-
1099 or similar), Statements of interest, dividends, or other income
(1099-INT, 1099, 1099-D1V, or other forms)
Patient cannot have any private, third-party or government insurance that covers
ParaGard in whole or in part, including Medicare, Medicaid, or any state or local
programs

Additional requirements:

Program Qualification Form must be completed in its entirety by the healthcare
professional caring for the patient

Both patient and healthcare professional must sign the Qualification Form in the
appropriate section

Patient must sign and submit the Authorization to Disclose Form

Healthcare professional must have a current valid state license

* Income criterion is based on Health and Human Services Poverty Guidelines. These guidelines
may be revised each new year, usually around February. Website is:
http://aspe.hhs.gov/poverty/index.shtml

Please see full prescribing information.

Teva Women’s Health, Inc. reserves the right to limit enrollment of patients to the
ParaGard Patient Assistance Program at any time.

The program administrators reserve the right any time and without notice to modify the application form,
modify or discontinue any or all of the program and the related eligibility criteria; or at any time terminate
assistance provided by the program.

ParaGard® is a registered trademark of Teva Women’s Health, Inc.

PPAPERF/100124 January 2010



ParaGard® Patient Assistance Program
250 Phillips Blvd, Ste 250, Ewing, NJ 08618
Phone: 1-800-425-3122 Fax: 1-800-685-2577

www.paragard.com Qualification Form PhRMA
PATIENT INFORMATION (Please Print) Patient must be a U.S. resident |
First Name: MI: Last Name: Social Security #:

Address: Apt #

City: State: Zip Code:

Date of Birth: (mm/dd/yyyy) (Patient must be 18 years of age or older) Phone:

Current gross annual Number of household members dependent on Number of

household income: $ income (including patient) children:

Patient financial documentation must be included with this application. Proof of income includes copies of both: a) your federal tax return (Form 1040 or 1040EZ) for
prior tax year, and b) all other recent documents that show income paid to you (or your spouse if married), such as: wage and tax statements (W-2 forms), Social Security,
Pension, or Railroad Retirement statements (SSA-1099 or similar), Statements of interest, dividends, or other income (1099-INT, 1099, 1099-DIV, or other forms)

Patient’s insurance and prescription coverage (in whole or in part) Check all that apply.
O Medicare O Includes Rx O  State or Local Government Programs O Includes Rx O  Other O Includes Rx
O Medicaid O Includes Rx O  Private Insurance, HMO or PPO O Includes Rx Specify Other:
| If insurance includes Rx coverage, name of carrier: | | O  Uninsured |

O I certify that I do not have insurance coverage either in whole or in part for ParaGard® |

PATIENT’S VERIFICATION AND SIGNATURE |

1 verify that the information provided in this application is complete and accurate. I understand that completing this form does not ensure that I will qualify for this
program. I certify that I do not have private, third-party or government insurance coverage (either in whole or in part) for ParaGard. I understand that the program
administrators reserve the right any time and without notice to modify the application form, modify or discontinue any or all of the program and the related eligibility
criteria; or terminate assistance provided by the program at any time. I authorize Teva Women’s Health, Inc. to use the information on this application to process my
request and the use of my Social Security number for identification purposes and record keeping.

Patient’s Original Signature: Date: (mm/dd/yyyy) | | | / | | | / | | | | |

HEALTHCARE PROFESSIONAL INFORMATION (Please Print) |

First Name: MI: Last Name: Title:
Facility: Office Contact Name:

Street: Bldg/Suite/Floor/Room:

City: State: Zip Code:

Phone: Fax: E-Mail:

If this is your first time submitting to ParaGard PAP, you must submit a copy of your State License. State License Number:

A ParaGard unit will be shipped directly to the healthcare professional’s office address above. A signature is required at time of delivery.
Office hours: Special Delivery Instructions:

Rx 1 Unit Product ParaGard® T 380A TUD

HEALTHCARE PROFESSIONAL’S VERIFICATION AND SIGNATURE

1 represent that the information contained in this application is complete and accurate to the best of my knowledge. To the best of my knowledge, this patient does not have
medical insurance (including Medicare, Medicaid or other public programs), which covers ParaGard either in whole or in part, and the patient meets the income criteria
required to qualify for this Patient Assistance Program. No claim may be made to any third party payer (including government payers) for payment of the ParaGard unit
provided by this Patient Assistance Program. The ParaGard received for this patient may not be sold or traded, may not be returned for credit, and is not a sample. I
understand that the ParaGard Patient Assistance Program has the right to modify or discontinue this program and its eligibility requirements, or to terminate assistance, at

any time and without prior notice.

Please indicate that you agree to these terms by signing below. Your signature confirms that there is a need for this patient’s prescription for ParaGard .

HCP’s Original Signature: Date: (mm/dd/yyyy) | | | / | | | / | | | | |

Teva Women'’s Health, Inc. reserves the right to limit enrollment of patients to the ParaGard Patient Assistance Program at any time.
ParaGard® is a registered tradem ark of Teva Women’s Health, Inc. PPAPQAF/100123 December 2009
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Patient Assistance Program
250 Phillips Blvd, Ste 250, Ewing, NJ 08618
1-800—425- 3122 —Phone
1 -800— 685- 2577 - Fax

Patient Authorization to Disclose Protected Health Information

To the Patient: During the course of your participation in the ParaGard® Patient Assistance Program, you or your caregiver
and your health care professional will provide personal identifying information to Teva Women’s Health, Inc., its affiliated
companies and subcontractors on a need to know basis for purposes of administering the ParaGard” Patient Assistance
Program (the “Program”™). This information may constitute Protected Health Information (PHI) under the privacy rules of the
Health Insurance Portability and Accountability Act (HIPAA), and you need to authorize your health care professional and
caregiver, if any, to release your PHI to the Teva Team and authorize the Teva Team to use the PHI for the Program.

Authorization Statement

I, (Patient’s Name) , authorize my prescribing healthcare professional,
(HCP’s Name)
(HCP’s Address)

and caregiver as deemed necessary to disclose any personal identifying information to Teva Women’s Health Inc., its affiliated
companies and subcontractors (the “Teva Team”) on a need to know basis to use for purposes of administering the Program for
the duration of my participation in the Program. Although the Teva Team values my privacy and intends to take reasonable
and appropriate measures to protect the information provided from inappropriate disclosure and to use the information only for
administering the Program or as required by law, I understand that once information is disclosed to the Teva Team, it may no
longer be protected under federal privacy laws and could be redisclosed to others.

[ understand that I may refuse to sign this authorization, and my right to treatment, insurance enrollment, eligibility for
insurance benefits or my receipt of ParaGard” are not conditioned on my signing this authorization. However, if I do not sign
this authorization, [ will not be able to participate in the Program.

Iunderstand that I may revoke this authorization, 1n writing, at any time, except to the extent action has been taken in reliance
on it, by addressing such revocation to ParaGard” Patient Assistance Program 250 Phillips Blvd, Ste 250, Ewing, NJ 08618
(your healthcare professional will be advised) and that only a written revocation addressed to the Program will constltute an
effective withdrawal of my authorization. I understand that I may request a copy of this form from the ParaGard® Assistance
Program.

Required Signature

Signature of patient or legal representative Date
If signed by patient’s legal representative, complete the following:

Print name of legal representative:

Describe representative’s authority to act for patient:
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Important:

To the Patient:
Once you have completed and signed this authorization form, please give it to your healthcare professional. Do not send it to the
ParaGard" Patient Assistance Program.

To the Healthcare Professional:
Retain the originalcopy of the Patient Authorization to Disclose Protected Health Information for your records. Please return a

copy of this signed form along with the completed Qualification application form to the ParaGard” Patient Assistance Program,
250 Phillips Blvd, Ste 250, Ewing, NJ 08618, or fax to 1-800-685-2577.

ParaGard® is a registered trademark of Teva Women’s Health, Inc. PhRMA

©2010 Teva Women’s Health, Inc. PPAPPAD/100120 January 2010



ParaGaiel?
PaLeTne Copper Contoepvg

Brief Summary
(See package brochure for full prescribing information)

Patients should be counseled that this product does not protect against HIV infection (AIDS) and
other sexually transmitted diseases.

ParaGard® T 380A Intrauterine Copper Contraceptive should be placed and removed only by
healthcare professionals who are experienced with these procedures.

INDICATIONS AND USAGE

ParaGard™ is indicated for intrauterine contraception for up to 10 years. The pregnancy rate in clinical studies
has been less than 1 pregnancy per 100 women each year.

CONTRAINDICATIONS

ParaGard™ should nat be placed when one or mare of the following conditions exist:

1. Pregnancy or suspicion of pregnancy

2. Abnormalities of the uterus resulting in distortion of the uterine: cavity

3. Acute pelvic inflammatory disease, or current behavior suggesting a high risk for pelvic inflam-
matory disease

Postpartum endometritis or postabortal endometritis in the past 3 months
Knawn or suspected uterine or cervical malignancy

Genital bleeding of unknown etiology

Mucopurulent cervicitis

Wilson's disease

9. Allergy to any companent of ParaGard®

10. A previously placed IUD that has not been remaoved

WARNINGS

1. Intrauterine Pregnancy ) o

fintrauterine pregnancy oceurs with ParaGard® in place and the string is visible, ParaGard* should be remaved
because of the risk of spontaneaus abortion, premature celivery, sepsis, septic shock, and, rarely, death,
Removal may be followed by pregnancy loss.

If the string is not visible, and the woman decides to continue her pregnancy, check i the ParaGard® is in her
Uterus (for example, by ultrasound). If ParaGard® is in her uterus, warn her that there is an increased risk of
spontanecus abortion and sepsis, septic shock, and rarely, death. In addition, the risk of premature labor and
delivery is increased.

Human dala abaut risk of birth defects from copper exposure are limited. However, studies have not detectsd a
pattzmn of alincmalitizs, and pubdished reparts do nct suggzst a risk that is higher than the basaling risk for Litth

defects.

2. Ectopic Pregnancy o ) )

Wamen wha Lecome 1[&%“3!][ sshile using ParaGard™ should be evaluated for stopic pragnancy. & pregnancy

that accurs with ParaGard™ in pl ore fikilv to be sctopic than a pragnansy in the gensral pepulation.
ParaGard® IJM ants ms pfaﬁmnclas, wemen whe uss ParaGard” have a lawer risk of an

[y active women wha do not use any contraception.

o~ 3 e

Haweyer, besanse
acfopic preqnancy than saxual

3. Palvic Infeaction ) ) ) ) ) ]
Althcugh pelsic inflammatary diseasa (PIDE in wamen using 1U0s is upzemmyn, 100s may ba asseciated with
anincreasad relative risk of f‘ID compared o other forms of sontraczption and ta na contraception. The highest
ingidanz af PID cosurs within 20 days follsging insertion. Therefera, tha visit fallowing tha first LFES_[—I_HS&I[IEIH
menstrual peficd i5 an appartunity te assess the patiant for infection, as well as to chack that the 1UD s in plase.
Sing pelviz infection is most fraquantly associatad with ssauallv transmited GI?_RHISIHS_, 1UDs arz nat regam-
mended for wamen at hl?h rizk far sexual infastion. Frephylactic ntibistios at tha time of insertion de nat appsar
o lowser the insidence of PID.

FID can have serjous consequencas, sich as tubal damage deading b ectopic pragnancy or infertility, ysterec-
fomy, sepsis, and, raraly, death. It is thareters importantta prempfly assass and treat any waman ii‘f]-f‘ avelops
=ignis o symptomes of F[I'D.

Guidelines far trzatment ef PID ar= availablz from the Canters for Diseass Contral and Preventizn (COC, Atlanta,
G_rlil[r%la at vt ode.gov of 1-600-311-3435. Antibiatics are the mainstay of tharapy. Most healthzare profes-
sionals alza remava fhie LD

The significanca of actinomyces-like organisms on Papanicilacu smear in an asymptematic (UD-user is
unknizexn, and s this finding along does not always require ILD removal and treatment, However, becauss
pelvic actinomyccsis is a sarious infection, a woman who has spmofams of palvic infection pssibly due to
actinomyees shauld b freatzd and have her IUD remaved.

4. linmunoseing mmisa

Wamen with AIDZ sheuld nat have [LUDs insarted unless they are clinizally stable an antiraroviral therapy.
Limited data suﬁqest that asvmpto matic women infectzd with human |mmuntxﬁen-:len-;p'l LIS A LS intraditer-
ing devices. Liftfa is kncin abcut tha uss of IUDs in women who have il ngsses sausing sariaus immuncoam-
promise. Tharafora these woman shauld be carsfully menitored for infsstion if they chacsz te use an IUD. The
figk of pregnancy shauld bs weighed against the theoratisal risk of infactian,

3. Embedment . ) -
Fartial Fv:'ﬂ&[[allriln o embzdment of ParaGard™ in the memetrium can make emeosal difficult. In some casss,
surgical remcial may be nesessary.

&, Perfiuration ) ) ) _ )

Fartial or tetal perferation f the utering wall ar carvix mav ossur rarely during plassment, although it maw net
iz detected until later, Spontanecus migration hag alsa Leen rsportsd. I parforation does coour, r2mevs
ParaGard” promptly, singe the copper can laxd te |nlfa|ue_nlt>neal adhegians. Intztinal penatraticn, Intestinal
abstruction, andar damage te adjacent organs may rasult if an 1UD is left in the peritonzal sadity, Pre-gparative
imaing fil losresd by lapartacopy ar laparctomy is clten requirad to remova an 10D from the peritonzal cavity.

7. Expulsinn

Eapulsion can oscur, usually during the mensss and usually in the first few manths after i
incrzased fisk af expulsicn in the nulliparcus patiznt, If unnotizad, an unintendad preqnancy
4. Wilsan’s Disiasy o o ) )
Thearetically, Parabard™ can axacerbatz Wilsans diseass, a rara qanetic diseass affscting copper excretian.

an. There is an
I aacur

PRECAUTIONS i i o
Patients should be counseled that this product does not protect against HIV infection (AIDS) and
other sexually transmitted diseases.

1. Information for Eatlem_s ) ) ) . ) )
Before inserting Parabard® discuss the Patient Package Insert with the patient, and give her time o read the infor-
mation. Discuss any questions she may have concerning ParaGard* as well as other methads of contraception.
Instruct her to promptly repart symptoms of inection, pregnancy, or missing slrings.

2 Insertion precautions, mnlinuin% care, and removal.
{See Package Brochure for INSTRUCTIONS FOR USE.)

3 Vaginal bleeding )

In the 2 largest clinical trials with ParaGard® (see ADVERSE REACTIONS, Table 2), menstrual changes were the
most common medical reason for discontinuation of ParaGard®. Discontinuation rates for pain and bleeding
combined are highest in the first year of use and diminish theteatter. The mcenlagﬁe of women who discontin-
ued ParaGard® because of hIeedlnF problems or pain d_unnq thes studies ranged from 11.9% in the first year
fo 2.2 % in year . Women con]g;ln |T]quof hvﬁv inal bleeding should be evaluated and treated, and may
nieed to discontinue ParaGard”. (See ADVERSE REACTIONS )

4 Vasovagal reactions, including fainting - ) o )
Some women have vasovagal reactions immediately after insertion. Hence, patients should remain supine until
feeling well and should be cautious when getting up.

5. Expulsion following placement after a hirth or abortion ) )

ParaGard® has been placed immediately after delivery, although risk of expulsion may be higher than when
ParaGard® is placed at times unrefated to delivery. Howewer, unless done immediately postrartum, insertion
should be delaved to the second postpartum month because insertion during the first postpartum month (excapt
for immediately after delivery) has been associated with increased risk of perforation.

ParaGard* can be placed immediately atter abortion, although immediate placement has a slightly hiq her risk of
expulsion than placement at other times. Placement after second trimester abortion is associated with a higher
risk of expulsion than placsment after the first rimester abortion.

A, Magnetic resonance |mau|ncr {MRI) ) ) )

Limited data sugfqeﬂ that MR at the Tevel of 1.5 Teslais acceptable in women using ParaGard®. One studa- exam-
ined the effect of MRI on the CU-7* Intrauterine Copper Contraceptive and Lippes Loop™ intrautering devices.
Meither device moved under the influence of the magnellp field or heated during the spin-echo sequences usu-
ally employed for pelvic imaging. An in vifro study did not detect movement or temperature change when
ParaGard® was subjected to MR

7. Medical diathermy o ) ) o
Thearetically, medical (nan-surgical) diathermy (short-wave and microwave heat therapy) in a Fa_nent with a
metal-containing JUD may caus# heat injury to the surrounding tissue. However, a small study of eight women
dlfd not dE[BI:LtIE significant elevation of inrauterine temperature when diathermy was performed in the presence
of a copper 1U0.

8 Pregnancy )
ParaGard* is contraindicated during pregnancy. (See CONTRAINDICATIONS and WARNINGS.)

9. Nursing mothers i ) ) ) )
Nursing mothers may use ParaGard®, Mo difference has been detected in concentration of copper in human milk
before and after insertion of copper [U0s. The ljterature is conflicting, but limited data suggest that there may be
anincreased risk of perforation and expulsion if a woman is lactating.

10. Pediatric use ) o
ParaGard™ is not indicated before menarche. Safely and efficacy have been established in women over 16 years

|

ADVERSE REACTIONS ) . ) ) ) .
The mast serious advarss svents assaciatzd with intrautaring contracaption are discusssd in WARNINGS and
PRECAUTIONS. Thasz include:
Intrautering pregnancy

Septics abiertion

Ectopic pregnancy

Pelvic: infastion

Perferatian

Embizdment

Tablz 2 shews discontinuatien rates frem bve clinical studies by advarsa avent and vear,

Table 2. Surninary of Rates {(He. per 100 Subjests) by Year for
Bilverse Evants Causiiig Dissotimation

Year
IHEEERE A E A E L AEREL
Pregnancy o7|os|oé|oz|os]oz]oo|os]oo]on
Expulzion 5725161203 [oofos|17 0204
Bleeding/Pain [11.9)9.8 |70 ]a6|a7|27]|a0|26]22(aF
Other Medieal
Event

Ho. of Women
at Start of Year

Adverse Event

|21 1e 17|01 |oa]10 04|07 |03

4952131 4920181 121] 872 |21 | 5R3 1485 | 425 | 52

5]

“Rl
Counisil §
The fallowing ads
Euenc}' or saeeily.

wighting the annual lis by the
nid he Veorld Heallh Organi zfio

& events have als been observed. These are listed alphabetizalle and not by order of fre-

Enamia [dznstrual flow, prolengzd
Bakache [danstrual spatting
Cvsmencirhea Fain and cramping

Urticarial allzrgic %kin reaction

Disparednia
vaginitiz

Expulsion, complets or partial
Lekamhea
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