Risk Evaluation and Mitigation Strategy (REMS) Document
Mycophenolate Shared System REMS Program

I. Administrative Information

Initial Shared System REMS Approval:9/2012
Most Recent REMS Updated: 01/2021

I1. REMS Goal

The goal of the Mycophenolate REMS is to mitigate the risk of embryo-fetal toxicity associated with use of
mycophenolate during pregnancy by:
1. Educating healthcare providers on the following:

e Theincreasedrisks of first trimester pregnancy loss and congenital malformations
associated with exposure to mycophenolate during pregnancy

e The needto counsel females of reproductive potential on the importance of pregnancy
prevention and planning when taking mycophenolate

e The needto report pregnancies to the Mycophenolate Pregnancy Registry
2. Informing females of reproductive potential who are prescribed mycophenolate about:
e Theincreasedrisks of pregnancy loss (miscarriage) and birth defects
¢ The importance of pregnancy prevention and planning when taking mycophenolate

III. REMS Requirements

Mycophenolate Applicants must provide training to healthcare providers who prescribe
mycophenolate.

The training must include all the elements of the FDA Blueprint.

For training provided by Mycophenolate Applicants, the training includes the following educational
material: Healthcare Provider Brochure.

For training provided by Continuing Education (CE) Providers, training is compliant with the REMS if it: 1)
is offered by an accredited CE Provider and supported by independent commercially-supported educational
grants from the Mycophenolate Applicants; 2) includes, at a minimum, a knowledge assessment of all
sections of the FDA Blueprint; and 3) is subject to independent audit to confirmthat conditions of the
REMS training have been met.

To inform healthcare providers about the REMS and the risks and safe use of mycophenolate,
Mycophenolate Applicants must disseminate REMS communication materials according to the
table below:

Target Audience Communication Materials & Dissemination Plans

Healthcare providers who REMS Letter: Dear Healthcare Provider Letter 1
prescribed mycophenolate
at least oncein the 12

months prior to the date of

1. Email within 60 calendardays of the approval of the REMS
modification (01/15/2021). If a healthcare provider’s email address is
not available, send by mail.
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Target Audience Communication Materials & Dissemination Plans

the REMS modification a. Forfirst emails marked unopened: Send a second email within
approval seven (7) calendar days of the date the first email was sent.
b. Forsecond emails marked unopen: Send by mail within 30
calendar days of the date that the second email was sent.
c. Foremails that are undeliverable: Send by mail within 30
calendar days of the date that the first set of emails were sent.

REMS Letter: Dear Healthcare Provider Letter 2
2. Email when accredited continuing education is available and no later
than 12 months following REMS modification approval. If a healthcare
provider's email address is not available, send by mail.
a. Forfirst emails marked unopened: Send a second email within
seven (7) calendar days of the date the first email was sent.
b. Forsecond emails marked unopen: Send by mail within 30
calendar days of the date that the second email was sent.
c. Foremails that are undeliverable: Send by mail within 30
calendar days of the date that the first set of emails were sent
i

All transplant centers REMS Letter: Dear Healthcare Provider Letter for Centers 1

1. Mail within 60 calendar days of the approval of the REMS modification
(01/15/2021).

REMS Letter: Dear Healthcare Provider Letter for Centers 2

2. Mail when accredited continuing education is available and no later
than 12 months following REMS modification approval (01/15/2021).

All newly identified REMS Letter: Dear Healthcare Provider Letter 1
healthcare providers who
prescribed mycophenolate
at least oncein the prior 12
months

1. Email within 60 calendar days of the datethe healthcare provideris
newly identified from the approval of the REMS modification until
accredited continuing education is available.

a. Send a second email within seven (7) calendar days of the date
the first email was sent if the first email is marked as
unopened.

b. Send by mail within 30 calendar days of the datethat the
second email was sent if the second email is marked as
unopened.

c. Send by mail within 30 calendar days of the datethat the first
set of emails were sent if a healthcare provider's email address
is not available or the email is undeliverable.

REMS Letter: Dear Healthcare Provider Letter 2

1. Afteraccredited continuing education is available: email within 60
calendar days of the date the healthcare provideris newly identified.

a. Send a second email within seven (7) calendar days of the date
the first email was sent if the first email is marked as
unopened.

b. Send by mail within 30 calendardays of the datethatthe
second email was sent if the second email is marked as
unopened.

c. Send by mail within 30 calendardays of the date that the first
set of emails were sent if a healthcare provider's email address
is not available or the email is undeliverable.

Healthcare providers who Website Banner

are likely to prescribe 1. Publish quarterly for 30 calendar days for the first 12 months after

Reference ID: 4732128



Target Audience Communication Materials & Dissemination Plans

mycophenolate approval of the REMS modification, then every 6 months for 2 years

through the following professional societies and their associated
journals:

a. American College of Rheumatology, American Society of
Transplantation, American College of Physicians, American
Academy of Neurology, American College of Obstetricians and
Gynecologists, American Society of Nephrology

To support REMS operations, Mycophenolate Applicants must:

1.

10.

11.

12.

13.

14.

Establish and maintain a REMS website, www.mycophenolaterems.com. The REMS website must
include a current list of training funded by the Mycophenolate Applicants the capability for

healthcare providers to confirm that they have completed training, order patient education materials,
and to print the Prescribing Information, Medication Guide, and REMS materials. All product websites
for consumers and healthcare providers must include prominent REMS-specific links to the REMS
website. The REMS website must not link back to the promotional product websites.

Make the REMS website fully operational and all REMS materials available through the website and
call center within 60 calendar days of REMS modification approval on 01/15/2021.

Establish and maintain a REMS call center for healthcare providers at 1-800-617-8191.

Direct CE Providers to the FDA Blueprint on https://www.accessdata.fda.gov/drugsatfda
docs/rems/Mycopheonolate 2021 01 15 FDA_ Blueprint_for_Mycophenolate REMS_Education.pdf

Ensure healthcare providers are able to order the Patient Information Brochure: What You Need to
Know About Mycophenolate and Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients online and by phone.

Ensure healthcare providers are able to access training no later than 12 months following approval of
the REMS modification (01/15/2021).

Ensure healthcare providers are able to report completion of training online and by mail, email, and
fax using the Prescriber Training Confirmation Form.

Ensure designees of transplant centers are able to report that healthcare providers at the center
have completed training by mail, email, and fax using the Center Training Confirmation Form.

Establish and maintain a validated, secure database of all healthcare providers and centers that
report completing training.

Monitor distribution and prescription data monthly to identify new mycophenolate prescribers who
need to be trained.

Notify accredited CE Providers of REMS-compliant training regarding changes to the FDA Blueprint
within 10 calendar days of such changes.

Use independent auditors (accreditation bodies of CE Providers are considered independent and
eligible to conduct the audits) to audit the educational materials used by the accredited CE Providers
of REMS-compliant training funded by the Mycophenolate Applicants to evaluate (1) whether the
content of the training addresses all the elements of the FDA Blueprint, (2) whether the knowledge
assessment measures knowledge of all sections of the FDA Blueprint, (3) whether the training was
conducted in accordance with the standards for commercially-supported CE of the Accreditation
Council for Continuing Medical Education or of another CE accrediting body appropriate to
prescribers.

Establish and maintain a registry which includes a reporting and collection system for females who
become pregnant and consent to participate to provide information on maternal and fetal outcomes.

Ensure that once a report suggestive of pregnancy is received, a Mycophenolate Applicant follows up
with the healthcare provider to obtain all required data for the registry.
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IV. REMS Assessment Timetable

Mycophenolate NDA Applicants must submit REMS Assessments 18 months from the date of the REMS
modification approval and every 18 months thereafter. Tofacilitateinclusion of as much information as
possible while allowing reasonable time to prepare the submission, the reporting interval covered by each
assessment should conclude no earlier than 60 calendar days before the submission date for that
assessment. The Mycophenolate NDA Applicants must submit each assessment so that it will be received
by the FDA on or before the due date.

V. REMS Materials
The following materials are part of the Mycophenolate REMS:

Training and Educational Materials
Healthcare Provider:

1. Healthcare Providertraining available at www.mycophenolaterems.com
2. Healthcare Provider Brochure

Patient:

3. Patient Information Brochure: What You Need to Know About Mycophenolate
4. Mycophenolate Pregnancy Registry Frequently Asked Questions for Patients

Communication Materials

Dear Healthcare Provider Letter 1
Dear Healthcare Provider Letter 2
Dear Healthcare Provider Letter for Centers 1

Dear Healthcare Provider Letter for Centers 2
Website Banner

WO N

Other Materials

10. Program website (www.mycophenolaterems.com)

11. Mycophenolate REMS Education Blueprint for Healthcare Providers Who Prescribe (FDA Blueprint)
12. Prescriber Training Confirmation Form

13. Center Training Confirmation Form
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YCOPHENOLATE REMS

HEALTHCARE
PROVIDER BROCHURE

What you needto know about mycophenolate use, first trimester pregnancy
loss, and congenital malformations.

What is my role in the Mycophenolate REMS?

Document your training in the Mycophenolate REMS

Educate Females of Reproductive Potential on the increased risks of mycophenolate
Check pregnancy status of patients

Reassess treatment options for patients who are considering becoming pregnant
Report any pregnancies to the Mycophenolate Pregnancy Registry

QBN =

For complete safety information and a comprehensive description of the increased risks associated with
mycophenolate, please see Prescribing Information, including Boxed WARNING and Medication Guide,

which can be found at www.MycophenolateREMS.com
ce .




MYCOPHENOLATE AND INCREASED

RISKS OF EMBRYOFETAL TOXICITY

There are increasedrisks of first trimester pregnancy loss and congenital malformations associated
with mycophenolate. As a healthcare provider, here is what you should know.

MY COPHENOLATE PREGNANCY RISKS DATAINSIGHTS

B Mycophenolate can cause fetal harm when In December 2006, the National
administered to a pregnant female. Exposure to Transplantation Pregnancy Registry

mycophenolate during pregnancy is associated (NTPR) published data from
with an increased risk of: prospective cases where 24 female

transplant patients reported 33
mycophenolate-exposed
pregnancies®. Of these pregnancies,

» First trimester pregnancy loss
> Congenital malformations, especially:

= external ear, cleft lip and palate there were:
abnormalities * 15 spontaneous abortions
> Anomalies of, but not limited to: (45%)
= the distal limbs, heart, esophagus, kidney, = 18 live-born infants

nervous system

MY COPHENOLATE REMS

B The Food and Drug Administration (FDA) requires
a Risk Evaluation and Mitigation Strategy (REMS)
to ensure the benefits of taking a drug outweigh
the serious risks.

Four of the 18 live-born infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate during
pregnancy that were reported in

postmarketing data':

B The Mycophenolate REMS is required due to post = 25 had spontaneous
marketing reports showing that exposure to abortions
mycophenolate during pregnancy is associated with = 14 had a malformed fetus or

increased risks of first trimester pregnancy loss and

_ _ infant, of which six had ear
congenital malformations.

abnormalities
| Mycophenglate is available by prescription as:

> CellCept (mycophenolate mofetil), Myfortic
(mycophenolic acid), Generic mycophenolate
mofetil, Generic mycophenolic acid.

While available data are limited,
structural malformations occurin
approximately 20% of live-born

infants exposed in utero to
mycophenolate. First trimester
pregnancy loss rates have been

HEALTHCARE PROVIDER INFORMATION

[ All prescribers of mycophenolate and females of reproductive potential, whether or not they
plan to get pregnant, should be aware of the increased risks associated with
mycophenolate.

reported to be approximately 45%*T.

B Females of reproductive potential include girls who have entered puberty and all women
who have a uterus and ovaries and have not passed through menopause.

M B Menopause is the permanent end of menstruation and fertility, and should be clinically
confirmed by a patient’s healthcare practitioner. Commonly used diagnostic criteria include:

> 12 months of spontaneous amenorrhea (not amenorrhea induced by a medical
condition or therapy)
> Post-surgical from a bilateral oophorectomy

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006;82:1698-1702.

tPrescribing Information for mycophenolate.

For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication Guide, which can be

found at M henolateREMS.com

wYCOPHENOLATE REMS
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MYCOPHENOLATE AND INCREASED

RISKS OF EMBRYOFETAL TOXICITY

As a healthcare provider, you need to complete the following five steps to help ensure the
implementation of Mycophenolate REMS with females of reproductive potential:

1 DOCUMENT YOURREMS TRAINING

[ Become familiar with the increased risks of embryofetal toxicity associated with mycophenolate and
the requirements of the Mycophenolate REMS

M Consider enrolling in an accredited CME/CE activity to further understand your role in the treatment
of patients taking mycophenolate products. A full list of CME/CE providers can be found at

MycophenolateREMS.com

I Complete and submit the online Prescriber Training Confirmation Form to document that you
understand, and will comply with the Mycophenolate REMS requirements. Submit your form by:

> Visiting MycophenolateREMS .com

» Calling 1-800-617-8191, Faxing a hard copy to 1-800-617-5768, or emailing a copy to

support@mycophenolateREMS.com

> Mailing a hard copy to Mycophenolate REMS 200 Pinecrest Plaza, Morgantown, WV 26505-9065
2 EDUCATE FEMALES OF REPRODUCTIVE POTENTIAL

B Educate females about the increased risks of mycophenolate exposure during pregnancy
M Provide females of reproductive potential with a Patient Information Brochure: What You Need To
Know About Mycophenolate and review it with them.

M Provide pregnancy planning education
B Provide contraception counseling

> Unless patients choose not to have sexual intercourse with a man at any time (abstinence), you
must instruct them to always use acceptable contraception:
= During entire treatment with mycophenolate
= For 6 weeks after they stop taking mycophenolate

= Emergency contraception
ACCEPTABLEBIRTH CONTROL OPTIONS

Guide your patients to choose from the following birth control options for use during treatment with mycophenolate:

Option 1 | Use Method Alone

M Pick one item from (A)
> Most effective: Less than 1 pregnancy

T

; Tubal
i Intrauterine
er 100 women in one year - Vasectom
p y Device (IUD) Sterilization y
Option 2 | Use Hormone & Barrier e .
- Pick one item from (B) and one item /P
from (C1) or (C2) shown below
> i i Progesterone i Birth Control Vaginal
4-7 pregnancies per 100 women in one g Birth Control

year

o ! (Progesterone) Ri Progesterone
Only Injection Pill Patch ing Only Implant

Option 3 | Use Two Barriers

M Pick one item from (C1) and one from
(C2)
> Least effective: 13 or more
pregnancies per 100 women in one
year

N @
1 ,g/\g;/ Female Condom Male Condom
o4
» \‘\ Female _._ Female Birth Cervical Cap
™ Diaphragm @\( Control with
7 with Spermicide Sponge Spermicide

Note: Mycophenolate reduces blood levels of the hormones in the oral contraceptive pill and could theoretically reduce its effectiveness.

Therefore, an additional barrier method of contraception must be used with all hormonal methods.
For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication Guide, which can be

found at MycophenolateREMS.com
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MYCOPHENOLATE AND INCREASED

RISKS OF EMBRYOFETAL TOXICITY

3 CHECKPREGNANCY STATUS

B One pregnancy test with a sensitivity of at least 25 mIU/mL should be done immediately before

starting mycophenolate

Results of all pregnancy tests should be discussed with the patient

Another pregnancy test with the same sensitivity should be done 8 to 10 days later
Repeat pregnancy tests should be performed at routine follow-up visits

> In the event of a positive pregnancy test, patients should continue to take mycophenolate until a
discussion can take place on the increased risks and benefits of mycophenolate treatment with the

patient.

> The patient should be apprised of the potential hazard to the fetus.

» In certain situations, you and the patient may decide that the maternal benefits outweigh the increased

risks to the fetus.

4 REASSESS TREATMENT OPTIONS FORPATIENTS WHO ARE

CONSIDERINGBECOMING PREGNANT

m Determine whether there are appropriate treatment options with
less potential for embryofetal toxicity.

B Refer patients for pre-conception counselfing and high-risk
obstetrical care as needed and coordinate care among the
patient’s established providers.

5 REPORTMYCOPHENOLATE-EXPOSED
PREGNANCIES

I The Mycophenolate Pregnancy Registry has been established to
evaluate mycophenolate-exposed pregnancies and their outcomes.
These data will provide an opportunity to learn more about
mycophenolate exposure in utero.

M Instruct patients to tell you if they get pregnant during treatment with
mycophenolate or within 6 weeks following discontinuation of
treatment.

B If you learn that a patient is pregnant, report the pregnancy to the
Mycophenolate Pregnancy Registry by:
> Visiting MycophenolatePregnancyRegistry.com
> Calling 1-800-617-8191

> Mailing information to Mycophenolate Pregnancy Registry
200 Pinecrest Plaza, Morgantown, WV, 26505-8065

[l Inform your patient that you will report any pregnancies of which you
become aware to the Mycophenolate Pregnancy Registry. Provision
of patient contact and medical information to the Mycophenolate
Pregnancy Registry is covered by a HIPAA waiver.

ADDITIONAL RESOURCES

These resources havwe been
deweloped to help ensure that you
and your patients understand the
increased risks associated with
exposure to mycophenolate during
pregnancy and to comply with the
requirements of the Mycophenolate
REMS.

= Patient Information Brochure

= Prescriber Training Confirmation
Form

= Center Training Confirmation
Form

® Medication Guides

® Mycophenolate Pregnancy

Registry Frequently Asked
Questions (FAQs) for Patients

= Contraception:
plannedparenthood.org

= Birth Defects: CDC.gov

= Birth Control: EDA.gov

For additional resources and more information about the Mycophenolate REMS, please visit
www.MycophenolateREMS.com or call the Mycophenolate REMS at 1-800-617-8191.

For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication

Guide, which can be found at www.%coghenolateREMS.com
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YCOPHENOLATE REMS

HEALTHCARE
PROVIDER BROCHURE

What you needto know about mycophenolate use, first trimester pregnancy
loss, and congenital malformations.

What is my role in the Mycophenolate REMS?
Document your training in the Mycophenolate REMS

Educate Females of Reproductive Potential on the increased risks of mycophenolate
Check pregnancy status of patients

Reassess treatment options for patients who are considering becoming pregnant
Report any pregnancies to the Mycophenolate Pregnancy Registry
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For complete safety information and a comprehensive description of the increased risks associated with
mycophenolate, please see Prescribing Information, including Boxed WARNING and Medication Guide,

which can be found at www.MycophenolateREMS.com
ce .




MYCOPHENOLATE AND INCREASED

RISKS OF EMBRYOFETAL TOXICITY

There are increasedrisks of first trimester pregnancy loss and congenital malformations associated
with mycophenolate. As a healthcare provider, here is what you should know.

MY COPHENOLATE PREGNANCY RISKS DATAINSIGHTS

B Mycophenolate can cause fetal harm when In December 2006, the National
administered to a pregnant female. Exposure to Transplantation Pregnancy Registry
mycophenolate during pregnancy is associated (NTPR) published data from
with an increased risk of: prospective cases where 24 female
> First trimester pregnancy loss transplant patients reported 33

mycophenolate-exposed

> Congenital malformations, especially: pregnancies*. Ofthese pregnancies

= external ear, cleft lip and palate

abnormalities UIEEOTIENEE
= 15 spontaneous abortions
> Anomalies of, but not limited to: (45%)
= the distal limbs, heart, esophagus, kidney, R feedbern e

nervous system

Four of the 18 live-born infants had

MY COPHENOLATE REMS structural malformations (22%).
B The Food and Drug Administration (FDA) requires
a Risk Evaluation and Mitigation Strategy (REMS) OUUE 17 EEL RS GEese

systemic mycophenolate during
pregnancy that were reported in
postmarketing data':

= 25 had spontaneous
abortions

to ensure the benefits of taking a drug outweigh
the serious risks.

B The Mycophenolate REMS is required due to post
marketing reports showing that exposure to
mycophenolate during pregnancy is associated with

increased risks of first trimester pregnancy loss and ® 14 had a malformed fetus or

congenital malformations. infant, Of\.N.h'Ch six had ear
abnormalities

| Mycophenglate is available by prescription as:

> CellCept  (mycophenolate mofetil), Myfortic While available data are limited,
(mycophenolic acid), Generic mycophenolate structural malformations occur in
mofetil, Generic mycophenolic acid. approximately 20% of live-born

infants exposed in utero to
mycophenolate. First trimester

I have b
HEALTHCARE PROVIDER INFORMATION D b ot

B All prescribers of mycophenolate and females of reproductive potential, whether or not they
plan to get pregnant, should be aware of the increased risks associated with
mycophenolate.

B Females of reproductive potential include girls who have entered puberty and all women

who have a uterus and ovaries and have not passed through menopause.
B Menopause is the permanent end of menstruation and fertility, and should be clinically

confirmed by a patient’s healthcare practitioner. Commonly used diagnostic criteria include:

» 12 months of spontaneous amenorrhea (not amenorrhea induced by a medical
condition or therapy)

> Post-surgical from a bilateral oophorectomy

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or siroli mus.
Transplantation. 2006;82:1698-1702.

tPrescribing Information for mycophenolate.

For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication Guide, which can be

found at M henolateREMS.com
wYCOPHENOLATE REMS
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MYCOPHENOLATE AND INCREASED

RISKS OF EMBRYOFETAL TOXICITY

As a healthcare provider, you need to complete the following five steps to help ensure the
implementation of Mycophenolate REMS with females of reproductive potential:

DOCUMENT YOURREMS TRAINING

[ Become familiar with the increased risks of embryofetal toxicity associated with mycophenolate and
the requirements of the Mycophenolate REMS

I Complete and submit the online Prescriber Training Confirmation Form to document that you
understand, and will comply with the Mycophenolate REMS requirements. Submit your form by:

> Visiting MycophenolateREMS .com

» Calling 1-800-617-8191, Faxing a hard copy to 1-800-617-5768, or emailing a copy to
support@mycophenolateREMS.com

» Mailing a hard copy to Mycophenolate REMS 200 Pinecrest Plaza, Morgantown, WV 26505-9065

2 EDUCATE FEMALES OF REPRODUCTIVE POTENTIAL

M Educate females about the increased risks of mycophenolate exposure during pregnancy

Il Provide females of reproductive potential with a Patient Information Brochure: What You Need To
Know About Mycophenolate and review it with them.
B Provide pregnancy planning education

M Provide contraception counseling
» Unless patients choose not to have sexual intercourse with a man at any time (abstinence), you
must instruct them to always use acceptable contraception:
= During entire treatment with mycophenolate
= For 6 weeks after they stop taking mycophenolate
= Emergency contraception

ACCEPTABLEBIRTH CONTROL OPTIONS

Guide your patients to choose from the following birth control options for use during treatment with mycophenolate:

Option 1 | Use Method Alone
M Pick one item from (A)
> Most effective: Less than 1 pregnancy

T

[y

; Tubal
; Intrauterine
er 100 women in one year Nizat Vasectom
p y Device (IUD) Sterilization y
Option 2 | Use Hormone & Barrier e .
- Pick one item from (B) and one item .
from (C1) or (C2) shown below
> 4-7 pregnancies per 100 women in one Progesterone  Birth Control Birth Control Vaginal
onlv Iniecti Bl (Progesterone) Ring Progesterone
year niyInjection ! Patch Only Implant
Option 3 | Use Two Barriers )59
) . 1 /f/ Female Condom @ / Male Condom
M Pick one item from (C1) and one from L4

(C2)

> Least effective: 13 or more
pregnancies per 100 women in one
year

Diaphragm /(€

Note: Mycophenolate reduces blood levels of the hormones in the oral contraceptive pill and could theoretically reduce its effectiveness.
Therefore, an additional barrier method of contraception must be used with all hormonal methods.
For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication Guide, which can be

found at M henolateREMS.com
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MYCOPHENOLATE AND INCREASED

RISKS OF EMBRYOFETAL TOXICITY

3 CHECKPREGNANCY STATUS

[ One pregnancy test with a sensitivity of at least 25 mIU/mL should be done immediately before
starting mycophenolate
Another pregnancy test with the same sensitivity should be done 8 to 10 days later

Repeat pregnancy tests should be performed at routine follow-up visits
Results of all pregnancy tests should be discussed with the patient

» In the event of a positive pregnancy test, patients should continue to take mycophenolate until a
discussion can take place on the increased risks and benefits of mycophenolate treatment with
the patient.

> The patient should be apprised of the potential hazard to the fetus.

> In certain situations, you and the patient may decide that the maternal benefits outweigh the
increased risks to the fetus.

4 REASSESS TREATMENT OPTIONS FORPATIENTS WHO ARE

CONSIDERINGBECOMING PREGNANT

B Determine whether there are appropriate treatment options with less
potential for embryofetal toxicity.
These resources have been
developed to help ensure that you

I Refer patients for pre-conception counseling and high-risk obstetrical
care as needed and coordinate care among the patient’s established
and your patients understand the
increased risks associated with

providers.
exposure to mycophenolate during

5 REPORTMYCOPHENOLATE-EXPOSED
PREGNANCIES
pregnancy and to comply with the

[l The Mycophenolate Pregnancy Registry has been established to
evaluate mycophenolate-exposed pregnancies and their outcomes.

These data will provide an opportunity to learn more about
mycophenolate exposure in utero.

requirements ofthe Mycophenolate
REMS.

= Patient Information Brochure

M Instruct patients to tell you if they get pregnant during treatment with ® Prescriber Training Form
mycophenolate or within 6 weeks following discontinuation of = Center Training Confirmation
treatment. Form

B Ifyoulearn that a patient is pregnant, report the pregnancy to the " Medication Guides

Mycophenolate Pregnancy Registry by:

> Visiting MycophenolatePregnancyRegistry.com
> Calling 1-800-617-8191

" Mycophenolate Pregnancy
Registry Frequently Asked
Questions (FAQs) for Patients

= Contraception:
plannedparenthood.org

» Mailing information to Mycophenolate Pregnancy Registry 200
Pinecrest Plaza, Morgantown, WV, 26505-8065

[ Inform your patient that you will report any pregnancies of which you
become aware to the Mycophenolate Pregnancy Registry. Provision of
patient contact and medical information to the Mycophenolate
Pregnancy Registry is covered by a HIPAA waiver.

= Birth Defects: CDC.gov
= Birth Control: EDA.gov

For additional resources and more information about the Mycophenolate REMS, please visit
www.MycophenolateREMS.com or call the Mycophenolate REMS at 1-800-617-8191.

For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication
Guide, which can be found at www.MycophenolateREMS.com
wYCOPHENOLATE REMS
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YCOPHENOLATE REMS

PATIENT INFORMATION
BROCHURE

What you needto know about mycophenolate use and pregnancy risk

What is my role in the Mycophenolate REMS?

1 | Talk with your doctor about the risks of mycophenolate

2 | Talk with your doctor about acceptable birth control and use it during your entire treatment
with mycophenolate and for 6 weeks after you stop taking mycophenolate

3 | Complete a pregnancy test before starting mycophenolate and another pregnancy test 8 to
10 days later to determine if you are pregnant. Repeat pregnancy tests during routine
follow-up visits with your doctor

4 | If you get pregnant while taking mycophenolate or within 6 weeks after you stop, call your
doctor right away. Do not stop taking mycophenolate prior to speaking with your doctor

To learn more about the serious risks of taking Mycophenolate, please see the Medication Guide, which
can be found at www.MycophenolateREMS.com

Reference ID: 4732128



MYCOPHENOLATE AND INCREASED RISKS OF

MISCARRIAGE AND BIRTH DEFECTS

There are increased risks of miscarriage and birth defects with use of mycophenolate. As a patient,
here is what you should know.

WHAT ARE THE RISKS WITH MYCOPHENOLATE? DATA INSIGHTS

I Higher risk of losing a pregnancy (miscarriage)
during the first 3 months

: : g In December 2006, the National
= Ellr%r: ((ejre:cles;;r_lat i Lo}y (TR (12 L it U1 Transplantation Pregnancy Registry

(NTPR) published data from
prospective cases where 24 female

» Defects of the ears

> Cleft lip or cleft palate transplant patients taking
» Defects of the arms, legs, heart, esophagus, mycophenolate reported 33
kidney, and nervous system pregnancies*. Of these pregnancies,

[l These are not all of the serious risks of taking HiErs e .
mycophenolate. Please read the Medication Guide, * 15 spontaneous abortions
which can be found at MycophenolateREMS.com to (45%)
learn about all of the risks of taking mycophenolate. ® 18 live-born infants

Four of the 18 live-born infants had
WHAT IS THE MYCOPHENOLATE REMS? birth defects (229%).

B The Mycophenolate Risk Evaluation and Mitigation Of the 77 females who took
Strategy (REMS) is a program to tell patients and mycophenolate during pregnancy E
healthcare provide_rs ab(_)ut the high_er risk of . * 25 had spontaneous
pregnancy loss (miscarriage) and birth defects with abortions
U2 L5 @ e e, ® 14 had a fetus or infant-with

B This program is required by the Food and Drug defects.

Administration (FDA) to help prevent miscarriages
and birth defects. While available data are limited, birth

M Females who can get pregnant and are taking defects occur in approximately 20%
mycophenolate should participate in the of live-born infants exposed to
Mycophenolate REMS. mycophenolate during pregnancy.

B Mycophenolate is available by prescription as: First trimester pregnanc¥ loss rates

» CellCept® (mycophenolate mofetil), Myfortic” are approximately 45%* .

(mycophenolic acid), Generic mycophenolate
mofetil, Generic mycophenolic acid.

WHAT DO | NEED TO KNOW ABOUT PREGNANCY PREVENTION?

M Talk with your doctor about birth control and pregnancy planning. Unless you choose not to have sexual
intercourse with a man at any time (abstinence), you must always use acceptable birth control.
> During your entire treatment with mycophenolate

> For 6 weeks after you stop taking mycophenolate

M If you are thinking about having a baby, tell your doctor right away and do not stop taking mycophenolate before
speaking to your doctor.

> In some cases, you and your doctor may decide that your medicine is more important to your health
than the increased risks to your unborn baby.

B If you get pregnant while you are taking mycophenolate or within 6 weeks after you stop taking mycophenolate,
tell your doctor right away and do not stop taking mycophenolate before speaking to your doctor.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus. Transplantation.
2006;82:1698-1702.
tPrescribing Information for mycophenolate

To learn more about all the risks of taking mycophenolate, please see the Medication guide, which can be found at MycophenolateREMS.com

|
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MYCOPHENOLATE AND INCREASED RISKS OF

MISCARRIAGE AND BIRTH DEFECTS

If you are a girl or woman who can get pregnant, you should participate in the Mycophenolate REMS
while you are taking mycophenolate. To participate follow these three steps.

1 TALKWITHYOURDOCTOR

B Talk with your doctor about mycophenolate use and risk of miscarriage or birth defects.

2 CHOOSEABIRTHCONTROL OPTION

B Choosing birth control is very personal. Talk with your doctor or obstetrician/gynecologist to decide
what is best for you. Unless you choose not to have sexual intercourse with a man at any time

(abstinence), you must use acceptable birth control for your entire treatment with mycophenolate
and for 6 weeks after you stop taking mycophenolate.

B Unless you use an intrauterine device (IUD), have had sterilization surgery (had your tubes tied or
blocked), or if your partner has had a vasectomy, you may need to use more than one method of
birth control at the same time.

B Mycophenolate could make hormone methods of birth control not work as well.

» Itis possible that birth control pills may not work as well when you take mycophenolate and you could
become pregnant.

> |t is possible that other hormone methods (like the patch, the ring, the shot, and the implant) may also
not work as well when you take mycophenolate and you could become pregnant.

> ltis important that a barrier method of birth control, like a condom, is also used with any hormone
method of birth control.

ACCEPTABLEBIRTH CONTROL OPTIONS

Talk with your doctor and pick from the following birth control options during treatment with mycophenolate.

|
M Pick one item from (A) i
> Most effective: Less than 1 pregnancy

Option 1 | Use Method Alone 5 ‘ (,f dB

. Intrauterine Tubal Vasectomy
per 100 women in one year Device (1UD) Sterilization
Option 2 | Use Hormone & Barrier é P

[ Pick oneitem from (B) and one item /

from (C1) or (Cz) Shown beIOW Progesterone Birth Control Birth Control Vaglnal

. . Progesterone
> 4-7 pregnancies per 100 women in one Only Injection Pill (Progesterone) Ring o g
Patch nly Implant
year
; ; <N ~
Optllon 31 Use Two Barriers 1 /y\“! Female Condom & =~ Male Condom
M Pick one item from (C1) and one from &y
(C2) C \. Femal Female Bith Cervical C
. X emale - emale bl ervical Ca
> Least effective: 13 or more 2 ‘e~ Diaphragm (€ ) Control with
pregnancies per 100 women in one “&*with Spermicide === Sponge Spermicide
year

To learn more about all the risks of taking mycophenolate, please see the Medication

uide, which can be found at M henolateREMS.com
wYCOPHENOLATE REMS
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MYCOPHENOLATE AND INCREASED RISKS OF

MISCARRIAGE AND BIRTH DEFECTS

3 GETAPREGNANCYTEST

B You should have a pregnancy test immediately before starting mycophenolate and another
pregnancy test 8 to 10 days later.

> Your doctor should give you a pregnancy test during routine follow-up visits.
» Be sure to talk to your doctor about the results of all of your pregnancy tests.

IMPORTANT INFORMATION

M If you are thinking about having a baby, talk with your doctor right away. Your doctor
will help you decide if other medicines other than mycophenolate may be right for you.

M If you get pregnant while you are taking mycophenolate or within 6 weeks after you
stop, contact your doctor right away and do not stop taking mycophenolate before
speaking to your doctor.

» Your doctor will talk with you about taking part in the Mycophenolate Pregnancy
Registry and you should report your pregnancy to the Registry by:
= Calling 1-800-617-8191 and choosing “Mycophenolate Pregnancy Registry”
from the menu options or
= Visiting MycophenolatePregnancyRegistry.com

> After enrollment in the registry, you will be asked to provide informed consent and
medical release. Your doctor can review these forms with you.

RESOURCES FORYOU

There are many resources to help you get the information you need about the Mycophenolate REMS.

B Medication Guide for mycophenolate
> Gives you important safety information you need to know about your medicine.
M Your doctor or other healthcare provider

B MycophenolateREMS.com

> Provides access to all Mycophenolate REMS resources and materials.
B Mycophenolate Pregnancy Registry

> Collects information about pregnancies that occur during treatment with mycophenolate or within 6
weeks after stopping. You can contact the Registry by calling 1-800-617-8191 or by visiting

MycophenolatePregnancyRegistry.com

B Mycophenolate Pregnancy Registry Frequently Asked Questions for Patients
> Provides answers to frequently asked questions about the Registry. You can get this from your
healthcare provider or by visiting: MycophenolateREMS .com

» Birth Control: plannedparenthood.org

> Birth Control: FDA.gov

To learn more about all the risks of taking mycophenolate, please see the Medication
guide, which can be found at MycophenolateREMS.com
YCOPHENOLATE REMS
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MYCOPHENOLATE AND RISK

OF EMBRYOFETAL TOXICITY

Increased risks of first trimester
pregnancy loss and
congenital malformations

mYCOPHENOLATE REMS
RISKS OF FIRST TRIMESTER PREGNANCY LOSS

AND CONGENITAL MALFORMATIONS

CLICK HERE TO LEARN MORE
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Home Fage | Prescribing Information | Report a Pregnancy | Tell a8 Colleague

YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Reporta Additional For CME/CE

Overview Overview Professionals Overview Materials Pregnancy Resources Community

WELCOME TO THE MYCOPHENOLATE REMS (Risk Evaluation and Mitigation Strategy)

Looking for Accredited REMS CME/CE Activities?

Click here

What is the Mycophenolate REMS?
The Mycophenolate REMS is a program to tell doctors, nurses, pharmacists, and patients about the increased risks of taking mycophenolate
during pregnancy. It was required by the Food and Drug Administration (FDA).

What are the risks of mycophenolate during pregnancy?

= Higher risk of miscarriage in the first 3 months.
= Higher risk that the baby will have birth defects.

Wheo should be informed about the Mycophenolate REMS5?

For Prescriber Overview, For Patient Overview, For Other Healthcare
click here click here Professionals, click here

What is the goal of the Mycophenolate REMS?
The goal of the Mycophenolate REMS is to mitigate the risk of embryofetal toxicity associated with the use of mycophenolate during pregnancy
by:

1. Educating healthcare providers on the following:
= The increased risks of miscarriage and birth defects associated with exposure to mycophenolate during pregnancy.

= The need to counsel famales of reproductive potential on the importance of pregnancy prevention and planning when taking
mycophenolate.

= The need to report pregnancies to the Mycophenolate Pregnancy Registry.

2. Informing females of reproductive potential who are prescribed mycophenolate about:
= The increased risks of pregnancy loss (miscarriage) and birth defects.

= The importance of pregnancy prevention and planning when taking mycophenolate.

What medications contain mycophenolate?

Mycophenolate Mofetil Mycophenolic Acd
CellCept® by Genentech USA, Inc. Myfortic® by Novartis Pharmaceuticals
Corporation.

Generic formulations by ==

Generic formulations by >>

*Females of reproductive potential include girls who have entered puberty and all women who have a uterus and ovaries and have not passed
through menopause.

Privacy Statement | Legal Statemeni | Intended for U5, Audiences Only Copyright @ [YY'Y] Mycophenolate REMS. All rights reserved
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CME/CE Activities Page
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Home Page | Prescribing Information | Repert a8 Pregnancy. | Tell 2 Colleague

YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Reporta Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

ACCREDITED REMS CME/CE ACTIVITIES

The goal of the Mycophenolate REMS is to mitigate the risk of embryofetal toxicity associated with the use of
mycophenolate by:
1. Educating healthcars providers on the following:

= The increased risks of first trimester pregnancy loss and congenital malformations associated with exposure to mycophenolate during
pregnancy.

= The need to counsel females of reproductive potential on the importance of pregnancy prevention and planning when taking
mycophenolate.

= The need to report pregnancies to the Mycophenolate Pregnancy Registry.

2. Informing females of reproductive potential who are prescribed mycophenolate about
= The increased risks of pregnancy loss (miscarriage) and birth defects

= The importance of pregnancy prevention and planning when taking mycophenolate.

As part of the Mycophenolate REMS, the Mycophenolate Applicants must provide training for healthcare providers who prescribe and/or
participate in the treatment of patients taking mycophenolate products. This training includes accredited CME/CE activities developed by
accredited CME/CE Providers and offered to healthcare providers at no cost

The FDA has developed a FDA Blueprint for the Mycophenolate REMS, which contains a high-level outline of the core educational messages that
must be addressed in the educational programs developed under the Mycophenolate REMS. The core messages are directed to healthcare
providers who prescribe and/or participate in the treatmeant of patients taking mycophenolate products.

A list of available REMS CME/CE activities offered by accredited CME/CE Providers and supported by independent commercially-supported
aducational grants from the Mycophenolate Applicants appears below. To access these accredited CME/CE activities, click on any link in the
Table below.

Accredited CME/CE Provider Link to CME/CE Activity

The Mycophenolate Applicants attest that this table will be populated once grants are approved and will include the list of available
CMEICE activities.

Privacy Statement | Legal Statement | Infended for U5, Audiences Only Copynight & [YYYY] Mycophenolate REMS. Al rights reserved.
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YCOPHENOLATE REMS rcscior i

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional For CME/CE
Overview Overview Professionals Overview Materials Pregnancy Resources Community

INFORMATION FOR PRESCRIBERS

Looking for Accredited REMS CME/CE Actlivities”? : i
.Prescnber_ Training

Click here To view the Healthcare

Provider Brochure, and
document your training, click)

| here. J
What is my role in the Mycophenolate REMS? ciick sten o expand detaiis
© Step 1 - Document your training in the Mycophenolate REMS ..REMS Materials
Download or Ord terials, |
You should become familiar with the increased risks of embryofetal toxicity kit ettt S

associated with mycophenolate and the requirements of Mycophenolate REMS:
= First-trimester pregnancy loss

= Congenital malformations, especially
- external ear DATA INSIGHTS

- cleft lip and palate abnormalities in December 2006. the National
Transplantation Pregnancy Registry
= Anomalies of (NTPR) published data from
) . prospective cases where 24 female
- the distal limbs st patents renrad 1
- heart mycophenclate-exposed
pregnancies”. Of these pregnancies,
- esophagus there were:
= * 15 spontaneous aborlions
- kidney (45%)
- and nervous system ¥ 18 live-born infants
As a prescriber of mycophenolate, you should document your training in the KO oF B 1 v o Dk fad
P ycop i y i iy y ) 9 structural malformations (22%).
Mycophenolate REMS by completing a Prescriber Training Confirmation Form to
document that you understand, and will comply with Mycophenolate REMS. Of the 77 females exposed to
. systemic mycophenolate during
You can submit a Prescriber Training Confirmation Form to Mycophenolate REMS pregnancy that were reported in
by one of several ways: postmarketing data’
L]
- Visit www.MycophenolateREMS.com and complete the online form o comens
- Complete a hard copy and submit it via fax to 1-800-817-5768 * 14 had a malformed fetus or
. e infant, of which six had ear
- Complete a hard copy and mailiemail it to: el
Mycophenolate REMS While available data are limited,
200 Pinecrest Plaza structural malformations oceur in
Morgantown, WV 26505-8065 :—’:‘PWD’“"‘B““” g?fﬂw
Support@mycophenclateREMS.com mycophenolate. First nmester
- Call 1-800-817-8191 pregnancy loss rates have been

reported to be approximately 45%*t.

© Step 2 - Educate Females of Reproductive Potential
O Step 3 - Check Pregnancy Status

© Step 4 - Report any pregnancies to the Mycophenclate Pregnancy Registry

Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe

mycophenolate-containing products?

Healthcare providers are not required to complete the Prescnber Training Confirmation Form in arder fo
prescribe mycophenalate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing Information and the Healthcare
Prowvider Brochure or attending an accredited continuing education (CE) training program. As part of the
REMS, the manufacturers of mycophenolate products have provided unrestricted grants to support
CME/CE activities regarding risks associated with mycophenolate use during pregnancy. A full list of
CMEICE providers can be found on this website.

. Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

There are three ways to obtain REMS materials:

To Order Online, click here

1. ONLINE — You can order the materials online.
2. BY PHONE — You can order materials by calling the Mycophenolate REMS call center at 1-600-617-8191.

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

o Patient Information Brochure: What You Need To Know About
W maman RENS

Mycophenolate
it el = Far prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

[ Healthcare Provider Brochure
» For prescribers
“E'“"ngggﬁ::gw““ = Contains information on the risks associated with exposure to mycophenolate during

pregnancy, the compeonents of the Mycophenolate REMS, and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= Forprescribers

= Contains impertant information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= For healthcare centers

= Contains impeortant information about the Mycophenclate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

D Prescriber Training Confirmation Form

= For prescribers

= This form can be used to document training in the Mycophenolate REMS. The farm
can be filled out and malled or faxed to document your training.

== View to Print or Save | Order

HEEE - CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM. et al. Pregnancy outcomes in sclid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006;82:1698-1702.
1Prescribing Information for mycophenolate.

Get i
| ADCHE" READER™

Privacy Stalement | Legal Statement | Intended for U 5. Audiences Only Copyright @ [YVVY] Mycophenolale REMS. All nghls reserved
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YCOPHENOLATE REMS .
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INFORMATION FOR PRESCRIBERS

Looking for Accredited REMS CME/CE Activities? . -
. Prescriber Training

M To view the Healthcare
Provider Brochure, and
document your training, click!

Il here. y
What is my role in the Mycophenolate REMS? ciick siep fo expand deais
© Step 1 - Document your training in the Mycophenolate REMS .REMS Materials
Download or Order materials, |

© Step 2 - Educate Females of Reproductive Potential S |

= Educate females about the increased risks of mycophenolate exposure
during pregnancy. Discuss the increased risks of miscarriage and birth

defects associated with exposure to mycophenolate during pregnancy with '
females of reproductive potential before initiating treatment. DATA INSIGHTS

In December 2006, the Mational

Transplantation Pregnancy Regisiry
(NTPR) published data from

The information you share in this discussion will be reinforced by the
Patient Information Brochure: What You Need To Know About

Mycophenolate. prospective cases where 24 female
- Provide females of reproductive potential with a Patient Information ok i
Brochure: What You Need To Know About Mycophenolate. p,-:gnﬂnmsu_ Of these pregnancies
there were:
Patients need to understand: ® 15 spontaneous abortions
{45%)

1) the increased risks of miscarriage and birth defects while using "' 16 liva-bom infants

HyCOphEHORA®E Four of fhe 18 live-bom infants had
2) their birth control options structural matformations (22%).
3) their role in the Mycophenolate REMS Of the 77 females exposed to
systemic mycophenolate duri
= Provide pregnancy planning education. pyr;gnancy that were m:atl:éng
: : : o L postmarketing data’:
Advise patients using mycophenoclate to let you know if they are considering * 25 had spontaneous
pregnancy. For a patient considering pregnancy, abortions
: ® 14 had a malformed fetus or
Determine whether there are appropriate treatment options with less infant, of which six had ear
potential for embryofetal toxicity. abnormalities

While available data are limiled,
structural malformations occur in
approximalely 20% of live-born
infants exposed in utero to

Refer patients for pre-conceptional counseling and high risk obstetrical care mycophenolate, First fimester

as needed and coordinate care among the patient's established providers. pregnancy loss rates have been
reported to be approximately 45%"1.

It is important to optimize the patient’s underlying medical condition(s) and
nutritional status prior to conception.

= Provide contraception counseling.

Unless patients choose not to have sexual intercourse with a man at any
time (abstinence), you must instruct them to always use acceptable
contraception.

- During entire treatment with mycophenolate

- For 6 weeks after they stop taking mycophenoilate

The following table lists the forms of contraception that are acceptable for use
during treatment with mycophenolate. Guide your patients to choose from the
following birth control options:

Frint

ACCEPTAELE BIRTH CONTROL OPTIONS

Guide your patients to choose from the following binth contral cptions for use during treatment with mycophenclate:

Option 1 | Use Method Alone I g
I8 Pick one item from (A) ¥ [}
= Most effective: Less than 1 pregnancy T
per 100 women in one year w”ﬁ$1 . Vit
Option 2 | Use Hormone & Barrier " e
g Pick ane ltem from (B) and ane ftem J-f“" ‘."r/;':r\ LJ." O £
from (C1) of (C2) shown below - ek
* 4.7 pregnancies per 100 women in one Frogesterons  Buth Control Bath Condrol Vagnal
year Only Ingection (™ ﬂwpmm] Rerg Eﬁnﬁdﬂﬂw
Option 3 | Use Two Barriers ¥ . 9 i
W Pick one itemn from (C1) and one from (<4
1C2) - e
= Least effective: 13 of more 2 é\\ Femate -, Femile Bt - =350y Cervical Cap
pregnancies per 100 women in one ,-m""m oo ;wm"'"" aw“:‘m
year

S At e of Dk Pt m [ Dol (0 b i ol o L] Mol iy (98008 B Wt et

* Females of reproductive potential includes girls who have entered puberty and
all women who have a uterus and ovaries and have not passed through
menopause.

Note: Mycophenolate reduces blood levels of the hormones in the oral
contraceptive pill and could theoretically reduce its effectiveness. Therefore, an
additional barrier method of contraception must be used with all hormonal
methods.

EMERGENCY CONTRACEFTION

= Patients should also be counseled on the availability of emergency
contraception in the event they have intercourse without acceptable
contraception or their contraceptive method fails.

© Step 3 - Check Pregnancy Status

© Step 4 - Report any pregnancies to the Mycophenolate Pregnancy Registry

Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe

mycophenolate-containing products?

Healthcare providers are not required to complete the Prescnber Training Confirmation Form in order {o
prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing Information and the Healthcare
Provider Brochure or attending an accredited continuing education (CE) training program. As part of the
REMS, the manufacturers of mycophenolate products have provided unrestricted grants to support
CME/CE activities regarding risks asscciated with mycophenolate use during pregnancy. A full list of
CMEICE providers can be found on this website.

" Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

There are three ways to obtain REMS materials:

1. ONLINE = You can order the materials online. Gk Order Online, click here

2. BY PHONE — You can order materials by calling the Mycophenalate REMS call center at 1-800-617-8191.

3 VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Salect itams from the list
below.

Your REMS Materials:

PN Patient Information Brochure: What You Need To Know About
oo FENS Mycophenolate

PATIENT INFORMATION
BROCHURE

= For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

Q.. Healthcare Provider Brochure

wouart REAS,

= For prescribers

HEALTHCARE PROVIDER
BROCHURE

= Contains information on the risks associated with exposure to mycophenolate during
pregnancy, the components of the Mycophenolate REMS. and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= Contains important information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= Faorhealthcare centers

= Contains important information about the Mycophenolate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to-give to female patients of reproductive potential

View to Print or Save | Order

i Prescriber Training Confirmation Form

b s b s

= For prescribers

= This form can be used to document training in the Mycophenalate REMS. The form
can be filled out and mailed or faxed to document your fraining.

= View to Print or Save | Order

S CeliCept Medication Guide

i View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006:82:1693-1702.
1Prescribing Information for mycophenolate.

Get ¥
Ao REAGER
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INFORMATION FOR PRESCRIBERS

Looking for Accredited REMS CME/CE Activities?

Click here

What is my role in the Mycophenolate REMS? ciici step to expand datais

© Step 1 - Document your training in the Mycophenolate REMS
© Step 2 - Educate Females of Reproductive Potential
© Step 3 - Check Pregnancy Status

You must determine if females of reproductive potential are pregnant:

= One pregnancy test with a sensitivity of at least 25 miU/mL should be done
immediately before starting mycophenoclate

= Another pregnancy test with the same sensitivity shouid be done 8 to 10
days later

= Repeat pregnancy tests should be performed at routine follow-up visits
= Results of all pregnancy tests should be discussed with the patient

In the event of a positive pregnancy test, patients should centinue to take
mycophenolate until a discussion can take place on the increased risks and
benefits of mycophenolate treatment with the patient.

The patient should be apprised of the potential hazard of the fetus.

In certain situations, you and the patient may decide that the maternal benefits
outweigh the increased risks to the fetus.

© Step 4 - Report any pregnancies to the Mycophenolate Pregnancy Registry

Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe

mycophenolate-containing products? _

Healthcare providers are not required to complete the Prescriber Training Confirmation Form in order to
prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing Information and the Healthcare
Provider Brochure or attending an accredited continuing education (CE) training program. As part of the
REMS, the manufacturers of mycophenolate products have provided unrestricted granis to support

Additional
Resources

Prescriber Login

Commiunity

. Prescriber Training

To view the Healthcare
Provider Brochure, and
document your training, click
here.

-

.REMS.M‘amﬂals

Download or Order materials,
click here.

g

. DATAINSIGHTS

In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies” Of these pregnancies,
there were:

* 15 spontaneous abortions

(45%)
= 18 live-born infants

Four of the 18 live-bom infants had
structural malformations (22%)

Of the 77 females exposed 10
systemic mycophenolate during
pregnancy that were reported in
postmarketing data’-
" 25 had sponlaneous
abortions
" 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available dala are limited,
structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First tnmester
pregnancy loss rates have been

For CME/CE

CME/CE activities regarding risks associated with mycophenolate use during pregnancy. A full list of
CMEICE providers can be found on this website.

| Program Resources and Educational Materials .

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

reported to be approximately 45%"T

There are three ways to obtain REMS materials:

To Order Online, click here

1. ONLINE — You can order the materials online.
2_BY PHONE - You can order materials by calling the Mycophenclate REMS call center at 1-800-617-8191

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

@ . Patient Information Brochure: What You Need To Know About
ISR Mycophenolate

PATIENT INFORMATION
BROCHURE

= For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

Healthcare Provider Brochure

ﬁ‘...ﬂwu:. RENTS

= For prescribers

HEALTHCARE PROVIDER
BROCHURE

= Contains information on the risks associated with exposure to mycophenaolate during
pregnancy, the components of the Mycophenolate REMS, and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= (Contains important information about the Mycopheriolate REMS

View to Print or Save

Dear Healthcare Provider ([DHCP) Letier for Centers

= For healthcare centers

= Contains important information about the Mycophenolate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

L S Prescriber Training Confirmation Form
e = = For prescribers
e = This form can be used to document fraining in the Mycophenolate REMS. The form
== - can be filled out and mailed or faxed to document your training.
= - View to Print or Save | Order

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantafion. 2006.82:1695-1702.
TPrescribing Information for mycophenolate.

Get b4
AU READERS
|

Privacy Stalement | Legal Statement | Intended for LS. Audiences Only Copyright ® [Y(] Mycophenolate REMS. Al rights reserved.

Reference ID: 4732128



Home FPage | Prescribing Information | Report 8 Fregnancy | Teli a Colleague

YCOPHENOLATE REMS Bt

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS
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INFORMATION FOR PRESCRIBERS

Looking for Accredited REMS CME/CE Activities? : 9%
. Prescriber Training

M To view the Healthcare
Provider Brochure, and
document your training, click]

here.
What is my role in the Mycophenolate REMS? Cic step 0 exoand getais
© Step 1 - Document your training in the Mycophenolate REMS .REMS Materials
i i Download or Order materials,
© Step 2 - Educate Females of Reproductive Potential click hee:

© Step 3 - Check Pregnancy Status | |

-

© Step 4 - Reportan nancies to the Mycophenolate Pregnancy Regist
] P Y preg Mycop regnancy Registry DATA INSIGHTS

The Mycophenolate Pregnancy Registry has been established to evaluate

mycophenolate-exposed pregnancies and their outcomes. These data will provide In December 2006, the National
an opportunity to learn more about mycophenolate exposure in utero. Transplantation Pregnancy Registry
(NTPR) published data from
Instruct patients to tell you if they become pregnant during treatment with m;ﬁggx:gm
mycophenolate or within & weeks following discontinuation of treatment. mycophenolate-exposed
pregnancies”. Of these pregnancies,
If you learn that a patient is pregnant: there were:
i ;
- Report the pregnancy to the Mycophenolate Pregnancy Registry gfsﬁff’“""e““s S
- By phone: 1-800-617-8191 ® 18 live-born infants
- Online b‘y t:llcking this link _R_eporrt a Pregnancy; Four of the 18 live-born infants had

- Or by mail: UBC structural malformations (22%).

200 Pinecrest Plaza, Of the 77 females exposed to
Morgantown, WV 26505-8085 systemic mycophenolate dring
pregnancy that were reported in
Patients should be informed that you will report any pregnancies of which you postmarketing data’-
become aware to the Mycophenolate Pregnancy Registry. Provision of patient * 75 had spontaneous
contact and medical information to the Mycophenolate Pregnancy Registry is abortions
covered by a HIPAA waiver. * 14 had a malformed fetus or
. iz 3 infant, of which six had ear
= Encourage the patient to participate in the Mycophenolate Pregnancy abnormalities
Registry and encourage patients to read the Mycophenciate Pregnancy
Registry Frequently Asked Questions for Patients on this website While available data are fimited,

structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First tnmester
pregnancy loss rates have been

Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe reported to be approximately 45%*t.

mycophenoclate-containing products?

Healthcare providers are not required to complete the Prescriber Training Confirmation Form in order to
prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing {nformation and the Healthcare
Provider Brochure or attending an accredited continuing education (CE) training program. As part of the
REMS, the manufacturers of mycophenolate producis have provided unrestricted granis to support
CME/CE activities regarding risks associated with mycophenolate use during pregnancy. A fuil list of
CMEICE providers can be found on this website.

. Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

There are three ways to obtain REMS materials:

1. ONLINE — You can order the materiats online. USRS a1l $i1553

2_BY PHONE - You can order materials by calling the Mycophenclate REMS call center at 1-800-617-8191

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

o p Patient Information Brochure: What You Need To Know About
ooy RERS

Mycophenolate
e /i » Farprescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenclate REMS

View to Print or Save | Order

. ——— Healthcare Provider Brochure

= For prescribers

"’EA"’E%EESSEW“ER = Contains information on the risks associated with exposure to mycophenolate during

pregnancy, the components of the Mycophenolate REMS, and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= (Contains important information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= For healthcare centers
= Contains important information about the Mycophenolate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

[ Prescriber Training Confirmation Form

B e L

= For prescribers

= This form can be used to document training in the Mycophenolate REMS. The form
can be filled out and mailed or faxed to document your training.

View to Print or Save | Order

R — CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus:
Transplantafion. 2006;62:1698-1702.
TPrescribing Information for mycophenolate.
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Overview Owe Professionals Overview i Pregnancy Resources Community

INFORMATION FOR PATIENTS

| take mycophenn[ate,_ what do | need to know and do? ciici zn iem beiow to sxpand details

@ Understanding the increased risks of taking mycophenolate during pregnancy . Report a Pregnancy
If you are a girl or woman who can get pregnant, your doctor will talk with you Te report a pregnancy, click
about the increased risks of mycophenolate during pregnancy. here.

You need to learn about the following risks of mycophenolate in pregnancy: - .

= Higher risk of miscarriage during the first 3 months.
= Higher risk that the baby may be born with the birth defects: .REMS Materials

- Defects of the ears To view program materials

= online, click here.
- Cleft lip or cleft palate
- Defects of the arms, legs, heart, esophagus, kidney, and nervous. \ p
system

Click here to see complete patient information in the Patient Information | DATA INSIGHTS

Brochure: What You Need To Know About Mycophenolate
) In December 2006, the National

Transplantation Pregnancy Registry

{NTPR) published data from

prospective cases where 24 female

transplant patients reported 33

© Dol need a pregnancy test? mycophenolate-exposed

pregnancies®. Of these pregnancies,

© What if | am thinking about getting pregnant? there were:

® 15 spontaneous abortions
(45%)

* 18 live-born infants

© Do | need to use birth control?

© What if | get pregnant?

Four of the 18 live-bom infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate during
pregnancy that were reported in
postmarketing data':
® 25 had sponfaneous
abortions
® 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are imiled,
structural malformations occur in
approximately 20% of live-bom
infants exposed in utero to
mycophenolate. First inmester
pregnancy loss rates have been
reported to be approximately 45%"*t.

_ Program Resources and Educational Materials

Your REMS Materials:

< ) Patient Information Brochure: What You Need To Know About
criiE s ar REMS

: Mycophenolate
e~ b = For female patients of raproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenoclate Pregnancy Registry Freguently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

*Sifontis NM, et al. Pregnancy outcomes in selid organ transplant recipients with exposure to mycophenelate mofetil or sirolimus.
Transplantation. 2006;82:1696-1702.
TPrescribing Information for mycophenolate.
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INFORMATION FOR PATIENTS

| take mycophenoclate, what do | need to know and do? Cick an item below fo 2xpand details
@ Understanding the increased risks of taking mycophenolate during pregnancy
© Do | need to use birth control?

You must always use acceptable birth control:
= During your entire treatment with mycophenciate
= For 6 weeks after you stop taking mycophenclate

Unless you choose not to have sexual intercourse with a man at any time
{abstinence), you must always use acceptable forms of birth control.

What are my birth control options? Print

ACCEPTABLE BIRTH CONTROL OPTIONS

Tak with your doclor and pick from the fallowing birth contral oplions during treatment with mycophendlate.

! (¥ ) y

Intrauteting Tubal Wasdctoding
Device (IUD)  Seclization

Option 1 | Use Method Alone
1M Pick one itern from (A)
» Most effective” Less than 1 pregnancy
et 100 women in one year

Option 2 | Use Hormone & Barrier L P y =
® Pick one itam from (B) and ona item P s
from {(C1) of (C2) shown below

P b Biih Contred VagEnal ey

» 4T pregnancies per 100 women in ong o."‘;,"’...,.;".h.'l mpq;nm thg:smm] ﬁ mm‘:mmf
year

Option 3 | Use Two Barriers 1 =% Fomalo Condom 9 Maln Condem

M Pick one itern from (C1) and one from
©2) - . T -
 Least effective: 13 ormore 27X ol ) G @y g
pregnancias per 100 women in one with Spermickdi == Spange Sparmicidic
yoar

s TR S DR

You may need to use more than one method of hirth control at the same time.

= If you use an intrauterine device (IUD), had sterilization surgery (had your
tubes tied or blocked), or if your partner has had a vasectomy, you do not
need to use a second form of birth control.

Mycophenolate could make hormone methods of hirth control not work as well.

= Studies show that mycephenolate lowers bicod levels of certain hormones
in the birth control pill.

= Itis possible that birth control pills may not work as well when you take
mycophenclate and you could become pregnant.

= Itis possible that other hormone methods (like the patch, the ring, the shot,
and the implant) may also not work well and you could become pregnant.

= Itis important that a barrier method of birth control is also used with any
hormone method of birth control.

© Dol need a pregnancy test?
© What if | am thinking about getting pregnant?

© What if | get pregnant?

. Program Resources and Educational Materials

Additional
Resources

For CME/CE
Community

. Report a Preghancy

To report a pregnancy, click
here.

.REMS Materials

To view program materials
online, click here.

. DATAINSIGHTS

In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies™. Of these pregnancies,
there were:

* 15 spontaneous abortions

(45%)

* 18 live-bom infants

Four of the 18 live-bomn infanis had
structural matformations (22%).

Of the 77 females exposed to
systemic mycophenolate durning
pregnancy that were reported in
postmarketing data’
® 25 had spontaneous
abortions
% 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
struclural mafformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First trmester
pregnancy loss rates have been
reported to be approximately 45%*T

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
Mycophenolate

Gln ervmn T REMS

PATIENT INFORMATION
BROCHURE

= For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

“Sifontis NM. et al. Pregnancy outcomes in solid organ transplant recipiants with exposure to mycophenclate mofetil or sirolimus.
Transplantation. 2006;82:1698-1702.
TPrescribing Information for mycophenolate.
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INFORMATION FOR PATIENTS

| take mycophenoclate, what do | need to know and do? cician iem below to sxpand desails

© Understanding the increased risks of taking mycophenclate during pregnancy .Rep ort a Pregnancy
© Do | need to use birth control? To report a pregnancy, click
here.
© Do | need a pregnancy test?
., -
You should have one pregnancy test immediately before Starﬁng_ mycophenolate
and another pregnancy test 8 to 10 days later to determine if you are nant. L
PRI 5 IR pre ) REMS Materials
= Pregnancy tests should be repeated during routine follow-up visits with your el :
doctor. : To view program materials
_ online, click here.
= Talk to your doctor about the results of all your pregnancy tests.
>
© What if | am thinking about getting pregnant? DATA INSIGHTS
© What if | get pregnant? In December 2006, the National
Transplantation Pregnancy Registry
{NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
pregnancies”. Of these pregnancies,
there were:
* 15 spontaneous abortions
(45%)

" 18 live-born infants

Four of the 18 live-born infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate during
pregnancy that were reported in
postmarketing data’
® 25 had spontaneous
abortions
" 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available dala are limited,
structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First timester
pregnancy loss rates have been
reporied to be approximately 45%*T

, Program Resources and Educational Materials

Your REMS Materials:

©r Patient Information Brochure: What You Need To Know About
R, Mycophenolate

PATIENT INFORMATION
BROCHURE

= For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requiremeants

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

“Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006,82:1698-1702.
TPrescribing Information for mycophenolate.
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INFORMATION FOR PATIENTS

| take mycophenclate, what do | need to know and do? crick an iem befow io sxpand details.

© Understanding the increased risks of taking mycophenclate during pregnancy .Rep‘n rt a Pregnancy
© Dol need to use birth control? To report a pregnancy, click
- here.
© Do | need a pregnancy test?
¥

@ What if | am thinking about getting pregnant?

If you are thinking about having a baby, talk with your doctor right aw'ag;‘rpur _ .REMS Materials

doctor will decide if other medicines to prevent rejection may be right for you. ' To view program materials

online, click here.

© What if | get pregnant? )

DATA INSIGHTS

In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies”. Of these pregnancies,
there were:

* 15 spoentansous abortions

(45%)
® 18 live-born infants

Four of the 18 live-bom infants had
structural malformations (229%),

Of the 77 females exposed to
systemic mycophenolate during
pregnancy that were reported in

postmarketing data'-
* 25 had sponfaneous
abortions

® 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First inmester
pregnancy loss rates have been
reported o be approximately 45%"T.

| Program Resources and Educational Materials

Your REMS Materials:

&‘ Patient Information Brochure: What You Need To Know About
P Mycophenolate

PATIENT INFORMATION
BROCHURE

= For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

i st 2 e i 2

e ms

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= Forprescribers to give to femnale patients of reproductive potential

View to Print or Save

“Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006:82:1698-1702.
TPrescribing Information for mycophenolate.
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| take mycophenoclate, what do | need to know and do? cick sn fem beiow to sxpand details.

© Understanding the increased risks of taking mycophenolate during pregnancy .Report a Pregnancy |
© Dol need to use birth control? To report a pregnancy, click
here.
© Dol need a pregnancy test?
o
© What if | am thinking about getting pregnant?
© What if | get pregnant? .REMS Mateaais
To view program materials
If you get pregnant while taking mycophenolate or within & weeks after you stop, online, click here.

call your doctor right away. Do not stop taking your mycophenolate. Your doctor
will talk with you about taking part in the Mycophenolate Pregnancy Registry.

You should report your pregnancy to the Mycophenolate Pregnancy Registry. DATA INSIGHTS

There are 2 ways to report a pregnancy:
In December 2006, the National

= By phone: 1-800-617-8191 Transplantation Pregnancy Registry
» Online by clicking this link Report a Pregnancy m&’ﬁg s
transplant patients reported 33
mycophenolate-exposed
pregnancies”. Of these pregnancies,
there were.

" 15 spontaneous abortions

(45%)
® 18 hive-born infants

Four of the 18 live-bom infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate during
pregnancy that were reported in
postmarketing data’-
" 25 had spontaneous
abortions
¥ 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
structural malformations occur in
approximately 20% of live-borm
infants exposed in utero to
mycophenclate. First timester
pregnancy loss rates have been
reported to be approximately 45%*t

Program Resources and Educational Materials

Your REMS Materials:

@ Patient Information Brochure: What You Need To Know About
s A RENES Mycophenolate

PATIENT INFORMATION

BROCHURE = Forfemale patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006:62:1696-1702.
1Prescribing Information for mycophenolate.
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Overview Professionals Overview Mate rials Pregnancy Resources Community

INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS

Looking for Accredited REMS CME/CE Activities?

: In December 2006, the National
CI ick here Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33

phenolate-exposed
What do | need to know about the Mycophenolate REMS? cici sten to ekpand defaiie ;ﬁm._ Of these pregnancies,
; > . - there were:
© Step 1 - Understand the Increased Risks of Mycophenolate Use During Pregnancy . 15 taneous sbortions
(45%)

You should become familiar with the increased risks of embryofetal toxicity
associated with mycophenolate:

= First-trimester nancy loss Four of the 18 live-bom infants had
e i structural malformations (22%).

® 18 live-born infants

= Congenital malformations, especially

Of the 77 females exposed lo

- external ear systemic mycophenolate during

- cleft lip and palate abnormalities pregnancy hat i mRpoHed in
postmarketing data -

S ARDmalies o *  25hed s,spomansous
- the distal limbs * 14 had a malformed fetus or
infant, of which six had ear

- heart abnomalities

- esophagus ; . .
While available data are limited,

- Kidney structural malformations occur in
approximately 20% of live-bom

- and nervous system infants exposed in utero to

mycophenolate. First trimester
pregnancy loss rates have been
reported to be approximately 45%*T

© Step 2 - Counsel Females of Reproductive Potential

© Step 3 - Report Pregnancies

Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you nead to understand the program and counsel patients.

You can view, print, or save the materials to your computer. Select items from the list below.

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
Qs Mycophenolate
PATIENT INFORMATION = For prescribers to give to female patients of reproductive patential
BROCHURE

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save

[, J— Healthcare Provider Brochure

= Forprescribers

HEALTHCARE PROVIDER
BROCHURE View to Print or Save

CellCept Medication Guide

...... - e | View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenalate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the IPDA approved REMS wegsﬁ

*Sifontis NM. et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006;82:1698-1702.
1Prescribing Information for mycophenolate.
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INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS

Looking for Accredited REMS CME/CE Activities? DATA INSIGHTS

. In December 2006, the National
Click here Transplantation Pregnancy Registry
(NTPR]) published data from
prospective cases where 24 female
transplant patients reported 33

enolat posed
What do | need to know about the Mycophenoclate REMS? cici step 1o sxpand detaiis Eﬁﬁm'mm pregnancies.
2 - there were:
© Step 1 - Understand the Increased Risks of Mycophenolate Use During Pregnancy . 15 taneous sborlions
(45%)
© Step 2 - Counsel Females of Reproductive Potential » 48 ihe-bom infants
Counsel these patients: Four of the 18 live-bomn infants had
With your involvement, we can improve patient understanding and reduce the structural malformations (22%).

number of unplanned pregnancies in women taking mycophenolate.
Of the 77 females exposed to

Discuss the following with females of reproductive potential: ﬂ%mﬂﬂema dlu",”g

= The increased risks of miscarriage and birth defects while taking postmarketing data’

mycophenolate. ® 25 had spontaneous
_ _ abortions

= Pregnancy tests should be conducted before and during mycophenolate 4 Sl e ks o
e infant, of which six had ear

= Birth control needs to be used while taking mycophenolate, and for 6 weeks abnomalities
after stopping treatment, to avoid pregnancy. Wiile available data are imited,

= Pregnancy planning needs to be discussed with a healthcare provider ifa structural malformations occur in
patient wishes to become pregnant during mycophenolats treatment. approximately 20% of live-bom

infants exposed in utero to
o o : , . mycophenolate. First trimester
The following table lists the forms of contraception that are acceptable for use pregnancy loss rates have been

during treatment with mycophenclate. reported to be approximately 45%™f
Print

ACCEPTAELE BIRTH CONTROL OPTIONS

Guide your patients to choose from the following birth controd options for use during treatment with mycophenolate:

Option 1| Use Method Alone ! fwhy

M Pick one Item from (A) A )
= Most effective: Less than 1 pregnancy Tubal
per 100 women in oné ysar 'ma‘m] SrenlEaton Wiasectonmy
Option 2 | Use Hormone & Barrier - & = -
g Pk one item from (B) and one ttem J/" é_.;—-;s LJ O .4
from (C1) or (CZ) shown befow - b g i et
= 4.7 nces 100 women in one Progesterone  gash Conticd
,ﬂfmgna P Gty Ingeschien Pl Prageitcairia) Rrg  Plogesiione
Opton | Hee Pwo Bamier £ 2P veaciia @ Mk Clorvdern
Il Pick one (tem from (G1) and one from rr !
{c2) - -
» Least effective: 13 or more AN, e o P Oc““"'c’”
p;agrnmeawlmmnmme mmﬂ* '{‘—‘ e Q 5,::;@
yea

* Females of reproductive potential includes girls who have entered puberty and
all women who have a uterus and ovaries and have not passed through
mencpause.

Note: Mycophenolate reduces blood levels of the hormones in the oral
contraceptive pill and could theoretically reduce its effectiveness. Therefore, an
additional barrier method of contraception must be used with all hormonal
methods.

EMERGENCY CONTRACEPTION

= Patients should also be counseled on the availability of emergency
contraception in the event they have intercourse without acceptable
contraception or their contraceptive method fails.

© Step 3 - Report Pregnancies

Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you nead to understand the program and counsel patients.

You can view, print, or save the materials to your computer. Select items from the list balow.

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
S Mycophenclate
PATIENT INFORMATION = For prescribers to give to female patients of reproductive potential
BROCHURE

= Contains the tools and materials to help patiznts understand the components of the
Mycophenolate REMS ' '

View to Print or Save

Qs Healthcare Provider Brochure

= Forprescribers

HEALTHCARE PROVIDER
BROCHURE View to Print or Save

BRI CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Aplf.llicants attest that this Eage will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006:62:1698-1702. '
TPrescribing Information for mycophenolate.
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INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS

Looking for Accredited REMS CME/CE Activities? DATA INSIGHTS

. In December 2006, the MNational
CIICk here Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies®. Of these pregnancies,
there were:

® 15 spontaneous abortions
; 5 (45%)
© Step 2 - Counsel Females of Reproductive Potential * 18 lve-bom infants

What do | need to know about the Mycophenolate REMS? Ciics step to sx0and deraiis

© Step 1 - Understand the Increased Risks of Mycophenolate Use During Pregnancy

© Step 3 - Report Pregnancies Four of the 18 live-born infants had
structural malformations (22%).

All pregnancies need to be reported to the Mycophenolate Pregnancy Registry.

Of the 77 females exposed lo
: systemic mycophenolate during
There are 2 ways to report a pregnancy: pregnancy that were reported in
1. BY PHONE - You can call the Mycophenolate Pregnancy Registry at 1-800- postmarketing data’
617-8191. * 25 had spontaneous
2. ONLINE - You can provide your contact information online to the fons
z : i . : * 14 had a malformed fetus
Mycophenolate Pregnancy Registry. Someone from the Mycophenolate infant, ; which six had wﬂr
Pregnancy Registry will then contact you to confirm necessary healthcare abnormalities

information.
: ) While available data are limited,
Report a Pregnancy structural malformations occur in
approximately 20% of live-born
infants exposed in utero fo
mycophenolate. First timester
pregnancy loss rates have been
reported to be approximately 45%"T.

Program Resources and Educational Materials '

The Mycophenolate REMS provides the resources and educational materials you nead to understand the program and counsel patients.

You can view, print, or save the materials to your computer. Select items from the list below.

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
Qs Mycophenolate
PATIENT INFORMATION = Forprescribers to give to female patients of reproductive potential
BROCHURE

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save

© . Healthcare Provider Brochure
= For prescribers
HEALTHCARE PROVIDER
ERULHURE View to Print or Save

T —— CellCept Medication Guide

oot v

View to Print or Save

Myfortic Medication Guide
View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this Eage will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

“Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006.82:16938-1702.
TPrescribing Information for mycophenolate.
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= Prascribers

"’Resnurces and Educational Materials for Prescribers

Your REMS Materials:

© _ Patient Information Brochure: What You Need To Know About
oomia e REMS Mycophenﬂ’atﬂ

PATIENT INFORMATION

BROCHURE = For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

@mm N “-,' Healthcare Provider Brochure

= For prescribers

HEALTHCARE PROVIDER

ol = Contains information on the risks associated with exposure to mycophenalate during

pregnancy, the compenents of the Mycophenolate REMS. and what you can do to.
help ensure the successful implementation of the pragram

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= Contains important information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= For healthcare canters
= Contains important information about the Mycophenolate REMS for healthcars
centers '

View to Print or Save

Mycophenolate Pregnancy Regisiry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

Prescriber Training Confirmation Form

= For prescribers

= This form can be used to document training in the Mycophenolate REMS The form
can be filled out and mailed or faxed to document your training.

S View to Print or Save | Order

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide
View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

= Patients

Resources and Educational Materials for Patients

Your REMS Materials:

o _ Patient Information Brochure: What You Need To Know About
AR Mycophenolate

PATIENT INFORMATION
BROCHURE

= For female patients of repreductive potential

= Helps paﬁent& understand the program and how to comply with its requirements

View to Print or Save

o am e e e e ssn s

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= Forprescribers to give to female patients of reproductive potential

View to Print or Save

» Dther Healthcare Professionals

i Resources and Educational Materials for Other Healthcare Professionals

Your REMS Materials:

o ' Patient Information Brochure: What You Need To Know About
oy, REMS :
Mycophenolate
e g‘";?unn"‘emm" » Faor prescribers to give to female patients of reproductive potential
= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS
View to Print or Save
. VR Healthcare Provider Brochure
= Faor prescribers
HEALTHCARE aaDen = Contains information on the risks associated with exposure to mycophenalate during
T pregnancy, the components of the Mycophenolate REMS, and what you can do to

help ensure the successful implementation of the program

EEt 5 View to Print or Save

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

Generic Name

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.
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MYCOPHENOLATE PREGNANCY REGISTRY

What is the Mycophenolate Pregnancy Registry?

The Mycophenolate Pregnancy Registry is a way to collect information about pregnancies in :
female patients taking mycophenolate or within 6 weeks of stopping treatment. Females taking Patients

mycophenolate while they are pregnant have a higher risk of miscarriage in the first 3 months. | am & pregnant patient, plesse
There is also a higher risk that the baby will have birth defects. comtact me. '

Who should report a pregnancy to the Mycophenolate Pregnancy Registry?

Healthcare Professionals

= Healthcare Professionals - Report pregnancies to the Mycophenolate Pregnancy Registry I'am a healthicate professional
using one of the 2 ways below. please contact me.

= Patients - Tell your doctor if you get pregnant. Do not stop taking your mycophenolate
medicine. Your doctor should report the pregnancy to the Mycophenolate Pregnancy
Reqistry.

How do | report a pregnancy to the Mycophenolate Pregnancy Registry?
There are 2 ways to report a pregnancy:

1. BY PHONE —You can call the Mycophenolate Pregnancy Registry at 1-800-617-8191

2. ONLINE - You can provide your contact information online to the Mycophenclate
Pregnancy Registry. Someone from the Mycophenolate Pregnancy Registry will then
contact you to confirm necessary healthcare information.

What should be reported to the Mycophenolate Pregnancy Registry?
Any pregnancy, planned or unplanned, that occurs:

= While taking mycophenolate or

= Within & weeks after stopping treatment.

For more information about the Mycophenolate Pregnancy Registry, click one

of the links below:
Patient FAQs
Prescriber FAQs

| have more questions, where can | get answers?
You can:

= Talk to someone by calling 1-800-617-8191 and selecting the Mycophenoclate Pregnancy
Registry menu option.

Privacy Statement | Legal Statement | Intended for U.5. Audiences Only Copyright @ [YYYY] Mycophenolate REMS. All rights reserved.
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Report a Pregnancy

Please provide the contact information requested below. Required fizlds are indicated by an asterik (%

For privacy reasons, we cannot collect patient medical information on this form.
After you submit the form below, someone from the Mycophenolate Pregnancy Registry will contact you via your preferred method within 1 business day.

To report a pregnancy over the phone, you may contact the registry at 1-800-617-8191.

Patient Contact Information

First Name™ :

Address 17 :

City™:

ZIP*:

Primary Phone Number” :

Fax Number :

Last Name™ :

Address 2 :

State™ :

Email Address :

Seconday Phone Number :

Preferred Contact Method™ :

Healthcare Provider Contact Information

First Name :

Address 1:

City :

ZIP:

Primary Phone Number :

Fax Number :

Last Name :

Address 2 :

State :

Email Address :

Seconday Phone Number :

Preferred Contact Method :




Report a Pregnancy Page

HCP Not Logged In
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Prescriber Login

Email




Please provide the contact information requested below. Required fields are indicated by an asterisk ()

For privacy reasons, we cannot collect patient medical information on this form.

After you submit the form below, someone from the Mycophenclate Pregnancy Registry will contact you via your preferred method within 1 business day.

To report a pregnancy over the phong, you may contact the registry at 1-800-617-8191.

Healthcare Provider Contact Information

First Name* : Last Name* :

Address 1*: Address 2:

City* : State”™ :

ZIP*: Email Address :

Primary Phone Number® : Seconday Phone Number :

Fax Number : Preferred Contact Method® :

| Submit R Cancel
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ADDITIONAL RESOURCES
FOR MORE INFORMATION ABOUT BIRTH DEFECTS
= Centers for Disease Control and Prevention:®
www.cde gov
FOR MORE INFORMATION ABOUT BIRTH CONTROL

= Planned Parenthood:”
www.plannedparenthood.org

= Food and Drug Administration:
www fda goviconsumers/free-publications-women/birth-control

FOR EMERGENCY BIRTH CONTROL

= Call your healthcare provider

*Mycophenolate REMS is neither affiliated with nor an endorser of these organizations. The information provided by Mycophenolate REMS or
these organizations is meant for informational purposes only, and is not intended to replace your doctor's medical advice.

%@m 4#%&@ | Intended for U.S. Audiences Only Copyright & [¥YYY] Mycophenolate REMS. &l rights reserved.



You are now leaving the Web site.

Links to external sites are provided as a resource and convenience to our visitors.
The Mycophenolate REMS accepts no responsibility for the content of these sites.
The Mycophenolate REMS does not control these sites, and the opinions, claims,
or comments expressed on these sites should not be attributed to the
Mycophenolate REMS.

Continue

Cancel
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FREQUENTLY ASKED QUESTIONS

= Patients

- What is the Mycophenclate REMS ?

The Mycophenolate REMS has been designed to tell you about the risks of taking mycophenclate during pregnancy. Females
taking mycophenolate while they are pregnant have a higher risk of miscarriage in the first 3 months. There is also a higher risk
that the baby will have birth defects.

Patients do not register in the Mycophenolate REMS.

If you become pregnant during treatment with mycophenolate or within § weeks after stopping treatment with mycophenolate,
you should inform your doctor and participate in the Mycophenolate Pregnancy Registry. Participation is voluntary; however,
the information you provide is important to the success of the program.

The Mycophenolate Pregnancy Ragistry collects information about pregnancies that cccur during treatment with
mycophenolate or within 6 weeks after stopping. The information from the Registry helps doctors and patients understand the
effects of mycophenolate on pregnant females and their babies

- Do [ have to go to a certain pharmacy to get my prescription filled in the Mycophenolate REMS?

You can fill your prescription in any pharmacy.

- What forms of birth control should | use while taking mycophenolate?

You should talk with your doctor about what birth control is right for you. You can also get birth control information in the Patient
Information Brochure: What You Need To Know About Mycophenolate brochure. This brochure is available from your doctor or
can be viewed on this website.

If you are taking mycophenolate, and you are able to get pregnant, you must always use acceptable birth control:
= During your entire treatment with mycophenolate

« For & weeks after you stop taking mycophenolate

Unless you choose not to have sexual intercourse with a man at any time (abstinence), you must always use acceptable birth
control.

- Where can | find more information about birth control options?

Talk with your doctor about birth control and what is best for you. You can also get birth control information in the Patient,
Information Brochure: What You Need To Know About Mycophenolate brochure. This brochure is available from your doctor
and can also be viewed on this website.

- Where can | find more information about drugs and birth defects?
[t is best if you talk with your doctor about your medicines and birth defects.

- What type of data is collected by the Mycophenclate Pregnancy Registry and who will see the data?

You can find information on the Registry on this website.

The Registry collects information about pregnancies that occur during treatment with mycophanclate or within 6 weeks after
stopping. The information from the Registry helps doctors and patients understand the effects of mycophenolate on pregnant
females and their babies.

The Registry reports information about an individual female’s pregnancy to the maker of the mycophenolate medicine she took:
The maker of the drug is required by the law to report the pregnancy to the government.

Summary information (without patient identifiers) may also be shared among makers of mycophenolate medicine who suppert
the Mycophenclate REMS. They may choose to publish it in scientific journals.

- Where can | find more information about emergency contraception?

You can also contact Planned Parenthood at 1-800-230-PLAN (1-800-230-T526), online at www plannedparenthood.org or text
“PPNOW" to 774636 (PPINFO) to get answers (standard message and data rates may apply).

- How do | get more information about the Mycophenolate REMS?

You can talk with your doctor for more information.

- What if | become pregnant while on a mycophenolate containing medicine or after | stop taking a mycophenolate containing
medicine?

If you get pregnant while taking mycophenolate or within 6 weeks after you stop, call your doctor right away. Do not stop taking
your mycophenolate. Your doctor will talk with you about taking part in the Mycophenolate Pregnancy Registry.

- What is the Mycophenolate Pregnancy Registry?

The Registry collects information about pregnancies that occur during treatment with mycophenclate or within 6 weeks after
stopping. The information from the Registry helps doctors and patients understand the effects of mycophenolate on pregnant
females and their babies.

- Why should | take part in the Mycophenolate Pregnancy Registry?
The information you provide to the Registry will help us better understand the effects of mycophenolate in pregnancy.

When you take part in the Registry. you provide impartant information that may help you and other females who took
mycophenolate during their pregnancies. Females taking mycophenolate while they are pregnant have a higher risk of
miscarriage in the first 3 months. There is also a higher risk that the baby will have birth defects.

- Who can take part in the Mycophenolate Pregnancy Registry?

All females who are pregnant while taking the following medicines and all females who get pregnant within 6 weeks after
stopping treatment:

« CellCept® (mycophenolate mofetil)
« Myfortic® (mycophendlic acid)
+ Generic mycophenolate mofatil

« Generic mycophenolic acid

Tell your doctor right away if you get pregnant. Your doctor should report your pregnancy to the Registry. We encourage you to
take part in the Registry. The infarmation you provide to the Registry will help us better understand the effects of
mycophenolats in pregnancy. All the information you provide will be kept private.

- What will | need to do if | participate in the Mycophenolate Pregnancy Registry?

There are a few simple steps to take.
1. Tell your doctor if you get pregnant

= The Registry will contact you after speaking with your doctor.

2. Complete an (nformed Consent form
= The informed Consent form will be mailed to you with a pre-addressed postage-paid return envelope.
» The form tells you what to expect with the Registry. It tells you what your rights are.
= By signing, you allow the Registry to ask you questions about your health and your baby’s health. The Registry will
also ask for information from your doctors.
3. Answer questions about your health and your baby's heaith
s After the first 3 months of pragnancy.
» 2 more times during the next 6 months of pregnancy.
= At the time of expected delivery.

+ When your baby is 2 months, 6 months and 1 year.

4. Let the Registry know if your contact information changes
+ The Registry relies on your information to contact you.

» If your contact information changes, please call 1-800-617-8191.

= You can quit at any time.

« Your privacy is protected.

- Whom can | contact for more information?

+ Call 1-800-617-8191 and choose "Mycophenolate Pregnancy Registry” from the menu

- Are there other side effects that | should know about with a mycophenolate containing medicine?

For information on side effects, you can talk with your doctor, ask your pharmacist, read the mycophenolate Medication Guide
or the Prescribing Information (PI).

- How should | store a mycophenolate containing medicine?
« Store your medication at room temperature (59°F to 86°F).
= Make sure the container is tightly closad.

« Keep mycophenolate and all medicines cut of the reach of children.

- In addition to pregnancy, what should | avoid while taking mycophenolate?

For information on what to avoid when taking mycophenolate. talk with your doctor, ask your pharmacist, read the
mycophenolate Medication Guide or the Prescribing Inform.ation {P1}.

- How do | handle internet browser issues?

If you are experiencing browser issues, your browser {i.e.. Microsoft Internet Explorer, Mozilla Firefox, or Apple Safari) may be
blocking the Mycophenolate REMS site, or parts of the Mycophenolate REMS site. You can resolve this by

1. Disabling the pop-up blocker completely every time you need to use the site. or

2. Adding www MycophenolateREMS .com into your browser's list of allowed sites.

If this does not rescolve the issue, it is recommeanded that you use Internet Explorer 8.0
- What materials will | receive from my doctor?

+ Patient Information Brochure: What You Need To Know About Mycophenciate
This Brochure tells you what you need to know about the Mycophenolate REMS. It explains how the program works and
what your role is

« Mycophenolate Pregnancy Registry Frequently Asked Questions for Patients
Reference ID: 4732128 Provides answers to frequently asked guestions about the Registry.



= Prescribers

- Who is the Mycophenolate REMS for?

Mycophenolate REMS is designed to help inform prescribers, nurses, pharmacists, and females of reproductive potential of the
risks associated with exposure to mycophenolate during pregnancy.

- Wheo can participate in the Mycophenolate Pregnancy Registry?

Exposure to mycophenolate during pregnancy is associated with:
» |ncreased risks of pragnancy loss during the first trime ster
« Higher risk of congenital malformations
e Ear abnormalities such as microtia
e Facial deformities, including cleft lip and palate

e Anomalies of the distal limbs, heart. esophagus, kidney, and nervous system

The Mycophenolate Pregnancy Registry will collect data to characterize the risks associated with exposure to mycophenolate
during pregnancy or within 6 weeks following discontinuation of treatment, regardless of indication. There is no limit to the
number or type of physicians and/or patients who may contribute data to the Mycophenclate Pregnancy Registry. All reports of
potential matemal and fetal exposure to mycophenolate will be considered for the Mycophenolate Pregnancy Registry.

The success of the Mycophenolate Pregnancy Registry depends on the participation of both patients and healthcare providers.
Healthcare providers should identify patients who are currently pregnant or who may have been exposed to mycophenolate
while pregnant, inform them of the Mycophenolate Pregnancy Registry, and encourage them to participate in the
Mycophenolate Pregnancy Registry. Healthcare providers should report any pregnancy that may involve exposure to
mycophenolate, whether or not the patient chooses to participate. Patients should be informed that you will report any
pregnancies of which you become aware to the Mycophenolate Pregnancy Registry.

- What is my role in the Mycophenolate Pregnancy Registry?

Instruct patients to tell you if they get pregnant during treatrment with mycophenolate or within 6 weeks following discontinuation
of treatment. If you learn that a patient is pregnant.

= Repeort the pregnancy to the Mycophenolate Pregnancy Registry

« Encourage the patient to participate in the Mycophenolate Pregnancy Registry and encourage patients to read the
Mycophenolate Pregnancy Registry Frequently Asked Questions for Patients on this website

When you report an eligible pregnancy to the Mycophenolate Pregnancy Registry. you should provide your contact information.
Also provide the Mycophenolate Pregnancy Registry with information about the pregnancy and the patient's contact
information so that she can be called for follow-up for this safety study. Provision of patient contact and medical information to
the Mycophenolate Pregnancy Registry is covered by an HIPAA waiver

When patients participate in the Mycophenolate Pregnancy Registry, they agree to provide information about their pregnancy,
including information about prenatal drug exposure of any duration, maternal demography and history, and matemal and fetal
outcomes of pregnancies exposed to mycophenolate. Patients are encouraged to participats in the Mycophenolate Pregnancy
Registry as soon as their pregnancy is known, preferably in the first trimester.

- After | report my patient’s preqgnancy, what will her participation involve?

The patient will be asked in telephone interviews to answer questions regarding her health and her baby's health Thase
interviews will take place during each trimester of pregnancy; near the expected time of delivery or at pregnancy outcome: and
when the infant reaches 2 months, 6 months, and 1 year of age. Since the Mycophenolate Pregnancy Registry relies on being
able to contact the patient, it is important for you to advise her to keep the Mycophenolate Pregnancy Registry informed of any
changes to her contact information throughout her participation.

- After | enroll my patient what is my role?

You will be asked to provide pregnancy and outcomes data on a paper-based case report form (CRF) and submit it via mail or
fax, or enter the data into an electronic data capture (EDC) system. You must keep the Mycophenolate Pregnancy Registry
informed of any changes to your contact information throughout your participation.

The Mycophenolate Pregnancy Registry program administrator will report personally identifiable pregnancy data to the
appropriate drug manufacturer for purposes of reporting to requlatory agencies as required by law. Aggregated de-identified
data may be shared among participating applicants of Mycophenolate REMS and/or submitted for publication in peer-reviewed
scientific journals.

All pregnancies occurring during treatment with mycophenolate or within 6 weeks following discontinuation of treatment should
be reported to the Mycophenolate Pregnancy Registry, regardless of indication. for inclusion and follow-up: In addition to
reporting exposed pregnancies to the Mycophenolate Pregnancy Registry, you may also report pregnancies to the NTPR.

- How can | obtain more information?
= Visit www.MycophenolateREMS.com

+ Call 1-300-617-8191

- What information is collected when a pregnancy is registered?

The Mycophenolate REMS Pregnancy Registry actively collects information on all pregnancies that occur during treatment or
within & weeks of stopping treatment with Mycophenolate. For newly reported and ongoing pregnancies, questions are asked

at baseline, first, 28 and 3" trimesters, at time of expected delivery and at infant ages 2 6, and 12 months. Data elements
include but are not limited to;

« Demographics

» Mycophenolate exposure including dose and timing of exposure

+ Maternal and fetal outcomes

* Root cause analysis {understand the circumstances that led to the fetal exposure)
« Freqguency of educational counseling

+ Infant development to age 12 months

REUEIEI(RF 47321:g§r completed pregnancies, the available information on the pregnancy outcome will be captured and any infant follow-up



= Pharmacists

- Do pharmacies have to register with the program?

Mo. Pharmacies do not register in the Mycophenolate REMS. Pharmacies are required to provide patients with the meadication
guide for a particular mycophenolate product when dispensing the drug.

- Does a pharmacy have to do anything special before filling a prescription?

The only requirement for pharmacies in the Mycophenolate REMS iz to provide the patient with a medication guide when
dispensing mycophenclate.

- How can | order more medication guides?
Additional medication guides can be ordered over the phone (1-800-617-8191):

Will Mycophenolate REMS patients have a special card or I[D Number?

No. Patients in the Mycophenolate REMS do not have cards or ID numbers.

- Can | accept mycophenolate prescriptions by phone, fax or email?

Yes. The Mycophenolate REMS does not affect a pharmacy's policy on how a prescription is received. You can accept a
mycophenolate prescription by any means you would accept any other prescriptions.

- What information is collected when a pregnancy is registered?

The Mycophenolate REMS Pregnancy Registry actively collects information on all pregnancies that occur during treatment or
within & weeks of stopping treatment with Mycophenolate. For newly reperted and ongoing pregnancies, questions are asked

at baseline, first, 279 and 3" trimesters. at time of expected delivery and at infant ages 2.6, and 12 months. Data elements
include but are not limited to:

= Demographics

« Mycophenolate exposure including dose and timing of exposure

= Maternal and fetal outcomes

« Root cause analysis (understand the circumstances that led to the fetal exposure)
= Frequency of educational counseling

« [nfant development to age 12 months

For completed pregnancies, the available information on the pregnancy outcome will be captured and any infant follow-up
= Email

- Add Mycophenolate REMS to your safe senders
Listed below are steps to help with receiving emails from Mycophenoclate REMS.

Because email clients differ, and spam filters sometimas filter legitimate email, Mycophenolate REMS suggests you add the
Mycophenolate REMS domain to your Safe Senders list in your email client. This will minimize the chance that you'll miss
Mycophenolate REMS emails.

For Outlook 2000 and Higher

1. Open the email from Mycophenolate REMS.
2. Click on the “Actions” menu on the top of your email window.
3. Choose "Junk Email "

4. Select’Add Senders Domain...to Safe Senders List” to add Mycophenolate REMS to your safe sender list.

Or Follow These Steps
1. Open the email from Mycophenolate REMS.
2. Right-click Mycophenolate REMS email address.
3. Click “Add to Contacts” in the short-cut manu.
4 Click “Save and Close "

Outlook Express (6+)
1. Open the email from Mycophenolate REMS.
2. Left-click Mycophenolate REMS icon, or right-click My cophenclate REMS name.
3. Click “Add to Contacts.”
4. Click "Save and Close.”

AOL 9.0

1. Open the amail from Mycophenolate REMS:

2. Click the “Add Address™ icon.

3. Verify Mycophenolate REMS contact information.
4 Saveit.

AOL WebMail
1. Open the email from Mycophenolate REMS.
2. Click on Mycophenclate REMS name and email address.
3. Click "Add to Address Book” in the window that appears.
4. Enter extra information as nesded.

5. Click "Save”

Earthlink
1. Open the email from Mycophenolate REMS.
2. Click "Add to Address Book” in the email header.
3. Use the “Address Book Editor” to verify Mycophenolate REMS contact details, and click “Save ™

Entourage
1. Open the email from Mycophenolate REMS.
2. Right-click Mycophenolate REMS email address.
3. Select “"Add to Address Book” in the short-cut menu.
4 Verify Mycophenoclate REMS contact details.
5. Click"Save.”

Gmail

1. Open the email from Mycophenolate REMS.
2 Click "Mare Options™ in the email header.

3. Click “Add Sender to Contacts List.”

Hotmail
1. Open the email from Mycophenolate REMS.
2. Click "Save Address™ in the toolbar.
3 Verify Mycophenolate REMS contact details.
4. Click "ok"

* Users may also white-list Mycophenolate REMS entire domain (everything behind the @ sign) using the “Safe List" feature
under Options —= Mail —= Junk Email Protection.

Yahoo!
1. Open the email from Mycophenolate REMS.
2. Click "Add to Address Book” to the right, next to Mycophenclate REMS name.
3. Verify Mycophenolate REMS contact details.
4. Click "Add to Address Book.”

Machail
1. Dpen the email from Mycophenolate REMS.
2. Ctr-click Mycophenolate REMS email address and select "Open in Address Book ™
3. Verify Mycophenolate REMS contact details.

2
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Accessed from Main menu links
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Home Page | Prescribing Information | Report a Pregnancy | Teli a Colleague

YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

FOR THE CME/CE COMMUNITY

i Accredited REMS CME/CE Activities for Mycophenolate

The goal of the Mycophenolate REMS is to mitigate the risk of embryofetal
toxicity associated with the use of mycophenoclate by:

1. Educating healthcare providers on the following: .Links,
= The increased rigks of first trimester pregnancy loss and congenital malformations [Year) Request for Applicatio
associated with exposure to mycophenolate during pregnancy. (RFA]

= The need to counszel females of reproductive potential on the importance of pregnancy
prevention and planning when taking mycophenolate. .

= The need to report pregnancies to the Mycophenolate Pregnancy Registry.

2. Informing females of reproductive potential who are prescribed mycophenolate about:
= The increased risks of pregnancy loss (miscarriage) and birth defects

= The importance of pregnancy prevention and planning when taking mycophenolats.

As part of the Mycophenolate REMS, the Mycophenolate Applicants must provide education for
healthcare providers who prescribe andl/or participate in the treatment of patients taking
mycophenolate products.

The FDA has developed a FDA Blueprint for the Mycophenolate REMS, which contains a
high-level outline of the core educational messages that must be addressed in the
educational programs developed under the Mycophenclate REMS. The core messages,
which are directed to healthcare providers who prescribe and/or participate in the treatment of
patients taking mycophenolate products, include:

= Theincreased risks of miscarriage and birth defects associated with mycophenolate.

= |mportance of educating females of reproductive potential about the increased risk of
miscarriage and birth defects associated with exposure to mycophenalate during
pregnancy.

= |mportance of prescribers providing or facilitating patient education about pregnancy
prevention and planning, including acceptable methods of contraception during
mycophenolate treatment.

= When treating a pregnant patient or a patiant who is considering pregnancy, consider
alternative immunosuppressants with less potential for embryofetal toxicity

= Importance of reporting to the Mycophenolate Pregnancy Registry any pregnancies that
occur during mycophenolate treatment or within & weeks following discontinuation of
treatment.

= |mportance of encouraging pregnant patients to participate in the Mycophenolate
Pregnancy Registry.

= |mportance of obtaining a signed Patieni-Prescriber Acknowledgement Form from each
female of reproductive potential

In order to expand the educational reach of training on the Mycophenoclate REMS, the
Mycophenolate Applicants will make available Request for Applications (RFA) for
independent commercially-supported educational grants. If the submission window for a
given grant cycle is open, the RFA will be available in the right column of this webpage,
which includes additional details related to the submission of a grant application.
Additionally, a list of Mycophenolate Applicants-supported accredited CMEICE activities
and the accredited CME/CE Providers offering the activity can be referenced below:

Accredited CME/CE Provider

The Mycophenolate Applicants attest that this table will be populated once grants are
approved.

Privacy Statement | Legal Statement | Intended for US. Audiences Only Copyright & [VY] Mycophenolate REMS. All rights reserved.
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Tell a Colleague Page

Accessed from Tell a Colleague link in the header
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber
Overview

Other Healthcare

REMS
Professionals Overview

Materials

Home Page | Prescribing_ Information | Report a Pregnancy, | Tell a Colleague

Report a Additional

For CMEICE
Resources

Commumnity

Pregnancy

TELL A COLLEAGUE

*Denotes & required feld
From (Your Name)*:

Your Email*:

Your Colleague’s Email*:

Email meszage will be as follows:

Hi,

REMS on the MycophenolateREMS.com website.
the link into your browser to view the website.
https://vwww. MycophenolateREMS. com

I thought you’d be interested in learning about the Mycophenolate
Please copy and paste

This information is used only for the purpose of sending this email. See full Privacy Siatement

Send

pReference ID: 4232128 ent | Intended for U.S. Audiences Only
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Prescriber Documentation of Training

Accessed from Prescriber Training button on Prescriber Overview Page
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Home Page | Prescribing Information | Report a Pregnancy | Tell a Colleague

YCOPHENOLATE REMS el

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CMEICE
Overview Overview Professionals Overview Materials Pregnancy Resources Community

PRESCRIBER TRAINING

View the Healthcare Provider Brochure

YCOPHENOLATE REMS

HFEAI THCARF PROVINEFR -

Document Your Training

Please enter your email, this will act as your user name.
If you already have an account please login.

Email -
Re-type Email -
Continue >> | ‘ Cancel |
Privacy Statement | Legal Statement | Intended for U.S. Audiences Only Copyright ® [\YY'Y] Mycophenolate REMS. All rights reserved
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Home Page | Prescribing Information | Report a Pregnancy | Tell 2 Colieague

YCOPHENOLATE REMS Pscieion
RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional For CME/CE

Overview Overview Professionals Overview Materials Pregnancy Resources Community

PRESCRIBER TRAINING

Prescriber Training Confirmation
Read and acknowledge the following statements:

The FDA determined that a REMS (Risk Evaluation and Mitigation Strategy) is necessary to ensure that the benefits of mycophenolate
outweigh the increased risks of first timester pregnancy loss and congenital malformations associated with mycophenclate use during

pregnancy.
Mycophenolate is available by prescription as
= CellCept® (mycophenolate mofetil)
= Myfortic® (mycophenolic acid)
= (Generic mycophenolate mofetil

= (Generic mycophenolic acid

As a prescriber of mycophenolate to female patients of reproductive potential * | understand that | complete this Training Confirmation Form to
document my training in the Mycophenolate REMS. This training could include reading the Prescribing information and the Healthcare Provider
Brochure or attending an accredited continuing education (CE) training program. As part of the REMS, the manufacturers of mycophenolate
products have provided independent commercially-supported educational grants to support CME/CE activities regarding risks associated with
mycophenolate use during pregnancy. A full list of CME/CE providers can be found on www.MycophenolateREMS.com,

*& female of reproductive potential includes girls who have entered puberty and all females who have a uterus and have not passed through
menopause.
| have agread to do the following:

1. Read and understand the Frescribing Information for mycophenolate and the Healthcare Provider Brochure. Consider enrolling in an
accredited CME/CE activity to further understand your role in the treatment of patients taking mycophenolate products. A full list of
CME/CE providers can be found on www.MycophenolateREMS.conm.

. Understand the increased risks of first trimester pregnancy loss and congenital malformations associated with mycophenolats.

. Educate females of reproductive potential on the risks associated with exposure to mycophenolate during pregnancy.

. Provide the Patient Information Brochure: What You Need To Know About Mycophenolate booklet to females of reproductive potential.
. Provide contraceptive counseling to patients directly or by partnering with an OB/GYN.

[ 5 TN I S 5 B

. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate treatment outweigh the risk
of fatal harm.

|

- Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or considering pregnancy.

&. Follow the pregnancy testing recommendations as outlined in the Prescrbing Information for mycophenclate and the Healfthcare Provider
Brochure.

9. Report to the Mycophenolate Pregnancy Registry any pregnancies that occur during mycophenolate treatment or within 6 weeks
following discontinuation of treatment. Encourage pregnant patients to participate in the Mycophenolate Pregnancy Registry.

| understand that | may be contacted in the future for items pertaining to the administration of the Mycophenolate REMS.

[-!1 acknowledge that by completing this Prescriber Training Confirmation Form | attest to follow the Mycophenalate REMS requirements
outlined above.

‘ == Back H Continue == ‘ Cancel |
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RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional For CME/CE
Overview Overview Professionals Overview Materials Pregnancy Resources Community

PRESCRIBER ACCOUNT

Prescriber Information

Please supply the following information about yourself and then select Continue. This address will be your primary address..
(NOTE: Address verfication will be performed on the entered address)

*Denofes a required feld.
Institution :

First Name® :
Last Name® :
Address1™:
Address2 :
City™ -
State” - -

7| il

Phone® - [ )] -

FAX o[ } .
NPI Number® :

Degree™ : i
Specialty™ =

Complete Your Registration

Set your password.

Username is your email address : lonnie dee@abc.com

=)

Password :

Confirm Password :

‘ == Back H Continue == H Cancel |
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Home Page | Prescribing Iniormalion | Repori a Pregnancy | Tell a Colleague

YCOPHENOLATE REMS oo el

RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS ST SRR

Prescriber Patient Other Healthcare REMS Reporta Additional For CMEICE
Overview Overview Professionals Overview Materials Pregnancy Resources Community

PRESCRIBER ACCOUNT

John Smith, you are now successfully enrolled in the Mycophenolate REMS.

= You will receive an email confirmation of your current enroliment.
IMPORTANT : Add noreply@MycophenolateREMS com to your Safe Senders list to ensure that you receive this confirmation. (See
Instructions on adding Mycophenolate REMS to your Safe Senders)

Finish Order Program Materials
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Prescriber Login

Accessed from Prescriber Login link in the header of Prescriber Overview Page
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Prescriber Login

Email -

Password -




Forgot Password

Accessed from Prescriber Login Screen as a link

Reference ID: 4732128



Forgot Password

Email -




Prescriber Order Materials

Accessed by clicking To order online button under Program Materials section on
Prescriber Overview page or by clicking on Order link next to each Program
material
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Home Page | Prescribing Information | Repart a Pregnancy | Tell a Colieague

YCOPHENOLATE REMS B

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional For CME/CE
Overview Overview Professionals Overview Materials Pregnancy Resources Community

PRESCRIBER ACCOUNT

Prescriber Information

Please supply the following information about yourself and then select Continue. This address will be your primary address..
(NOTE: Address verfication will be performed on the entered address)

*Denofes a required feld.
Institution :

First Name® :
Last Name® :
Address1™:
Address2 :
City™ -
State” - -

7| il

Phone® - [ )] -

FAX o[ } .
NPI Number® :

Degree™ : i
Specialty™ =

Complete Your Registration

Set your password.

Username is your email address : lonnie dee@abc.com

=)

Password :

Confirm Password :

‘ == Back H Continue == H Cancel |
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RISKS OF FIRST TRIMESTER PREGNANCY LOSS Prescriber Training | Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS

Prescriber Other Healthcare REMS Reporta Additional FAQs For CMEICE
Overview Professionals Overview Materials Pregnancy Resources Commumnity

PRESCRIBER ACCOUNT

John Smith, you are now successfully enrolled in the Mycophenolate REMS.

= You will receive an email confirmation of your current enroliment.
IMPORTANT : Add noreply@MycophenolateREMS com to your Safe Senders list to ensure that you receive this confirmation. (See
Instructions on adding Mycophenolate REMS to your Safe Senders)

Finish | Order Program Materials
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Prescriber Patient Other Healthcare REMS Reporta Additional For CMEICE
Overview Overview Professionals Overview Materials Pregnancy Resources Community

ORDER MATERIALS

Step 1 of 4. Select Matenals
Select a quantity (Qty) for each item that you want to order:

Your REMS Materials:

ﬂ‘ st KENES Patient Information: Brochure: What You Need To Know About Qty: i_q—'!
o E Mycophenolate

PATIENT INFORMATION
BROCHURE

= For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of
the Mycophenolate REMS

@ syt Healthcare Provider Brochure Qty:

= For prescribers

HEALTHCARE PROVIDER

BROCHURE = Contains information on the risks associated with exposure to mycophenolate

during pregnancy, the components of the Mycophenolate REMS, and what you
can do to help ensure the successful implementation of the program

m Mycophenolate Pregnancy Registry Frequently Asked Questions Qfy: iE'
— for Patients

= Far prescribers to give to female patients of reproductive potential

Prescriber Training Confirmation Form Qty: l_ﬂ'_"'_l

e e 1

= For prescribers

e = This form can be used to document training in the Mycophenolate REMS. The
e = form can be filled out and mailed or faxed to document your training.

Privacy Sialement | Legal Statement | Intended for U5, Audisnces Only Copynghl & [YV¥Y] Mycophenolate REMS. All rights reserved:
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Prescriber Other Healthcare REMS Report a Additional For CME/CE

Overview Professionals Overview Materials Pregnancy Resources Community

ORDER MATERIALS
Step 2 of 4: Select Shipping Address

Please select a shipping address.

(0 Aftn: | John | |Smith |
100 Main St
Philadelphia, PA 99399

1 Attn: [John | [Smith |
123 Main 5t

Blue Bell, PA 32823
' Enter Differant Shipping Address

| == Back H Continue == || Gancel |
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RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My, Profile | Logout
AND CONGENITAL MALFORMATIONS S

Prescriber Patient Other Healthcare REMS Report a Additional For CMEICE

Overview Overview Professionals Overview Materials Pregnancy Resources Community

ORDER MATERIALS

Step 3 of 4: Confirm Order Information
{(NOTE: Flease review the address carefully as the address validation process may have changed or standardized the address you entered)

Review and confirm your order information :

Ordered ltems Shipping Information

Qty Item Shipping Address :
1 Patient Information Brochure: What You MNeed To Attne John Smith
Know About Mycophenolate 100 Main St

Philadelphia, PA 99599

Contact Information :
Phone : (555) 453-5345

‘ == Back H Subrnit Order || Cancel ‘
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YCOPHENOLATE REMS

Welcome John Smith
RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS e

Prescriber Patient Other Healthcare REMS Report a Additional For CMEICE
Overview Overview Professionals Overview Materials Pregnancy Resources

Community

ORDER MATERIALS
Step 4 of 4: Order Completed
Order Complete

Your order has been completed. and will ship via Fedex within 5 business days.
You will receive an email confirmation of the order.

IMPORTANT! : To ensure that you receive this email, it is important that you add noreply@hMycophenclateREMS.com to your list of safe
senders in your email. Please see Instructions on adding Mycophenclate REMS to your Safe Senders

If you do not receive this email in your inbox, please check your SPAM or junk mail folder.
Finish

Reference ID: 4732128 ; <
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Edit My Profile

Accessed from Edit My Profile link in the header (Visible only when Prescriber is
logged in)
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGMANCY LOSS
AND CONGENITAL MALFORMATIONS

Other Healthcare

Patient
Professionals Overview

Overview

Prescriber
Overview

REMS
Materials

For CME/CE

Additional
Community

Report a
Resources

Pregnancy

VIEW AND EDIT MY PROFILE

< Professional Information
NPI Number : 1003000100
Degree : MD
Specialty : Cardiology

= Staff Member Information

Authorized Staff Members

= Other Information
Email : Lonnie.Dee@abc.com
Password : *#sssees

= Addresses

Institution :

Attn First Name : John

Attn Last Name : Smith
Address1 : 100 Main 5t

You can provide the name of a staff member; for example, a nurse, who may act on your behalf.

Primary Address Secondary Address

Hide Details...
Edit
Edit
Hide Details..
+ Add Staff
Hide Details...
Edt
Edit
Hide Details..

Institution :

Attn First Name : John

Attn Last Name : Smith
Address1 : 123 Main 5t

Edit

Address2 : Address2 :
City : Philadelphia City : Blue Bell
State : PA State : PA
ZIP : 99999 ZIP : 32823
Phone : (555) 453-5345 Phone : {423) 473-5833
FAX : FAX :
Edit Delete

Privacy Statement | Legal Siatement | Intended for LS. Audiences Only
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WELCOME TO THE MYCOPHENOLATE REMS (Risk Evaluation and Mitigation Strategy)

What is the Mycophenolate REMS?
The Mycophenolate REMS is a program to tell doctors, nurses, pharmacists, and patients about the increasad risks of taking mycophenolate
during pregnancy. It was required by the Food and Drug Administration (FDA).

What are the risks of mycophenolate during pregnancy?
= Higher risk of miscarriage in the first 3 months.

= Higher risk that the baby will have birth defects.

Who should be informed about the Mycophenolate REMS?

For Prescriber Overview, For Patient Overview, For Other Healthcare
click here click here Professionals, click here

What is the goal of the Mycophenolate REMS?
The goal of the Mycophenolate REMS is to mitigate the risk of embryofetal toxicity associated with the use of mycophenolate during pregnancy
by:

1. Educating healthcare providers on the following:
= The increased rigks of miscarriage and birth defects associated with exposure to mycophenolate during pregnancy.

= The need to counsel females of reproductive potential on the importance of pregnancy prevention and planning when taking
mycophenolate,

= The need to report pregnancies to the Mycophenolate Pregnancy Registry.

2. Informing females of reproductive potential who are prescribed mycophenolate about:
= The increased risks of pregnancy loss (miscarriage) and birth defects.

= The importance of pregnancy prevention and planning when taking mycophenolate.

What medications contain mycophenolate?

Mycophenolate Mafetil Mycophenalic Acid
CeliCept® by Genentech USA, Inc. MyforticE by Novartis Pharmaceuticals
' Corporation.

Generic formulations by >>

Generic formulations by >=

“Females of reproductive potential include girls who have entered puberty and all women whao have a uterus and ovaries and have not passed
through menopause.

Get +
{ ADOUE READERS
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Prescriber Overview Page

Accessed from Main menu links or Prescribers button on Home Page
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INFORMATION FOR PRESCRIBERS
What is my role in the Mycophenolate REMS? crick step to expand detais

© Step 1 - Document your training in the Mycophenolate REMS

Prescriber Trainin |
You should become familiar with the increased risks of embryofetal toxicity . g
associated with mycophenolate and the requirements of Mycophenolate REMS: To view the Healthcare
. . Provider Brochure, and
= First-trimester pregnancy loss document your training, click|
= Congenital malformations, especially here. |
- external ear
- cleft lip and palate abnormalities .REMS-Material_s
Download or Order materials,
= Anomalies of click here.
- the distal limbs
|
- heart
- esophagus
et DATA INSIGHTS
- kidney
- and nervous System In December 20{5‘ the National
Transplantation Pregnancy Registry
- L {NTPR) published data from
As a prescriber of mycophenolate, you shouid document your training in the prospective cases where 24 female
Mycophenolate REMS by completing a Prescriber Training Confirmation Form to transplant patients reported 33
document that you understand, and will comply with Mycophenolate REMS. mycophenoclate-exposed
pregnancies®. Of these pregnancies,
You can submit a Prescriber Training Confirmation Form to Mycophenolate REMS tha“: s }
by one of several ways: gfsﬁg’;’m abortions
- Visit www.MycophenolateREMS.com and complete the online form ® 18 live-born infants
- Complete a hard copy and submit it via fax to 1-800-617-5768 Folir of the 18 tve-borm infants had
- Complete a hard copy and mail/email it to: structural malformations (22%).
Of the 77 females exposed to
MNCAplentias RES systemic mycophenolate during
200 Pinecrest Plaza pregnancy that were reported in
Morgantown, WV 26505-8065 soatmedmiing duial
support@mycophenciateREMS.com * 25 had spontaneous
- call 1-800-617-8191 abortions
® 14 had a maltformed fetus or
infant, of which six had ear
abnormalities
© Step 2 - Educate Females of Reproductive Potential Whils: aveslatie dala are fimitad
structural malformations ocecur in
© Step 3 - Check Pregnancy Status approximately 20% of live-bomn
infants exposed in utero to
. : mycophenolate. First timester
© Step 4 - Report any pregnancies to the Mycophenolate Pregnancy Registry ridnicy loss: mtis e besn
reporied fo be approximately 45%*T

Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe

mycophenolate-containing products?

Healthcare providers are not required to complete the Prescnber Training Confirmation o inarder to
prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing Informafion and the Healthcare
Provider Brochure-

Program Resources and Educational Materials

The Mycophenaolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

There are three ways to obtain REMS materials:

To Order Online, _pll_igip‘g_g'

1. ONLINE — You can order the materials online.
2. BY PHONE - You can order materials by calling the Mycophenolate REMS call center at 1-800-617-8191.

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

c Patient Information Brochure: What You Need To Know About
oo e s RENES

Mycophenolate
PﬁTIE:; &F}?UR&’-“O" = Faor prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

[ Healthcare Provider Brochure
= For prescribers
”E“”ggggﬁggém“" = Contains information on the risks associated with exposure to mycophenolate during

pregnancy, the components of the Mycophenolate REMS. and what you can do to
help ensure the succassful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= Contains important information about the Mycophenaolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= For healthcare centers
= Contains important information about the Mycophenolate REMS for healthcara
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

Qi Prescriber Training Confirmation Form

= For prescribers

= This form can be used to document training in the Mycophenolate REMS. The form
can be filled out and mailed or faxed to document your training.

=5 View to Print or Save | Order

CeliCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

“Sifontis NM. et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006;82:1698-1702.
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INFORMATION FOR PRESCRIBERS
What is my role in the Mycophenolate REMS? ciick sten to srpand details

O Step 1 - Document your training in the Mycophenolate REMS
.Fresc&ibﬂ Training

To view the Healthcare

2 = Provider Brochure, and
» Educate females about the increased risks of mycophenolate exposure document your training, click

during pregnancy. Discuss the increased risks of miscarriage and birth here.
defects associated with exposure to mycophenolate during pregnancy with :
females of reproductive potential before initiating treatment.

© Step 2 - Educate Females of Reproductive Potential

-y

.REMS Materials
The information you share in this discussion will be reinforced by the .
Patient Information Brochure: What You Need To Know About Dll?y‘:(nl'lload or Order materials,
: il Bere.

Mycophenolate.

= Provide females of reproductive potential with a Patient Information
Brochure: What You Need To Know About Mycophenolate.

Patients need to understand: | DATA INSIGHTS

In December 2006, the Natfi
1) the increased risks of miscarriage and birth defects while using ‘Franspl;tazinzn Prégnean:y DRZ;E(IY

mycophenolate (NTPR) published data from
prospeclive cases where 24 female

2) their birth control options aeranisnt parients s
3) their role in the Mycophenolate REMS mycophenolate-exposed
pregnancies” Of these pregnancies,
= Provide pregnancy planning education. there were-
* 15 spontaneous aborlions

Advise patients using mycophenolate to let you know if they are considering (45%)
pregnancy. For a patient considering pregnancy, * 18 live-born infants
Determine whether there are appropriate treatment options with less Four of the 18 live-bom infants had

potential for embryofetal toxicity. structural malformations (22%).

Of the 77 females exposed to

It is important to optimize the patient's underlying medical condition{s) and systamic mycophenolate during

nutritional status prior to conception. pregnancy that were reported in
postmarketing data’

Refer patients for pre-conceptional counseling and high risk obstetrical care * 25 had spontaneous

as needed and coordinate care among the patient's established providers. abortions

* 14 had a malformed fetus or

= Provide contraception counseling. At of which b fisd

abnormalities
Unless patients choose not to have sexual intercourse with a man at any
time (abstinence), you must instruct them to always use acceptable While available data are limited,
contraception. structural matformations occur in
approximately 20% of live-bom
- During entire treatment with mycophenolate infants exposed in utero to

mycophenolate. First tnmester
pregnancy loss rates have been
reported to be approximately 45%*T

- For 6 weeks after they stop taking mycophenolate

The following table lists the forms of contraception that are acceptable for use
during treatment with mycophenolate. Guide your patients to choose from the
following birth control options:

Print

ACCEPTAELE BIRTH CONTROL OPTIONS

Guide your patients to choose from the fallowing birth controd options for use during trealment with mycophendlate:

Option 1 | Use Method Alone | f g

 Pick one tem from (A) A | ¥ | i
* Most effective: Less than 1 pregnancy Totat
per 100 women in ane year "*Hm] WasBctomy
Option 2 | Use Hormone & Barrier . o =
.Picxone item from (B) and one item -!'..-—‘ 'f’:"'}‘ L)I O
from (G 1) or (C2) shown below - oty i
* 4.7 pregnancies per 100 women in one Progesterone  Bafh Contrd ol Vagpnal
i Oy It P Frogestiroe) g  Progeniie
Option 3 | Use Two Barriers 1 ,,-é‘-; : “ R
M Pick one (tem from (C1) and one from Br
{C2) — =
= Least effective: 13 or more 2 LAL R oo i (oS Covicn b
pregnancies per 100 women in one e 5 i ® S

year

* Females of reproductive potential includes girls who have entered puberty and
all women who have a uterus and ovaries and have not passed through
mencpause.

Note: Mycophenolate reduces blood levels of the hormones in the oral
contraceptive pill and could theoretically reduce its effectiveness. Therefore, an
additional barrier method of contraception must be used with all hormonal
methods.

EMERGENCY CONTRACEPTION

= Patients should also be counseled on the availability of emergency
contraception in the event they have intercourse without acceptable
contraception or their contraceptive method fails.

© Step 3 - Check Pregnancy Status

O Step 4 - Report any pregnancies to the Mycophenolate Pregnancy Registry

Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe

mycophenolate-containing products?

Healthcare providers are not required to complete the Prescnber Training Confirmalion Form in order to
prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing Information and the Healthcare
Provider Brochure-

Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

There are three ways to obtain REMS materials:

2. BY PHONE - You can order materials by calling the Mycophenclate REMS call center at 1-800-617-8191.

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

R Patient Information Brochure: What You Need To Know About
oo REM Mycophenoclate

PATIENT INFORMATION
BROCHURE

= For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

[ Healthcare Provider Brochure
= For prescribers
”E’"'”ggggﬁggg‘””“ = Contains information on the risks associated with exposure to mycophenolate during

pregnancy, the components of the Mycophenolate REMS. and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= Contains important information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= For healthcare centers
= Contains important information about the Mycophenolate REMS for healthcara
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

Qe Prescriber Training Confirmation Form

= For prescribers

= This form can be used to document training in the Mycophenolate REMS. The form
can be filled out and mailed or faxed to document your training.

= View to Print or Save | Order

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

“Sifontis NM. et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006,62:1698-1702.
1Prescribing Information for mycophenolate.
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INFORMATION FOR PRESCRIBERS
What is my role in the Mycophenolate REMS? ciick step to enpand details

O Step 1 - Document your training in the Mycophenolate REMS

] ] . Prescriber Training
© Step 2 - Educate Females of Reproductive Potential
To view the Healthcare
Provider Brochure, and
Step 3 - Check Pregnancy Status ¥
© Step3 s y document your training, click
‘You must determine if females of reproductive potential are pregnant: ere. J
= One pregnancy test with a sensitivity of at least 25 miU/mL should be done Y
immediately before starting mycophenolate .REMS Materials
= Another pregnancy test with the same sensitivity should be done 8 to 10 Download or Order materials, |
days later click here.
= Repeat pregnancy tests should be performed at routine follow-up visits
o

= Results of all pregnancy tests should be discussed with the patient

In the event of a positive pregnancy test, patients should continue to take DATA INSIGHTS

mycophenolate until a discussion can take place on the increased risks and
benefits of mycophenolate treatment with the patient. In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases whare 24 female
transplant patients reporied 33

The patient should be apprised of the potential hazard of the fetus.

In certain situations, you and the patient may decide that the maternal benefits mycophenolate-exposed
outweigh the increased risks to the fetus. pregnancies”. Of these pregnancies,
there were:
® 15 spontaneous abortions
© Step 4 - Report any pregnancies to the Mycophenolate Pregnancy Registry (45%)

* 18 live-born infants
Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe E&&ﬁ;ﬁ;ﬁ&mwmn;grg.had

mycophenolate-containing products?
Healthcare providars are not required to complete the Prescrnber Training Confirmation Form in-order to Of the 77 females exposed to

prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe systemic mycophenolate during

mycophenclate-containing medicines will be contacted by the Mycophenolate REMS and encouraged pregnancy that were reported in

to become trained. This training could include reading the Prescribing Information and the Healthcare postmarketing data”:

Prowvider Brochure. * 25 had spontaneous
abortions

* 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
structural malformations occur in
approximately 20% of ive-bom
infants exposed in utero to
mycophenolate. First trimester
pregnancy loss rates have been
reported to be approximately 45%*t

" Program Resources and Educational Materials !

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program.

There are three ways to obtain REMS materials:

1. ONLINE — You can order the materials online. To Order Online, click here

2. BY PHONE — You can order materials by calling the Mycophenclate REMS call center at 1-800-617-8191.

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

o _ Patient Information Brochure: What You Need To Know About
- Mycophenolate

PATIENT INFORMATION
BROCHURE

= For prescribers to give io female patients of reproductive potential

= (Contains the tools and materials to help patients understand the componeants of the
Mycophenolate REMS

View to Print or Save | Order

[ Healthcare Provider Brochure

= For prescribers

HEALTHCARE PROVIDER oot : : ’ : .
BROCHURE = Contains information on the risks associated with exposure to mycophenclate during

T pregnancy, the components of the Mycophenolate REMS. and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= Faor prescribers

= Contains impertant information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider [DHCP) Letier for Centers

= For healthcare centars

= Contains important information about the Mycophenolate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

[, Prescriber Training Confirmation Form

= For prescribers
E - = This form can be used to document training in the Mycophenclate REMS. The form
=== L can be filled out and mailed or faxed to document your training.

= View to Print or Save | Order

T r—

e CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantafion. 2006,82:1698-1702.
tPrescribing Information for mycophenolate.
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INFORMATION FOR PRESCRIBERS
What is my role in the Mycopheneclate REMS? ciick step to sxpand detaiiz

© Step 1- Document your training in the Mycophenolate REMS

© Step 2 - Educate Females of Reproductive Potential

© S5tep 3 - Check Pregnancy Status

© Step 4 - Report any pregnancies to the Mycophenolate Pregnancy Registry

The Mycophenolate Pregnancy Registry has been established to evaluate
mycophenolate-exposed pregnancies and their outcomes. These data will provide
an opportunity to learn more about mycophenolate exposure in utero.

Instruct patients to tell you if they become pregnant during treatment with
mycophenolate or within & weeks following discontinuation of treatment.

If you learn that a patient is pregnant:
= Report the pregnancy to the Mycophenoclate Pregnancy Registry
- By phone: 1-800-617-8191
- Online by clicking this link Report a Pregnancy

- Or by mail: UBC
200 Pinecrest Plaza,
Morgantown, WV 26505-8065

Patients should be informed that you will report any pregnancies of which you
become aware to the Mycophenolate Pregnancy Registry. Provision of patient
contact and medical information to the Mycophenolate Pregnancy Registry is

covered by a HIPAA waiver.

= Encourage the patient to participate in the Mycophenolate Pregnancy

Reporta
Pregnancy

Home Page | Prescribing Information | Report a Pregnancy | Tell a Colleagus

Prescriber L ogin

Additional
Resources

. Prescriber Training

To view the Healthcare
Provider Brochure, and
document your training, click

here. |

.REMS Materials

Download or Order materials,
click here.

DATA INSIGHTS

In December 2006, the National
Transplantation Pregnancy Registry
{NTPR) pubiished data from
prospective cases where 24 female
transplant palients reporied 33
mycophernolate-exposed
pregnancies®. Of these pregnancies,
there were:

® 15 spontaneous abortions

(45%)
* 18 live-born infants

Four of the 18 live-born infants had
structural malformations (229%).

Registry and encourage patients to read the Mycophenolate Pregnancy

= = S i g Of the 77 females exposed to
Registry Frequently Asked Questions for Patients on this website systemic mycophenolate during
pregnancy thal were reported in
postmarketing data’-
* 25 had spontaneous
abortions
Do prescribers have to be trained in the Mycophenolate REMS in order to prescribe ® {4 had a malformed fetus or
mycophenolate-containing products? infant, of which six had ear
abnormalities

Healthcare providers are not required to complete the Prescnber Training Confirmation Form in arder to
prescribe mycophenolate-containing medicines. However, healthcare providers who prescribe
mycophenolate-containing medicines will be contacted by the Mycophenolate REMS and encouraged
to become trained. This training could include reading the Prescribing Information and the Healthcare
Provider Brochure.

While available data are limited,
structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First tnmester
pregnancy loss rates have been
reported fo be approximately 45%*t

" Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you and your patients need to understand your roles and
responsibilities in the program. '

There are three ways to obtain REMS materials:

1. ONLINE - You can order the materials online. To Order Online, click here

2. BY PHONE — You can order materials by calling the Mycophenolate REMS call center at 1-800-617-8191.

3. VIEW, PRINT, OR SAVE ON YOUR COMPUTER —You can view, print, or save the materials to your computer. Select items from the list
below.

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
Mycophenolate

ﬁ'u ormoudr REMS

PATIENT INFORMATION
BROCHURE

= For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save | Order

Healthcare Provider Brochure

1, S

= For prescribers

HEALTHCARE PROVIDER
BROCHURE

= Contains information on the risks associated with exposure to mycophenolate during
pregnancy, the components of the Mycophenolate REMS, and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= Forprescribers

= Contains important information about the Mycophenolate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= Forhealthcare centers

= Contains important information about the Mycophenolate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= Faor prescribers to give to female patients of reproductive potential

View to Print or Save | Order

Prescriber Training Confirmation Form

= Forprescribers

= This form can be used to document fraining in the Mycophenolate REMS. The form
can be filled out and mailed or faxed to document your training.

—— View to Print or Save | Order

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

“Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenoclate mofetil or sirolimus.
Transplantation. 2006;82:1698-1702.
FPrescribing Information for mycophenolate.
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MYCOPHENOLATE-RELATED RISK OF
MISCARRIAGE AND BIRTH DEFECTS

Prescriber Other Healthcare REMS Repori a Additional
Overview Professionals Overview Materials Pregnancy Resources

INFORMATION FOR PATIENTS

| take mycophenclate, what do | need to know and do? Ciicit an iem below fo expand detais

@ Understanding the increased risks of taking mycophenolate during pregnancy . Report a Pregnancy
If you are a girl or woman who can get pregnant, your doctor will talk with you To report a pregnancy, click
about the increased risks of mycophenoclate during pregnancy. here.

You need to learn about the following risks of mycophenolate in pregnancy: \ y,

= Higher risk of miscarriage during the first 3 months.
= Higher risk that the baby may be born with the birth defects: .REMS Materials

- Defects of the ears To view program materials

B online, click here.
- Cleft lip or cleft palate
- Defects of the arms, legs, heart, esophagus, kidney, and nervous J
system

Click here to see complete patient information in the Patient Information DATA INSIGHTS

Brochure: What You Need To Know About Mycophenolate _
In December 2006, the National

Transplantation Pregnancy Registry

(NTPR) published data from

prospective cases where 24 female

transplant patients reported 33

© Do | need a pregnancy test? mycophenolate-exposed

pregnancies”. Of these pregnancies,

© What if | am thinking about getting pregnant? there were:

* 15 spontaneous abortions
(45%)

® 18 live-bom infants

© Do | need to use birth control?

© What if | get pregnant?

Four of the 18 live-born infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate dunng
pregnancy that were reported in
postmarketing data’-
* 25 had spontaneous
abortions
* 14 had a malformed fetus or
infant, of which six had ear
abnormatlities

While available data are limiled,
structural matformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First inmester
pregnancy loss rates have been
reported to be approximately 45%*T

" Program Resources and Educational Materials

Your REMS Materials:

) ; Patient Information Brochure: What You Need To Know About
e Mycophenolate

PATIENT INFORMATION

BROCHERE = For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenolate Pregnancy Registry Freguently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

*Sifontis NM. =t al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006;82:16938-1702.
1Prescribing Information for mycophenolate.
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| take mycophenolate, what do | need to know and do? Cick e item beiow to sxpand detsils

© Understanding the increased risks of taking mycophenolate during pregnancy .Rep ort a Pregnancy '
© Do | need to use birth control? lo report a pregnancy, click
ere.
You must always use acceptable birth control: o
= During your entire treatment with mycophenolate
= For 6 weeks after you stop taking mycophenaclate
) REMS Materials

Unless you choose not to have sexual intercourse with a man at any time
{abstinence]), you must always use acceptable forms of birth control.

What are my birth control options? Print

ACCEPTABLE BIRTH CONTROL OFTIONS

Talk with your docler and pick fram the tollowing binh control oglions durning traatment with mycophendlate.

Option 1 | Use Method Alone
M Pick ona item from (&)
» Most effective: Less than 1 pregnancy
per 100 women in one year

[ ' |
I [

I R A ] ("-'.
Eritrautering Tubal Vasectemy
D (IUIDY) StorEzation

Option 2 | Use Hormone & Barrier g 2
| Pick one item from (B) and ene item _,.1"‘4 {.}_.
from {C1) or (C2) shown below g sy
P Vaginal
,,:;n;ramanms per 100 women in one b o 39'1 mm

Option 3 | Use Two Barriers

1 ,..-* Famale Condem @ Mala Condom
W Pick ona item from (C1) and one from £

c2)
> Las! effective: 13 or more 2RI Ol )
pregnancies per 100 women in one aith Spatmiide ': -
year
g e e i e o

You may need to use more than one method of birth control at the same time.

= |f you use an intrauterine device (IUD), had sterilization surgery (had your
tubes tied or blocked), or if your partner has had a vasectomy, you do not
need to use a second form of birth control.

Mycophenolate could make hormone methods of hirth control not work as well.

= Studies show that mycophenolate lowers blood levels of certain hormones
in the birth control pill.

= It is possible that birth control pills may not work as well when you take
mycophenolate and you could become pregnant.

. ltis possible that other hormone methods (like the patch, the ring, the shot,

To view program materials
online, click here.

’

. DATAINSIGHTS

In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies™ Of these pregnancies,
there were:

® 15 spontaneous abortions

(45%)

® 18 live-born infants

Four of the 18 live-bom infants had
structural malformations (22%).

Of the 7T females exposed o
systemic mycophenolate during
pregnancy that were reported in
postmarketing data’
* 25 had spontaneous
abortions
* 14 had a malformed fetus or
infant, of which six had ear
abnomalities

While available data are limited,
structural malformations occur in
approximately 20% of live-bomn
infants exposed in utero to
mycophenclate. First inmester
pregnancy loss rates have been
reported to be approximately 45%"T

and the implant) may also not work well and you could become pregnant.

= Itis important that a barrier method of birth control is also used with any
hormone method of bhirth control.

© Dol need a pregnancy test?
© What if | am thinking about getting pregnant?

© What if | get pregnant?

Your REMS Materials:

@ ) Patient Information Brochure: What You Need To Know About
ot Mycophenolate

PATIENT INFORMATION

S ROBHURE = For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenoclate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

*Sifontis MM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenoclate mofetil or sirolimus.
Transplantation. 2006;82:1698-1702.
TPrescribing Information for mycophenolate.
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| take mycnphenolate,l what do | need to know and do? ciick an iten beiow to sxpanit detsits

© Understanding the increased risks of taking mycophenolate during pregnancy .Repo rt a Pregnancy

© Dol need fo use birth control? To report a pregnancy, click
here.

©@ Dol need a pregnancy test?

-
You should have one pregnancy test immediately before starting mycophenolate
and another nancy test 8 to 10 days later to determine if you are nant. =
REE : iinag @ REVS Materials
= Pregnancy tests should be repeated during routine follow-up visits with your :
doctor. To view program materials
. online, click here.
= Talk to your doctor about the results of all your pregnancy tests.
.

© What if | am thinking about getting pregnant? DATA INSIGHTS

© What if | get pregnant? In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospeclive cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies® Of these pregnancies,
there were:

* 15 spontaneous aborfions
(45%)

* 18 live-bom infants

Four of the 18 live-born infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate during
pregnancy that were reported in
postmarketing data’:
= 25 had spontaneous
abortions
® 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
structural malformations occur in
approximately 20% of live-bom
infants exposed in utero to
mycophenolate. First tnmester
pregnancy loss rates have been
reported to be approximately 45%*1.

Program Resources and Educational Materials

Your REMS Materials:

IB* ™ Patient Information Brochure: What You Need To Know About
TR Mycophenolate

PATIENT INFORMATION

BROCHURE = [orfemale patients of reproductive potential

= Helps patients understand the program and how te comply with its requirements

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

s For prescribers to give to female patients of reproductive potential

View to Print or Save

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transplantation. 2006;82:1698-1702.
TPrescribing Information for mycophenolate.
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INFORMATION FOR PATIENTS

| take mycophenolate, what do | need to know and do? Ciick sn item below to sxpand detals

© Understanding the increased risks of taking mycophenolate during pregnancy .Rgpo rt a Pregnancy
© Dol need to use birth control? | To report a pregnancy, click
here.
© Do | need a pregnancy test?
»
@ What if | am thinking about getting pregnant?
If you are thinking about having a baby, talk with your doctor right away. Your .RE'MS Materials
doctor will decide if other medicines to prevent rejection may be right for you. | To view program materials
online, click here.
© What if | get pregnant? }

DATA INSIGHTS

In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies®. Of these pregnancies,
there were:

* 15 spontaneous abortions

{45%)
® 18 live-bomn infants

Four of the 18 live-bormn infants had
structural malformations (22%).

Of the 77 females exposed o
systemic mycophenolate during
pregnancy that were reported in
postmarketing data’
" 25 had spontaneous
abortions
* 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available dala are limited,
structural malformations occur in
approximately 20% of live-bom
infants exposed in utero fo
mycophenolate. First timester
pregnancy loss rates have been
reported to be approximately 45%"1.

Program Resources and Educational Materials

Your REMS Materials:

¢ o Patient Information Brochure: What You Need To Know About
gisii Mycophenolate

PATIENT INFORMATION
BROCHURE

= For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

*Sifontis NM. st al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophanolate mofetil or sirolimus.
Transplanfation. 2006;82:1698-1702
1Prescribing Information for mycophenolate.
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| take mycophenolate, what do | need to know and do? ciici sn tenr beiow to expand deraiis

© Understanding the increased risks of taking mycophenolate during pregnancy .Repo fa ngnancy
© Do need to use birth control? To report a pregnancy, click
here.
© Dol need a pregnancy test?
F
© What if | am thinking about getting pregnant?
© What if | get pregnant? .’REMS Maten.alsl
To view program materials
If you get pregnant while taking mycophenolate or within 6 weeks after you stop, online, click here.
call your doctor right away. Do not stop taking your mycophenolate. Your doctor

will talk with you about taking part in the Mycophenolate Fregnancy Registry.

You should report your pregnancy to the Mycophenolate Pregnancy Registry. DATA INSIGHTS

There are 2 ways to report a pregnancy:
' In December 2006, the National

= By phone: 1-800-617-8191 Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies”. Of these pregnancies,
there were:

* 15 spontaneous abortions

(45%)
* 18 live-born infants

= Online by clicking this link Report a Pregnancy

Four of the 18 live-born infants had
structural malformations (22%).

Of the 77 females exposed to
systemic mycophenolate duning
pregnancy that were reported in
postmarketing data’-
" 25 had spontaneous
abortions
* 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
structural malformations occur in
approximately 20% of live-bom
infants exposed in utero to
mycophenolate. First timester
pregnancy loss rates have been
reported fo be approximately 45%"1

. Program Resources and Educational Materials

Your REMS Materials:

o ) Patient Information Brochure: What You Need To Know About
e Mycophenolate

PATIENT INFORMATION

BROCHURE = [For female patients of reproductive potential

= Helps patients understand the program and how to comply with its requirements

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save

"Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.
Transpiantation. 2006;82:1698-1702.
1Prescribing Information for mycophenolate.
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INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS

What do | need to know about the Mycophenolate REMS? ciicr step to sipsnd detaits

@ Step 1 - Understand the Increased Risks of Mycophenolate Use During Pregnancy DATA INSIGHTS

You should become familiar with the increased risks of embryofetal toxicity In December 2006, the National
associated with mycophenolate: Transplantation Pregnancy Registry
- First-trimester pregnancy loss e
= Congenital malformations, especially transplant patients reported 33
i mycophenclate-exposed
- external ear pregnancies® Of these pregnancies,
- oo there were:
- cleft lip and palate abnormalities . 15 " 1= abovbions
(45%)
= Anomalies of ® 18 live-bormn infants

RO SRR R Four of the 18 live-born infants had
- heart structural malformations (22%).

- esophagus Of the 77 females exposed to

- Kkidney systemic mycophenolate during
pregnancy that were reported in

- and nervous system postmarketing data’

= 25 had spontaneous

aborlions

® 14 had a malformed fetus or

© Step 2 - Counsel Females of Reproductive Potential infant, of which six had ear

abnormalities

O St=pJ - Report Pregnancies While available data are limited,

structural malformations occur in

approximately 20% of live-bomn

infants exposed in utero to

mycophenolate. First timester

pregnancy loss rates have baen

reported to be approximately 45%"1.

Program Resources and Educational Materials )

The Mycophenolate REMS provides the resources and educational materials you need to understand the program and counsel patients.

You can view, print, or save the materials to your computer. Select items from the list balow.

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
O o Mycophenolate
PATIENT INFORMATION = Far prescribers to give to female patients of reproductive potential
BROCHURE

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS )

View to Print or Save

ﬁ* e Healthcare Provider Brochure

= Forprescribers

HEALTHCARE PROVIDER
BEQCHUIE View to Print or Save

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this gage will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

“Sifontis NM, et al. Pregnancy ouicomes in solid organ transplant recipisnis with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006;62:1698-1702.
1Prescribing Information for mycophenolate.
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INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS

What do | need to know about the Mycophenolate REMS? ciici ste0 1o svpand details

© Step 1 - Understand the Increased Risks of Mycophenolate Use During Pregnancy DATA INSIGHTS

© Step 2 - Counsel Females of Reproductive Potential

Counsel these patients:
With your involvement, we can improve patient understanding and reduce the
number of unplanned pregnancies in women taking mycophenolate.

Discuss the following with females of reproductive potential:

= The increased risks of miscarriage and birth defects while taking
mycophenolate.

= Pregnancy tests should be conducted before and during mycophenolate
treatment.

= Birth control needs to be used while taking mycophenolate, and for & weeks
after stopping treatment, to avoid pregnancy.

= Pregnancy planning needs to be discussed with a healthcare provider if a
patient wishes to become pregnant during mycophenolate treatment.

The following table lists the forms of contraception that are acceptahle for use
during treatment with mycophenolate.
Print

ACCEPTABLE BIRTH CONTROL OPTIONS

Guide your patiénts to choose from the foliowing bifth contral options for use dufing trealment with mycophenolate:

Option 1 | Use Method Alone | L
I Pick one item from (A) I
= Most effective: Less than 1 pregnancy

g
per 100 women in one year ik Sanraon Vasechomy
Option 2 | Use Hormone & Barrler " I =
2 Pick one item from (B) and one item .”,-..-" é‘\\ LJ O
from {C 1) or (C2) shown below e p e
= 4.7 pregnancies per 100 women in one Buth Gontrol Lonsd Vagral
year ety Iyecton Pl o i R mﬁﬂ'“"
Option 3 | Use Two Barriers 4 2 éy "
B Pick one item from (C1) and one fom (<4
C2) - it
= Leas! effective: 13 or more 2 1 W\ m;wmm ' Fummzm @ t:e-mxmw
pregnancies per 100 women in one “with Spermacide — Epange prr——
year

* Females of reproductive potential includes girls who have entered puberty and
all women who have a uterus and ovaries and have not passed through
menopause.

Note: Mycophenolate reduces blood levels of the hormones in the oral
contraceptive pill and could theoretically reduce its effectiveness. Therefore, an
additional barrier method of contraception must be used with all hormonal
methods.

EMERGENCY CONTRACEFPTION

= Patients should also be counseled on the availability of emergency
contraception in the event they have intercourse withcut acceptable
contraception or their contraceptive method fails.

© Step 3 - Report Pregnancies

In December 2006, the National
Transplantation Pregnancy Registry
(NTPR) published data from
prospective cases where 24 female
transplant patients reported 33
mycophenolate-exposed
pregnancies™. Of these pregnancies,
there were:

® 15 spontaneous aborfions

(45%)
® 18 live-bom infants

Four of the 18 live-born infants had
structural malformations (22%).

Of the 77 females exposed lo
systemic mycophenolate dunng
pregnancy that were reported in
posimarketing data’-
® 25 had spontaneous
abortions
®= 14 had a malformed fetus or
infant, of which six had ear
abnommalities

While available data are limited,
structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First fimester
pregnancy loss rates have been
reported to be approximately 45%"1.

The Mycophenolate REMS provides the resources and educational materials you nead to understand the program and counsel patients.

You can view, print, or save the materials to your computer. Select items from the list below.

Your REMS Materials:

ﬁ'.t.nu‘.. o REME

PATIENT INFORMATION
BROCHURE

Mycophenolate

Mycophenolate REMS

View to Print or Save

e

Healthcare Provider Brochure

@.:- s RENES

= For prescribers

HEALTHCARE PROVIDER
BROCHURE

[ ————

View to Print or Save

CellCept Medication Guide
View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

Patient Information Brochure: What You Need To Know About

= For prescribers to give to female patients of reproductive potential
= (Confains the tools and materials to help patients understand the components of the

The Mycophenolate A;Flicams attest that this g
and applicants on the FDA approved REMS website.

age will only include Medication Guides from the list of approved application numbers

“Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus.

Transplantation. 2006:82:1698-1702.
1Prescribing Information for mycophenolate.

g = 3
| BDMHEES READER

Privacy Slaiement | Legal Statement | Intended for U.S, Aodiences Only

Reference ID: 4732128

Copynight @ [YYYY] Mycophenolate REMS. Al ights reserved




Home Fage | Prescribing Information | Report 8 Pregnancy | Tell a Colleague

YCOPHENOLATE REMS
RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare = Reporta Additional
Overview Overview Professionals Overview: Materials Pregnancy Resources
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What do | need to know about the Mycophenolate REMS? ciics step to sxnand defails

© Step 1 - Understand the Increased Risks of Mycophenolate Use During Pregnancy DATA INSIGHTS

© Step 2 - Counsel Females of Reproductive Potential In December 2006, the National
. Transplantation Pregnancy Registry
© Step 3 - Report Pregnancies (NTPR) published data from

prospective cases where 24 female

All pregnancies need to be reported to the Mycophenoclate Pregnancy Registry. UENSANt PADOTIS eprAiad 35

mympherl'polata—expased
pregnancies”. Of these pregnancies,
There are 2 ways to report a pregnancy: there were;
1. BY PHONE - You can call the Mycophenolate Pregnancy Registry at 1-800- & 3455%’“‘3"5"“5 abortions

617-8191. £ )
® 18 live-bom infants
2. ONLINE - You can provide your contact information online to the

Mycophenolate Pregnancy Registry. Someone from the Mycophenolate Four of the 18 live-born infants had
Pregnancy Registry will then contact you to confirm necessary healthcare structural malformations (22%).
INECICIc, Of the 77 femles exposed to
Report a Preghancy systemic mycophenolate dunng

o pregnancy that were reported in

postmarketing data’
® 25 had spontaneous
abortions

* 14 had a malformed fetus or
infant, of which six had ear
abnormalities

While available data are limited,
structural malformations occur in
approximately 20% of live-born
infants exposed in utero to
mycophenolate. First timester
pregnancy loss rates have been
reported to be approximately 45%*T

[ Program Resources and Educational Materials

The Mycophenolate REMS provides the resources and educational materials you nead to understand the program and counsel patients.

You can view, print, or save the materials to your computer. Select items from the list below.

Your REMS Materials:

Patient Information Brochure: What You Need To Know About
@ o Mycophenolate
PATIENT INFORMATION = For prescribers to give to female patients of reproductive potential
BROCHURE

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save

@ e Healthcare Provider Brochure

= Forprescribers

HEALTHCARE PROVIDER
BROCHURE View to Print or Save

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate AplPlii:ants attest that this Eage will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolaie mofetil or sirolimus.
Transplantation. 2006.82:1693-1702. :
TPrescribing Information for mycophenolate.
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= Prescribers

{ Resources and Educational Materials for Prescribers :

Your REMS Materials:

o — Patient Information Brochure: What You Need To Know About
T Mycophenoiaie

PATIENT INFORMATION

BEROCHURE = For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients undersiand the components of the
Mycophenolate REMS

View to Print or Save | Order

[ Healthcare Provider Brochure

= Forprescribers

HEALTHCARE PROVIDER
BROCHURE

« Contains information on the risks associated with exposure to mycophenolate during
pregnancy, the components of the Mycophenolate REMS. and what you can do to
help ensure the successful implementation of the program

View to Print or Save | Order

Dear Healthcare Provider (DHCP) Letter

= For prescribers

= Contains important information about the Mycophenciate REMS

View to Print or Save

Dear Healthcare Provider (DHCP) Letter for Centers

= For healthcare canters

= Contains important information about the Mycophenoiate REMS for healthcare
centers

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give to female patients of reproductive potential

View to Print or Save | Order

Prescriber Training Confirmation Form

= For prescribers

» This form can be used to document training in the Mycophenolate REMS. The form
can be filled out and mailed or faxed to document your training.

View to Print or Save | Order

CellCept Medication Guide

View to Print or Save

Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.

= Patients

Resources and Educational Materials for Patients

Your REMS Materials:

@ ) Patient Information Brochure: What You Need To Know About
S S Mycophenolate

PATIENT INFORMATION

BROCHURE = Forfemale patients of reproductive potential

= Helps patients understand the program and how to comply with its requiréments

View to Print or Save

Mycophenolate Pregnancy Registry Frequently Asked Questions for
Patients

= For prescribers to give io female patients of reproductive potential

View to Print or Save

= Other Healthcare Professionals

Resources and Educational Materials for Other Healthcare Professionals

Your REMS Materials:

o ; Patient Information Brochure: What You Need To Know About
Tooevn, o REMS Mycopheno!ﬂte

PATIENT INFORMATION

HROEHHRE = For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the components of the
Mycophenolate REMS

View to Print or Save

[ -, SRS Healthcare Provider Brochure
= For prescribers
HEALT:&SEE:?ESWDER = Contains information on the risks associated with exposure to mycophenolate during
T T pregnancy, the components of the Mycophenolate REMS. and what you can do to

help ensure the successful implementation of the program

View to Print or Save

CeliCept Medication Guide

View to Print or Save

=2 Myfortic Medication Guide

View to Print or Save

Generic Medication Guides

Drug Name Generic Name Company Links

The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved application numbers
and applicants on the FDA approved REMS website.
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MYCOPHENOLATE PREGNANCY REGISTRY

What is the Mycophenolate Pregnancy Registry?

The Mycophenolate Pregnancy Registry is a way to collect information about pregnancies in
female patients taking mycophenalate or within 6 weeks of stopping treatment. Females taking
mycophenolate while they are pregnant have a higher risk of miscarriage in the first 3 months. I am & pregnant patient, plssse
There is also a higher risk that the baby will have birth defects. contact me. 5

Patients

Who should report a pregnancy to the Mycophenolate Pregnancy Registry?

Healthcare Professionals

= Healthcare Professionals - Report pregnancies to the Mycophenolate Pragnancy Registry | am & healthcare profassional
using one of the 2 ways below. please contact me.

= Patients - Tell your doctor if you get pregnant. Do not stop taking your mycophenolate
medicine. Your doctor should report the pregnancy to the Mycophenolate Pregnancy
Registry.

How do | report a pregnancy to the Mycophenolate Pregnancy Registry?
There are 2 ways to report a pregnancy:

1. BY PHONE —You can call the Mycophenolate Pregnancy Registry at 1-800-617-8191

2. ONLINE — You can provide your contact information online to the Mycophenolate
Pragnancy Registry. Someone from the Mycophenolate Pregnancy Registry will then
contact you to confirm necessary healthcare information.

What should be reported to the Mycophenolate Pregnancy Registry?
Any pregnancy, planned or unplanned, that occurs:

= While taking mycophenolate or

= Within 6 weeks after stopping treatment.

For more information about the Mycophenolate Pregnancy Registry, click one
of the links below:

Patient FAQs
Prascriber FAQs

| have more questions, where can | get answers?
You can:

= Talk to someone by calling 1-800-617-8191 and selecting the Mycophenolate Pregnancy
Registry menu option.

Privacy Statement | Legal Statement | Intended for U. 5. Audiences Only Copyright © [YYYY] Mycophenolate REMS. All rights reserved.
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Report a Pregnancy

Please provide the contact information requested below. Required fizlds are indicated by an asterik (%

For privacy reasons, we cannot collect patient medical information on this form.
After you submit the form below, someone from the Mycophenolate Pregnancy Registry will contact you via your preferred method within 1 business day.

To report a pregnancy over the phone, you may contact the registry at 1-800-617-8191.

Patient Contact Information

First Name™ :

Address 17 :

City™:

ZIP*:

Primary Phone Number” :

Fax Number :

Last Name™ :

Address 2 :

State™ :

Email Address :

Seconday Phone Number :

Preferred Contact Method™ :

Healthcare Provider Contact Information

First Name :

Address 1:

City :

ZIP:

Primary Phone Number :

Fax Number :

Last Name :

Address 2 :

State :

Email Address :

Seconday Phone Number :

Preferred Contact Method :




Report a Pregnancy Page

HCP Not Logged In
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Report a Pregnancy ]

Please provide the contact information requested below. Required fields are indicated by an asterisk (%)

For privacy reasons, we cannot collect patient medical information on this form.

After you submit the form below, someone from the Mycophenoclate Pregnancy Registry will contact you via your preferred method within 1 business day.

To report a pregnancy over the phone, you may contact the registry at 1-800-617-8191.

Healthcare Provider Contact Information

First Name* : Last Name* :

Address 1*: Address 2 :

City™ : State™ :

ZIP* : Email Address :

Primary Phone Number® : Seconday Phone Number :

Fax Number : Preferred Contact Method™ :
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

ADDITIONAL RESOURCES
FOR MORE INFORMATION ABOUT BIRTH DEFECTS
= Centers for Disease Control and Prevention:®
Wy cde gov
FOR MORE INFORMATION ABOUT BIRTH CONTROL

= Planned Parenthood:”
wwnw plannedparenthood org

= Food and Drug Administration:
wwaw fda gov/consumersffree-publications-women/birth-control

FOR EMERGENCY BIRTH CONTROL

= Call your healthcare provider

*Mycophenolate REMS is neither affiliated with nor an endorser of these organizations. The information provided by Mycophenclate REMS or
these organizations is meant for informational purposes only, and is not intended to replace your doctor's medical advice.

Privaty Statement | Leqal Stalement | Infended for U.S. Audiences Only Copyright & [¥""v] Mycophenolale REMS. All rights reserved.
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You are now leaving the Web site.

Links to external sites are provided as a resource and convenience to our visitors.
The Mycophenolate REMS accepts no responsibility for the content of these sites.
The Mycophenolate REMS does not control these sites, and the opinions, claims,
or comments expressed on these sites should not be attributed to the
Mycophenolate REMS.

Continue

Cancel
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Prescriber Patient Other Healthcare REMS Additional
Overview Overview Professionals Overview Materials Resources

FREQUENTLY ASKED QUESTIONS

= Patients

- What is the Mycophenolate REMS ?
The Mycophenolate REMS has been designed to tell you about the risks of taking mycophenolate during pregnancy. Females
taking mycophenolate while they are pregnant have a higher risk of miscarriage in the first 3 months. There is also a higher risk
that the baby will have birth defects.

- Do | have to register in the Mycophenolate REMS as a patient?

Patients do not register in the Mycophenolate REMS.

If you become pregnant during treatment with mycophenolate or within & weeks after stopping treatment with mycophenolate,
you should inform your doctor and participate in the Mycophenolate Pregnancy Registry. Participation is voluntary; howsver,
the information you provide is important to the success of the program.

The Mycophenolate Pregnancy Registry collects information about pregnancies that occur during treatment with
mycophenolate or within & weeks after stopping. The information from the Registry helps doctors and patients understand the
effects of mycophenolate on pregnant females and their babies.

You can fill your prescription in any pharmacy.

- What forms of birth control should | use while taking mycophenolate?

You should talk with your doctor about what birth control is right for you. You can also gst birth control information in the Patient
Information Brochure: What You Need To Know About Mycophenolate brochure. This brochure is available from your doctor or
can be viewed on this website.

If you are taking mycophenolate, and you are able to get pregnant, you must always use acceptable birth control;
= During your entire treatment with mycophenolate

« For & weeks after you stop taking mycophenclate

Unless you choose not to have sexual intercourse with a man at any time {abstinence). you must always use acceptable birth
control.
- Where can | find maore information about birth control options?

Talk with your doctor about birth control and what is best for you. You can also gat birth control information in the Patient
Information Brochure: What You Need To Know About Mycophenolate brochure, This brochure is available from your doctor
and can alse be viewed on this website.

- Where can | find more information about drugs and birth defects?

It is best if you talk with your doctor about your medicines and birth defects.

- What type of data is collected by the Mycophenolate Pregnancy Registry and who will see the data?
You can find information on the Registry on this website.

The Registry collects information about pregnancies that occur during treatment with mycophenolate or within 6 weeks after
stopping. The information from the Registry helps doctors and patients understand the effects of mycophenolate on pregnant
females and their babies.

The Registry reporis information about an individual female’s pregnancy to the maker of the mycophenolate medicine she took.
The maker of the drug is required by the law to report the pregnancy to the government

Summary information (without patient identifiers) may also be shared among makers of mycophenolate medicine who suppert
the Mycophenolate REMS. They may choose to publish it in scientific journals.
- Where can | find more information about emergency contraception?

You can also contact Planned Parenthood at 1-800-230-PLAN (1-800-230-T526). online at www.plannedparenthood org or text
‘PPNOW" to 774636 (PPINFO) to get answers {standard message and data rates may apply):

- _How do | get more information about the Mycophenolate REMS?
You can talk with your doctor for more information.

- What if | become pregnant while on a mycophenolate containing medicine or after | stop taking a mycophenclate containing
medicine?

If you get pregnant while taking mycophenolate or within 6 weeks after you stop, call your doctor right away. Do not stop taking
your mycophenolate. Your doctor will talk with you about taking part in the Mycophenolate Pregnancy Registry.
- What is the Mycophenolate Pregnancy Registry?

The Registry coliects information about pregnancies that occur during treatment with mycophenolate or within 6 weeks after
stopping. The information from the Registry helps doctors and patients understand the effects of mycophenolate on pregnant
females and their babies.

- Why should | take part in the Mycophenolate Pregnancy Registry?

The information you provide to the Registry will help us better understand the effects of mycophenolate in pregnancy.

When you take part in the Registry, you provide important information that may help you and other females who took
mycophenolate during their pregnancies. Females taking mycophenolate while they are pregnant have a higher risk of
miscarriage in the first 3 months. There is also a higher risk that the baby will have birth defects.

- Wheo can take part in the Mycophenolate Pregnancy Registry?

All females who are pregnant while taking the following medicines and all famales who get pregnant within & wesks after
stopping treatment:

» CellCept® (mycophenolate mofetil)
« Myfortic® (mycophenolic acid)
» (Generic mycophenolate mofetil

+ Generic mycophenolic acid

Tell your doctor right away if you get pregnant. Your doctor should report your pregnancy fo the Registry. We encourage you to
take part in the Registry. The information you provide to the Registry will help us better understand the effects of
mycophenolate in pregnancy. All the information you provide will be kept private.

There are a few simple steps to fake.
1. Tell your doctor if you get pregnant
« The Registry will contact you after speaking with your doctor.

2. Complete an Informed Consent form
= The Informed Consent form will be mailed to you with a pre-addressed postage-paid return envelope.
« The form tells you what to expect with the Registry. It tells you what your rights are.
« By signing, you allow the Registry to ask you guestions about your health and your baby's health. The Registry will
also ask for information from your doctors.
3. Answer questions about your health and your baby's health
= After the first 3 months of pregnancy.
« 2 more times during the next 6 months of pregnancy.
« At the time of expected delivery.

+ When your baby is 2 months, & months and 1 year.

4. Let the Registry know if your contact information changes
+ The Registry relies on your information to contact you

« If your contact information changes, please call 1-800-617-8191.

- What are my rights as a participant in the Mycophenolate Pregnancy Registry?

» You can quit at any time.

« Your privacy is protected.

- Whom can | contact for more information?

» Call 1-800-617-8191 and choose "Mycophenolate Pregnancy Registry” from the menu

- Are there other side effects that | should know about with a8 mycophenolate containing medicing?

For information on side effects, you can talk with your doctor, ask your pharmacist, read the mycophenaclate Medication Guide
or the Prescribing Information (P1).

- How should | store a mycophenolate containing medicine?

» Store your medication at room temperature (59°F to B&°F).
= IMake sure the container is tightly closed.

» Keep mycophenolate and all medicines out of the reach of children.

- In addition to pregnancy, what should | aveid while taking mycophenclate?

For information on what to avoid when taking mycophenolate, talk with your doctor. ask your pharmacist, read the
mycophenolate Medication Guide or the Prescribing Information (P1).

- How do | handle internet browser issues?

If you are experiencing browser issues, your browser (i.e., Microsoft Internet Explorer, Mozilla Firefox, or Apple Safari} may be
blocking the Mycophenolata REMS site, or parts of the Mycophenolate REMS site. You can resolve this by

1. Dizabling the pop-up blocker completely every time you need to use the site, or

2. Adding www MycophenolateREMS com into your browser's list of allowed sites.

If this does not resolve the issue; it is recommended that you use Internet Explorer 8 0.
- What materials will | receive from my doctor?

» Patient information Brochure: What You Need To Know About iycophenoiate
This Brochure tells you what you nead to know about the Mycophenolate REMS. It explains how the program works and
what your role is.

+ Mycophenclate Pregnancy Registry Frequently Asked Questions for Palients
Reference ID: 4732128 Provides answers to frequently asked guestions about the Registry.



= Prescribers

- Who is the Mycophenolate REMS for?

Mycophenolate REMS is designed to help inform prescribers, nurses, pharmacists, and females of reproductive potential of the
risks associated with exposure to mycophenolate during pregnancy.

- Who can participate in the Mycophenolate Pregnancy Registry?

A female patient is considered eligible if she meets either of the following criteria:

» A patient who is or was pregnant and was exposed to at least 1 dose of mycophenolate during pregnancy

= A patient who got pregnant within & weeks following discontinuation of treatment
Patients who mest either of these criteria. regardless of indication, can pariicipate. Patients whose pregnancy does not mest
these criteria may not participate in the Mycophenoclate Pregnancy Registry.

- Why is the Mycophenolate Pregnancy Registry important?

Exposure to mycophenolate during pregnancy is associated with:
» Increased risks of pregnancy loss during the first trimester
= Higher risk of congenital malformations
¢ Ear abnormalities such as microtia
= Facial deformities, including cleft lip and palate
+ Anomalies of the distal limbs, heart. esophagus, Kidney, and nervous system
The Mycophenolate Pregnancy Registry will collect data to characterize the risks associated with exposure to mycophenclate
during pregnancy or within & weeks following discontinuation of treatment, regardiess of indication. There is no limit to the

number or type of physicians and/or patients who may contribute data to the Mycophenolate Pregnancy Registry. All reports of
potential matemal and fetal exposure to mycophenolate will be considered for the Mycophenolate Pregnancy Registry

The success of the Mycophenclate Pregnancy Registry depends on the participation of both patients and healthcare providers.
Healthcare providers should identify patients who are currently pregnant or who may have been exposed to mycophenolate
while pregnant, inform them of the Mycophenolate Pregnancy Registry, and encourage them to participate in the
Mycophenolate Pregnancy Registry. Healthcare providers should report any pregnancy that may involve exposure to
mycophenolate, whether or not the patient chooses to participate. Patients should be informed that you will report any
pregnancigs of which you become aware to the Mycophenolate Pregnancy Registry.

- What is my role in the Mycophenolate Pregnancy Registry?

Instruct patients to tell you if they get pregnant during treatment with mycophenolate or within & weeks following discontinuation
of treatment. If you learn that a patient is pregnant.

+ Report the pregnancy to the Mycophenolate Pregnancy Registry

« Encourage the patient to participate in the Mycophenolate Pregnancy Registry and encourage patients to read the
Myecophenclate Pregnancy Registry Frequently Asked Questions for Patients on this website

When you report an eligible pregnancy to the Mycophenolate Pregnancy Registry, you should provide your contact information.
Also provide the Mycophenclate Pregnancy Registry with information about the pregnancy and the patient's contact
information so that she can be called for follow-up for this safety study. Provision of patient contact and medical information to
the Mycophenolate Pregnancy Registry is covered by an HIPAA waiver.

When patients participate in the Mycophenolate Pregnancy Registry, they agree to provide information about their pregnancy,
including information about prenatal drug exposure of any duration, maternal demography and history, and matemal and fetal
outcomes of pregnancies exposed to mycophenolate. Patients are encouraged to participate in the Mycophenolate Pregnancy
Registry as soon as their pregnancy is known, preferably in the first trimester

The patient will be asked in telephone interviews to answer questions regarding her health and her baby's health. These
interviews will take place during each trimester of pregnancy; near the expected time of delivery or at pregnancy outcome: and
when the infant reaches 2 months, 6 months, and 1 year of age. Since the Mycophenolate Pregnancy Registry relies on being
able to contact the patient, it is important for you to advise her to keep the Mycophenolate Pregnancy Registry informed of any
changes to her contact information throughout her paricipation.

- After | enroll my patient, what is my role?

You will be asked to provide pregnancy and outcomes data on a paper-based case report form (CRF) and submit it via mail or
fax, or enter the data into an electronic data capture (EDC) system. You must keep the Mycophenolate Pregnancy Registry
informed of any changes to your contact information throughout your participation.

- How will data collected by the Mycophenolate Pregnancy Registry be analyzed and reported?

The Mycophenolate Pregnancy Registry program administrator will report personally identifiable pregnancy data to the
appropriate drug manufacturar for purposes of reporting to reguiatory agencies as required by law. Aggregated de-identified
data may be shared among pariicipating applicants of Mycophenolate REMS and/or submitted for publication in peer-reviewed
scientific journals,

All pregnancies occurring during treatment with mycophenoclate or within 6 weeks following discontinuation of treatment should
be reported to the Mycophenolate Pregnancy Reagistry, regardless of indication. for inclusion and follow-up. In addition to
reporting exposed pregnancies to the Mycophenolate Pregnancy Registry, you may also report pragnancies to the NTPR.

- How can | obtain more information?
= Visit www.MycophenolateREMS.com

» Call 1-800-617-8191

- What information is collected when a pregnancy is registerad?

The Mycophenaolate REMS Pregnancy Registry actively collects information on all pregnancies that occur during treatment or
within & weeks of stopping treatment with Mycophenolate. For newly reported and ongoing pregnancies, guestions are asked

at baseline, first, 2™, and 3™ trimesters, at time of expected delivery and at infant ages 2.6, and 12 months. Data elements
include but are not limited to:

+ Demographics

+ Mycophenolate exposure including dose and timing of exposure

« Maternal and fetal outcomes

» Root cause analysis (understand the circumstances that led to the fetal exposure)
= Frequency of educational counseling

« Infant development to age 12 months

Reference ID: 473228 completed pregnancies. the available information on the pregnancy outcome will be captured and any infant follow-up



= Pharmacists

- Do pharmacies have to register with the program?

MNo. Pharmacies do not register in the Mycophenolate REMS. Pharmacies are required to provide patients with the medication
guide for a particular mycophenolate product when dispensing the drug.

The anly requirement for pharmacies in the Mycophenolate REMS is to provide the patient with a medication guide when
dispensing mycophenolate.

- How can | order more medication guides?
Additional medication guides can be ordered over the phone (1-800-617-8191).

MNo. Patients in the Mycophenolate REMS do not have cards or ID numbers.

- Can | accept mycophenolate prescriptions by phone, fax or email?

Yes. The Mycophenolate REMS does not affect a pharmacy's policy on how a preseription is received You can accept a
mycophenolate prescription by any means you would accept any other prescriptions.

- What information is collected when a pregnancy is registered?

The Mycophenclate REMS Pregnancy Registry actively collects information on all pregnancies that occur during treatment or
within 6 weeks of stopping treatment with Mycophenolate. For newly reported and ongoing pregnancies, questions ars asked

at baseline, first, 2”‘1: and 3™ trimesters, at time of expected delivery and atinfant ages 2,6, and 12 months_ Data elements
include but are not limited to:

« Demographics

» Mycophenoclate exposure including dose and timing of exposure

» Maternal and fetal outcomes

» Root cause analysis {understand the circumstances that led to the fetal exposure)
« Frequency of educational counseling

+ Infant development to age 12 months

For completed pregnancies, the available information on the pregnancy outcome will be captured and any infant follow-up

= Email

- Add Mycophenolate REMS to your safe senders

Listed below are steps to help with receiving emails from Mycophenolate REMS.

Because email clients differ, and spam filters sometimes filter legitimate email. Mycophenolate REMS suggests you add the
Mycophenolate REMS domain to your Safe Senders list in your email client. This will minimize the chance that you'll miss
Mycophenolate REMS emails.

For Qutlook 2000 and Higher
1. Open the email from Mycophenolate REMS.
2. Click on the "Actions” menu on the top of your email window.
3. Choose “Junk Email.”

4. Select"Add Senders Domain. to Safe Senders List” to add Mycophenolate REMS to your safe sender list.

Or Follow These Steps
1. Open the email from Mycophenolate REMS.
2. Right-click Mycophenolate REMS email address.
3. Click "Add to Contacts” in the short-cut menu.
4. Click *Save and Close”

Outlook Express (6+)
1. Open the email from Mycophenolate REMS.
2_ Left-click Mycophenolate REMS icon, or right-click Mycophenolate REMS name.
3: Click "Add to Contacts.”
4_Click “Save and Close "

ADL 9.0

1. Open the email from Mycophenolate REMS.

2. Click the "Add Address” icon.

3. Verify Mycophenoclate REMS contact information.
4. Save it

AOL WebMail
1. Open the email from Mycophenolate REMS.
2. Click on Mycophenolate REMS name and email address.
3. Click “Add to Address Book” in the window that appears
4 Enter extra information as needed.

5 Click"Save ”

Earthlink
1. Open the email from Mycophenolate REMS.
2. Click "Add to Address Book™ in the email header.
3. Use the "Address Book Editor” to verify Mycophenolate REMS contact details, and click "Save.

Entourage
1. Open the email from Mycophenolate REMS.
2. Right-click Mycophenolate REMS email address.
3. Select "Add to Address Book” in the short-cut menu.
4. Verify Mycophenolate REMS contact details.
5. Click “Save "

Gmail

1. Open the amail from Mycophenolate REMS.
2. Click "More Options™ in the email header.

3. Click "Add Sender to Contacts List”

Hotmail
1. Open the email from Mycophenolate REMS.
2. Click “3ave Address” in the toolbar.
3. Verify Mycophenoclate REMS contact details.
4. Click "ok.”

* Users may also white-list Mycophenolate REMS zntire domain (everything behind the @ sign) using the “Safe List’ feature
under Options —= Mail —= Junk Email Protection.

Yahoo!
1. Open the email from Mycophenolate REMS.
2. Click “Add to Address Book™ to the right, next to Mycophenelate REMS name.
3. Verify Mycophenoclate REMS contact details.
4. Click "Add to Address Book.”

Machail
1. Open the email from Mycophenolate REMS.
2. Ctr-click Mycophenolate REMS email address and select "Open in Address Book.”
3. Verify Mycophenolate REMS contact details.

Let *
ADOBE READER®

Privacy Stalement | Legal Statement | Intended for U.S. Audiences Cnly Copynght @ [YYY] Mycophenolate REMS. All rights reserved

Reference ID: 4732128



Tell a Colleague Page

Accessed from Tell a Colleague link in the header
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Home Fage | Frescribing Information | Repori a Pregnancy | Tell a Colleague

YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare
Overview Overview Professionals Overview

Report a Additional
Pregnancy Resources

TELL A COLLEAGUE

*Denoles a required feld,
From (Your Mame)*:

Your Email* :

Your Colleague's Email* :

Email message will be as follows:

Hi,

I thought you’d be interested in learning about the Mycophenolate
REMS on the MycophenolateREMS.com website. Please copy and paste
the link into your browser to view the website.
https://www.MycophenolateREMS. com

This information is used only for the purpoze of sending this email. See full Privacy Statement

gReference. ID; A732128,. ot | intended for U S Audiences Oniy Copyright & [YYYY] Mycophenolate REMS. Al rights ressrved



Prescriber Documentation of Training

Accessed from Prescriber Training button on Prescriber Overview Page
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Home Page | Prescrbing Information | Report a Pregnancy | Tell a Colleague

YCOPHENOLATE REMS R, S

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Reporta Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

PRESCRIBER TRAINING

View the Healthcare Provider Brochure

YCOPHENOLATE REMS

HFAI THCARF PROVINEFR -

Document Your Training

Please enter your email, this will act as your user name.
If you already have an account pleasze login.

Email -

Re-type Email -

| Continue == | ‘ Cancel |

Erivacy Stalement | LegarE-laTemeni | Intended for U.S. Audiences Only Copyright ® [\'¥'Y] Mycophenolate REMS. All righls reserved.
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YCOPHENOLATE REMS il
RISKS OF FIRST TRIMESTER PREGMANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Reporta Additional

Overview Overview Professionals Overview Materials Pregnancy Resources

PRESCRIBER TRAINING

Prescriber Training Confirmation
Read and acknowledge the following statements:

The FDA determined that a REMS (Risk Evaluation and Mitigation Strategy) is necessary to ensure that the benefits of mycophenolate
outweigh the increased risks of first trimester pregnancy loss and congenital malformations associated with mycophenoclate use during

pregnancy.
Mycophenolate is available by prescription as
= CellCept® (mycophenolate mofetil)
= Myfortic® (mycophenolic acid)
= Generic mycophenolate mofetil

= Generic mycophenaolic acid

As a prescriber of mycophenolate to female patients of reproductive potential,” | understand that | complete this Training Confirmation Form to
document my training in the Mycophenolate REMS.

*A female of reproductive potential includes girls who have entered puberty and all females who have a uterus and have not passed through
menopauss.
| have agresd to do the following:
1. Read and understand the Frescribing information for mycophenolate and the Healthcare Provider Brochure.
. Understand the increased risks of first trimester pregnancy loss and congenital malformations associated with mycophenolate.
. Educate famales of reproductive potential on the risks associated with exposure to mycophenolate during pregnancy.
. Provide the Patient Information Brochure: What You Need To Know About Mycophenolafe booklet to females of reproductive potential.
. Provide contraceptive counseling to patients directly or by partnering with an OB/GYM.

[ I S S - T S S ]

. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate treatment outweigh the risk
of fetal harm.

=-J

. Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or considering pregnancy.

8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the Healthcare Provider
Brochure.

5. Report to the Mycophenolate Pregnancy Registry any pregnancies that occur during mycophenolate treatment or within & weeks
following discontinuation of treatment. Encourage pregnant patients to participate in the Mycophenolate Pregnancy Registry.

| understand that | may be contacted in the future for items pertaining to the administration of the Mycophenclate REMS.

| acknowledge that by completing this Prescriber Training Confirmation Form | attest to follow the Mycophenolate REMS requirements
outlined above.

| == Back H Continue == | Cancel ‘

Privacy Stalement | Legal Statement | Intended for U.5. Audiences Only Copyrghl @ [YYYY] Mycophenolate REMS. All rights reserved.
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YCOPHENOLATE REMS A

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

PRESCRIBER ACCOUNT

Prescriber Information

Please supply the following information about yourself and then select Continue. This address will be your primary address.
(NOTE: Address venfication will be performed on the entered address)

*Denotes @ required field
Institution -

First Name™ :
Last Name™
Address1™
Address2 :
City™*:
State™ 5

ZlP*:

Phone™: { 3 -

FAX : ( ) -
NPI Number™:

Degree™: =
Specialty™: B

Complete Your Registration

Set your password.

Username is your email address : lonnie deef@abc.com

w

Password -

Confirm Password :

‘ << Back H Caontinue == | ‘ Cancel |

Privacy Statement | Legal Statement | Intended for U5, Audiences Only Copyright @ [YY'Y] Mycophenolate REMS. Afl rights reserved
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YCOPHENOLATE REMS i oma il

RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My, Profile | Logout
AND CONGENITAL MALFORMATIONS HE

Prescriber Patient Other Healthcare REMS Report a Additional

Overview Overview Professionals Overview Materials Pregnancy Resources

PRESCRIBER ACCOUNT

John Smith, you are now successfully enrolled in the Mycophenolate REMS.

= You will receive an email confirmation of your current enroliment.
IMPORTANT : Add noreply@MycophenolateREMS com to your Safe Senders list to ensure that you receive this confirmation. (See
Instructions on adding Mycophenolate REMS to your Safe Senders)

Finish Crder Program Materials

Emmz 4723212 gement | Intended for U.S. Audiences Only Copyright & [Y™"Y] Mycophenolale REMS. All rights reserved



Prescriber Login

Accessed from Prescriber Login link in the header of Prescriber Overview Page

Reference ID: 4732128



Prescriber Login

Emaail -

Password -




Forgot Password

Accessed from Prescriber Login Screen as a link

Reference ID: 4732128



Login Credentiais B

Forgot Password

Email :




Prescriber Order Materials

Accessed by clicking To order online button under Program Materials section on
Prescriber Overview page or by clicking on Order link next to each Program
material
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YCOPHENOLATE REMS A

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Report a Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

PRESCRIBER ACCOUNT

Prescriber Information

Please supply the following information about yourself and then select Continue. This address will be your primary address.
(NOTE: Address venfication will be performed on the entered address)

*Denotes @ required field
Institution -

First Name™ :
Last Name™
Address1™
Address2 :
City™*:
State™ 5

ZlP*:

Phone™: { 3 -

FAX : ( ) -
NPI Number™:

Degree™: =
Specialty™: B

Complete Your Registration

Set your password.

Username is your email address : lonnie deef@abc.com

w

Password -

Confirm Password :

‘ << Back H Caontinue == | ‘ Cancel |
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YCOPHENOLATE REMS R —

RISKS OF FIRST TRIMESTER PREGNANCY LOSS Prescriber Training | Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS

Prescriber Patient Other Healthcare REMS Reporta Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

PRESCRIBER ACCOUNT

John Smith, you are now successfully enrolled in the Mycophenclate REMS.

= You will receive an email confirmation of your current enrollment.
IMPORTANT : Add noreply@nycophenolateREMS com to your Safe Senders list to ensure that you receive this confirmation. (See
Instructions on adding Mycophenolate REMS to your Safe Senders)

| Order Program Materials
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Home Page | Prescribing Information | Report a Pregnancy | Tell 8 Colleague

YCOPHENOLATE REMS

L = i Welcome John Smith
RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edlii My Profile | Logout
AND CONGENITAL MALFORMATIONS T

Prescriber Patient Other Healthcare REMS Report a Additional

Overview Overview Professionals Overview Materials Pregnancy Resources

ORDER MATERIALS

Step 1 of 4: Select Matenals
Select a quantity (Qty) for each item that you want to order:

Your REMS Materials:

e e Patient Information Brochure: What You Need To Know About Qty:[0 v |
o g ) RENES

e Mycophenolate
P"T'Eg:{é"‘ci?u"&"”m" = For prescribers to give to female patients of reproductive potential

= Contains the tools and materials to help patients understand the componeants of
the Mycophenolate REMS

[ 1, S Healthcare Provider Brochure Qty:|0 |
= For prescribers
"E“Uggggﬁgrfgw"sﬂ = Contains information on the risks associated with exposure to mycophenolate

during pregnancy, the components of the Mycophenolate REMS, and what you
can do to help ensure the successful implementation of the program

m Mycophenolate Pregnancy Registry Frequently Asked Questions Qty:(0 v |
el for Patients

= For prescribers to give to female patients of reproductive potential

Prescriber Training Confirmation Form Qey: [0 v |

= For prescribers

——— = This form can be used to document training in the Mycophenolate REMS. The
— form can be filled cut and mailed or faxed to document your training.

Privacy Stalement | Legal Statemen | Intended for U5 Audiences Only Copyright ® [Y"7YY] Mycophenolate REMS. All rights reserved.
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YCOPHENOLATE REMS

Welcome John Smith
RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS S

Prescriber Other Healthcare REMS Report a Additional
Overview Professionals Overview Materials Pregnancy Resources

ORDER MATERIALS
Step 2 of 4: Select Shipping Address

Please select a shipping address.

() Aftn: |John | |Smith |
100 Main St
Philadelphia, PA 99999

i) Aftn: |John | [Smith |
123 Main 5t

Blue Bell, PA 32823
! Enter Differant Shipping Address

‘ == Back H Confinue == H Cancel |
Privacy Statement | Legal Stalement | Intended for U.5. Audiences Only Copyright & [YYY] Mycophenolale REMS. All rights reserved
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Home Page | Prescribing Information | Repori 8 Pregnancy | Tell a Colleague

YCOPHENOLATE REMS T

RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS S

Prescriber Other Healthcare Report a Additional
Overview Professionals Overview Pregnancy Resources

ORDER MATERIALS

Step 3 of 4: Confirm Order Information

(NOTE: Flease review the address carefully as the address validation process may have changed or standardized the address you entered)

Review and confirm your order information :

Ordered ltems Shipping Information

Qty ltem Shipping Address :

1 Patient Information Brochure: What You MNeed To Attn: John Smith
Know About Mycophenolate
100 Main 3t

Philadelphia, PA 99999

Contact Information :
Phone : (555) 453-5345

‘ < Back H Submit Order || Cancel |

Privacy Statement | Legal Stalement | Intended for U.S. Audiences Only Copyright ® [VY'YY] Mycophenolate REMS. Al rights reserved
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS
AND CONGENITAL MALFORMATIONS

Welcome John Smith
Edit My Profile | Logout

Prescriber Patient Other Healthcare REMS Report a Additional

Overview Overview Professionals Overview Materials Pregnancy Resources

ORDER MATERIALS

Step 4 of 4 Order Completed
Order Complete

Your order has been completed, and will ship via Fedex within 5 business days.
You will receive an email confirmation of the order.

IMPORTANT! : To ensure that you receive this email, it is important that you add noreply@MycophenolateREMS.com to your list of safe
senders in your email. Please see Instructions on adding Mycophenolate REMS to your Safe Senders

If you do not receive this email in your inbox, please check your SPAM or junk mail folder.
Finish

iReferenge D 4732128 ement | Intended for U.S. Audiences Only Copynght © [VYYY] Mycophenolale REMS. All rights reserved




Edit My Profile

Accessed from Edit My Profile link in the header (Visible only when Prescriber is
logged in)
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Home Page | Prescribing Infermation | Report a8 Fregnancy | Tell a Colleague

YCOPHENOLATE REMS ikl Sl

RISKS OF FIRST TRIMESTER PREGNANCY LOSS Edit My Profile | Logout
AND CONGENITAL MALFORMATIONS T

Prescriber Patient Other Healthcare REMS Report a Additional
Overview Overview Professionals Overview Materials Pregnancy Resources

VIEW AND EDIT MY PROFILE

< Professional Information Hide Details...
NPI Number : 1003000100 Edit
Degree : MD Edit
Specialty : Cardiology Edit
< Staff Member Information Lids Debsils.,
You can provide the name of a staff member; for example, a nurse, who may act on your behalf.
Authorized 5taif Members + Add Staff
= Other Information Hide Details...
Email : Lonnie.Dee@abc.com Edit
Password ; e Edit
= Addresses Hiike Delaila..
Institution : Institution :
Attn First Name : John Attn First Name : John
Attn Last Name : Smith Attn Last Name : Smith
Address1 : 100 Main 5t Address1 : 123 Main 5t
Address2 : Address2 :
City : Philadelphia City : Blue Bell
State : PA State : PA
ZIP : 99999 ZIP : 32823
Phone : (555) 453-5345 Phone : {423) 473-5833
FAX : FAX :
Edit Edit Delete

Privacy Statement | Legal Statement | Intended for U.S. Audiences Only Copyrighl ® [Y"(] Mycophenolate REMS. All rights reserved.
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IMPORTANT DRUG WARNING

Regarding Mycophenolate-Containing Products

YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS AND CONGENITAL MALFORMATIONS

Important Updates from the Mycophenolate REMS*
Dear Healthcare Provider:

If you prescribe mycophenolate containing products, you should be aware that there are
increased risks of first trimester pregnancy loss and congenital malformations
associated with exposure to mycophenolate during pregnancy. However, 2014 and 2017
REMS Assessment surveys of female patients taking mycophenolate during reproductive
age indicated that many patients do NOT understand these risks.

Discuss the following with your female patients of reproductive potential:
e The increased risks ofmiscarriage and birth defects while taking mycophenolate.

e Pregnancy tests should to be conducted before and during mycophenolate treatment.

e Birth control needs to be used while taking mycophenolate, and for 6 weeks after
stopping treatment, to avoid pregnancy.

e Pregnancy planning needs to be discussed with a healthcare provider if a patient wishes
to become pregnant during mycophenolate treatment.

e Report pregnancies totheMycophenolate Pregnancy Registry, 1-800- 617-8191, or

online at www.mycopheno latepregnancyregistry.com, or
www.MycophenolateREM S.com.

A training tool is available for patients:

e Patient Information Brochure: What You Need to Know About Mycophenolate.
This brochure discusses therisks of miscarriage, birth defects, birth control options
and information on the Mycophenolate REMS.
Materials are available at www.MycophenolateREM S.com or by calling 1-800-617-8191. A
list of available tools is found on the back of this letter.

Thank you for your commitment to helping female patients of reproductive potential
understand the risks and benefits associated with mycophenolate treatment.

Sincerely,
Mycophenolate REMS Team

*The Mycophenolate REMS(Risk Evaluation and Mitigation Strategy) is a program required by the FDA to inform healthcare
providers and patients about the risks of takingmycophenolate during pregnancy.
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Training Tools

Web Link Or How To

Order

Patient Information
Brochure: What

You Need To Know
About Mycophenolate

https://www.mycophenolate

rems.com/Docs/PatientResourc
eKit.pdf

Mycophenolate Pregnancy
Registry Frequently Asked
Questions for Patie nts

https://www.mycophenolate
rems.com/Docs/PatientRegi
stryFAQ.pdf

Healthcare Provider

https://www.mycophenolate

Brochure rems.com/Docs/PrescriberP
rogramBrochure.pdf
https://www.mycophenolate

Medication Guides rems.com/Safetylnformatio

n.aspx
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IMPORTANT DRUG WARNING

Regarding Mycophenolate-Containing Products

YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS AND CONGENITAL MALFORMATIONS

Important Updates from the Mycophenolate REMS*
Dear Healthcare Provider:

If you prescribe mycophenolate containing products, you should be aware that there are
increased risks of first trimester pregnancy loss and congenital malformations
associated with exposure to mycophenolate during pregnancy. However, 2014 and 2017
REMS Assessment surveys of female patients taking mycophenolate during reproductive
age indicated that many patients do NOT understand these risks.

Discuss the following with your female patients of reproductive potential:
e The increased risks ofmiscarriage and birth defects while taking mycophenolate.

e Pregnancy tests should to be conducted before and during mycophenolate treatment.

e Birth control needs to be used while taking mycophenolate, and for 6 weeks after
stopping treatment, to avoid pregnancy.

e Pregnancy planning needs to be discussed with a healthcare provider if a patient wishes
to become pregnant during mycophenolate treatment.

e Report pregnancies totheMycophenolate Pregnancy Registry, 1-800- 617-8191, or

online at www.mycopheno latepregnancyregistry.com, or_
www.MycophenolateREM S.com.

A training tool is available for patients:

e Patient Information Brochure: What You Need to Know About Mycophenolate.
This brochure discusses therisks of miscarriage, birth defects, birth control options
and information on the Mycophenolate REMS.
Materials are available at www.MycophenolateREM S.com or by calling 1-800-617-8191. A
list of available tools is found on the back of this letter.

REMS-compliant accredited, independent Continuing Education (CE) is available for
healthcare providers who prescribe and/or participate in the treatment of patients
taking mycophenolate products.

e Please visit www.MycophenolateREMS.com or call 1-800-617-8191 for additional
information on Continuing Education (CE).

Thank you for your commitment to helping female patients of reproductive potential
understand the risks and benefits associated with mycophenolate treatment.

Sincerely,
Mycophenolate REMS Team

*The Mycophenolate REMS(Risk Evaluation and Mitigation Strategy) is a program required by the FDA to inform healthcare
providers and patients about the risks of takingmycophenolate during pregnancy.
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Training Tools

Web Link Or How To

Order

Patient Information
Brochure: What

You Need To Know
About Mycophenolate

https://www.mycophenolate

rems.com/Docs/PatientResourc
eKit.pdf

Mycophenolate Pregnancy
Registry Frequently Asked
Questions for Patie nts

https://www.mycophenolate
rems.com/Docs/PatientRegi
stryFAQ.pdf

Healthcare Provider

https://www.mycophenolate

Brochure rems.com/Docs/PrescriberP
rogramBrochure.pdf
https://www.mycophenolate

Medication Guides rems.com/Safetylnformatio

n.aspx
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IMPORTANT DRUG WARNING
Regarding Mycophenolate-Containing Products

YCOPHENOLATE REMS

Important Updates from the Mycophenolate REM S*
Dear Center Director:

If you prescribe mycophenolate containing products, you should be aware that there are:

e increased risks of first trimester pregnancy loss and congenital malformations associated with
exposure to mycophenolate during pregnancy.

Surveys of female patients taking mycophenolate during reproductive age indicated that many patients do
NOT understand these risks.

Discuss the following with female patients of reproductive potential:
e Theincreased risks of miscarriage and birth defects while taking mycophenolate.
e  Pregnancy tests should to be conducted before and during mycophenolate treatment.

e  Birth control needs to be used while taking mycophenolate, and for 6 weeks after stopping
mycophenolate treatment, to avoid pregnancy.

e  Pregnancy planning needs to be discussed with a healthcare provider if a patient wishes to become
pregnant during mycophenolate treatment.

The Mycophenolate Pregnancy Registry has been established to evaluate mycophenolate-exposed
pregnancies and their outcomes. Consider sharing with patients the Mycophenolate Pregnancy
Registry Frequently Asked Questions for Patients, which is available on
www.MycophenolateREM S.com.

e Report pregnancies to the Mycophenolate Pregnancy Registry, 1-800-617- 8191, or online at
www.mycophenolatepregnancyregistry.com, or www.MycophenolateREMS.com.

Provide patients the Patient Information Brochure: What You Need to Know About Mycophenolate. This
brochure discusses the risks of miscarriage, birth defects, birth control options, and the Mycophenolate REMS.

For more information about Mycophenolate REMS, including all program materials and
instructions on how to enroll, please visit www.MycophenolateREMS.com or call 1-800-617-8191.

Thank you for your commitment to helping female patients of reproductive potential understand the
risks and benefits associated with mycophenolate treatment.

Sincerely,
Mycophenolate REMS Team

*The Mycophenolate REM S (Risk Evaluation and Mitigation Strategy) is a program required by the FDA to inform
healthcare providers and patients about the risks of taking mycophenolate during pregnancy.
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Training Tools

Web Link Or How To

Order

Patient Information
Brochure: What
You Need To Know

About Mycophenolate

https://www.mycophenolate

rems.com/Docs/PatientResourc
eKit.pdf

Mycophenolate Pregnancy
Registry Frequently Asked
Questions for Patie nts

https://www.mycophenolate
rems.com/Docs/PatientRegi

stryFAQ.pdf

Healthcare Provider

https://www.mycophenolate

Brochure rems.com/Docs/PrescriberP
rogramBrochure.pdf
https://www.mycophenolate

Medication Guides rems.com/Safetylnformatio

n.aspx
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IMPORTANT DRUG WARNING
Regarding Mycophenolate-Containing Products

YCOPHENOLATE REMS

Important Updates from the Mycophenolate REM S*
Dear Center Director:

If you prescribe mycophenolate containing products, you should be aware that there are:

e increased risks of first trimester pregnancy loss and congenital malformations associated with
exposure to mycophenolate during pregnancy.

Surveys of female patients taking mycophenolate during reproductive age indicated that many patients do
NOT understand these risks.

Discuss the following with female patients of reproductive potential:
e Theincreased risks of miscarriage and birth defects while taking mycophenolate.

e  Pregnancy tests should to be conducted before and during mycophenolate treatment.

e  Birth control needs to be used while taking mycophenolate, and for 6 weeks after stopping
mycophenolate treatment, to avoid pregnancy.

e  Pregnancy planning needs to be discussed with a healthcare provider if a patient wishes to become
pregnant during mycophenolate treatment.

The Mycophenolate Pregnancy Registry has been established to evaluate mycophenolate-exposed
pregnancies and their outcomes. Consider sharing with patients the Mycophenolate Pregnancy
Registry Frequently Asked Questions for Patients, which is available on
www.MycophenolateREM S.com.

e Report pregnancies to the Mycophenolate Pregnancy Registry, 1-800-617- 8191, or online at
www.mycophenolatepregnancyregistry.com, or www.MycophenolateREMS.com.

Provide patients the Patient Information Brochure: What You Need to Know About Mycophenolate. This
brochure discusses the risks of miscarriage, birth defects, birth control options, and the Mycophenolate REMS.

For more information about Mycophenolate REMS, including all program materials and
instructions on how to enroll, please visit www.MycophenolateREMS.com or call 1-800-617-8191.

REMS-compliant accredited, independent Continuing Education (CE) is available for healthcare

providers who prescribe and/or participate in the treatment of patients taking mycophenolate

products.

e Please visit www.MycophenolateREMS.com or call 1-800-617-8191 for additional
information on Continuing Education (CE).

Thank you for your commitment to helping female patients of reproductive potential understand the
risks and benefits associated with mycophenolate treatment.

Sincerely,
Mycophenolate REMS Team

*The Mycophenolate REMS (Risk Evaluation and Mitigation Strategy) is a program required by the FDA to inform
healthcare providers and patients about the risks of taking mycophenolate during pregnancy.
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Patient Information
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS AND CONGENITAL MALFORMATIONS

PRESCRIBER TRAINING CONFIRMATION FORM

The FDA determined thata REMS (Risk Evaluation and Mitigation Strategy) is necessary to ensure
that the benefits of mycophenolate outweigh the increased risks of first trimester pregnancy loss and
congenital malformations associated with mycophenolate use during pregnancy.

Mycophenolate is available by prescription as:
CellCept® (mycophenolate mofetil)
Myfortic® (mycophenolic acid)

Generic mycophenolate mofetil
Generic mycophenolic acid

As aprescriber of mycophenolate to females of reproductive potential®, I understand that I need to complete
and return the training confirmation form to document my training in the Mycophenolate REMS. This
training could include reading the Prescribing Information and the Healthcare Provider Brochure or
attending an accredited continuing education (CE) training program. As part of the REMS, the manufacturers of
mycophenolate products have provided independent commercially-supported educational grants to support
CME/CE activities regarding risks associated with mycophenolate use during pregnancy. A full list of CME/CE
providers can be found on www.MycophenolateREMS.com.

*A female of reproductive potential includes girls who have entered puberty and all females who have a uterus and ovaries and have not passed through
menopause.

I have agreed to do the following:

1. Read and understand the Prescribing Information for mycophenolate and the Healthcare Provider Brochure. Consider
enrolling in an accredited CME/CE activity to further understand your role in the treatment of patients taking
mycophenolate products. A full list of CME/CE providers can be found on www.MycophenolateREMS.com.

2. Understand the increased risks of first trimester pregnancy loss and congenital malformations associated with
mycophenolate.

3. Educate females of reproductive potential on the risks associated with exposure to mycophenolate during pregnancy.

4. Provide the Patient Information Brochure: What You Need to Know About Mycophenolate to females of reproductive
potential.

5. Provide contraception counseling to patients directly or by partnering with an OB/GYN.

6. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate treatment
outweigh the risk of fetal harm.

7. Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or
considering pregnancy.

8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the
Healthcare Provider Brochure.

9. Report to the Mycophenolate Pregnancy Registry any pregnancies that occur during mycophenolate treatment or
within 6 weeks following discontinuation of treatment. Encourage pregnant patients to participate in the
Mycophenolate Pregnancy Registry.

I understand that I may be contacted in the future for items pertaining to the administration of Mycophenolate REMS.

Please Print:

Prescriber First Name: PrescriberLastName:

Prescriber Degree: (Circleone) MD DO NP PA

Specialty Code (Select one from the back of this form) National Provider Identifier:

Prescriber E-mail Address:

Reference ID: 4732128



Facility:

Address I:

Address 2:

City: State: ZIP:
Telephone: Fax
Prescriber Signature: Date:

Healthcare Provideractingonbehalfofthe prescriber:

Degree: (Circleone) RN LPN NP PA  RPH PharmD  CSW

For complete safety information, please see Prescribing Information, including Boxed WARNING and
Medication Guide, which can be found at www.MycophenolateREMS.com.

Reference ID: 4732128



You can submit a Prescriber Training Confirmation Form by visiting
www.MycophenolateREM S.com and completing the online form.

If you prefer, you can complete the paper form and return it via fax to 1-800-617-5768, via email to
support@mycophenolateREM S.com, or mail it to:

Mycophenolate REMS
200 Pinecrest Plaza, Morgantown, WV 26505-8065

You can also call 1-800-617-8191 to complete a Prescriber Training Confirmation Form.
For more information about Mycophenolate REMS, visit www.MycophenolateREMS.com or call 1-800-617-8191.

Specialty Specialty Code
Allergy and Immunology 1
Cardiology 2
Dermatology 3
Family Medicine 4
Gastroenterology 5
Hepatology 6
Internal Medicine 7
Nephrology 8
Neurology 9
OB/GYN 10
Pediatrics 11
Pulmonology 12
Rheumatology 13
Surgery 14
Transplantation 15
Other 16
N/A 17

© 2021 Mycophenolate REMS. All rights reserved.
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LOSS AND CONGENITAL MALFORMATIONS

PRESCRIBER TRAINING CONFIRMATION FORM

The FDA determined thata REMS (Risk Evaluation and Mitigation Strategy) is necessary to ensure
that the benefits of mycophenolate outweigh the increased risks of first trimester pregnancy loss and
congenital malformations associated with mycophenolate use during pregnancy.

Mycophenolate is available by prescription as:
" CellCept® (mycophenolate mofetil)

C Myfortic® (mycophenolic acid)

s Generic mycophenolate mofetil

s Generic mycophenolic acid

As aprescriber of mycophenolate to females of reproductive potential®, T understand that I need to complete
and return the training confirmation form to document my training in the Mycophenolate REMS.

* A female of reproductive potential includes girls who have entered puberty and all females who have a uterus and ovaries and have not passed through
menopause.

I have agreed to do the following:
1. Read and understand the Prescribing Information for mycophenolate and the Healthcare Provider Brochure.

2. Understand the increased risks of first trimester pregnancy loss and congenital malformations associated with
mycophenolate.

3. Educate females of reproductive potential on the risks associated with exposure to mycophenolate during pregnancy.

4. Provide the Patient Information Brochure: What You Need to Know About Mycophenolate to females of reproductive
potential.

5. Provide contraception counseling to patients directly or by partnering with an OB/GYN.

6. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate treatment
outweigh the risk of fetal harm.

7. Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or
considering pregnancy.

8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the
Healthcare Provider Brochure.

9. Report to the Mycophenolate Pregnancy Registry any pregnancies that occur during mycophenolate treatment or
within 6 weeks following discontinuation of treatment. Encourage pregnant patients to participate in the
Mycophenolate Pregnancy Registry.

[ understand that I may be contacted in the future for items pertaining to the administration of Mycophenolate REMS.
Please Print:

Prescriber First Name: PrescriberLastName:

Prescriber Degree: (Circleone) MD DO NP PA

Specialty Code (Select one from the back of this form) National Provider Identifier:

Prescriber E-mail Address:

Facility:

Address 1:

Address 2:

City: State: ZIP:

Telephone: Fax
Reference ID: 4732128




Prescriber Signature: Date:

Healthcare Provideractingonbehalfofthe prescriber:

Degree: (Circleone) RN PN NP PA RPH PharmD  CSW

For complete safety information, please see Prescribing Information, including Boxed WARNING and
Medication Guide, which can be found at www.MycophenolateREMS.com.
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You can submit a Prescriber Training Confirmation Form by visiting
www.MycophenolateREM S.com and completing the online form.

If you prefer, you can complete the paper form and return it via fax to 1-800-617-5768, via email to
support@mycophenolateREM S.com, or mail it to:

Mycophenolate REMS
200 Pinecrest Plaza, Morgantown, WV 26505-8065

You can also call 1-800-617-8191 to complete a Prescriber Training Confirmation Form.
For more information about Mycophenolate REMS, visit www.MycophenolateREMS.com or call 1-800-617-8191.

Specialty Specialty Code
Allergy and Immunology 1
Cardiology 2
Dermatology 3
Family Medicine 4
Gastroenterology 5
Hepatology 6
Internal Medicine 7
Nephrology 8
Neurology 9
OB/GYN 10
Pediatrics 11
Pulmonology 12
Rheumatology 13
Surgery 14
Transplantation 15
Other 16
N/A 17

© 2021 Mycophenolate REMS. All rights reserved.
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lcopPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LUSS AND CONGENITAL MALFORMATIONS

CENTER TRAINING CONFIRMATION FORM

The FDA determined thata REMS (Risk Evaluation and Mitigation Strategy)is necessary to ensure thatthe
benefits o f mycophenolate outweigh theincreasedrisks of first trimester pregnancy loss and congenital
malformations associated with mycophenolate use during pregnancy.

Mycophenolate is available by prescription as:

CellCept® (mycophenolate mofetil)

Myfortic® (mycophenolic acid)

Generic mycophenolate mofetil

Generic mycophenolic acid
On behalf of prescribers of mycophenolate to females of reproductive potential*, _ (Center Name) will complete
and return this training confirmation form to documenttraining in the Mycophenolate REMS. This training could
include reading the Prescribing Information and the Healthcare Provider Brochure or attending an accredited continuing
education (CME/CE) training program. As part ofthe REMS, the manufacturers of mycophenolate products have provided
independent commercially-supported educational grants to support CME/CE activities regarding risks associated with
mycophenolate use during pregnancy. A full list of CME/CE providers can be found on www.MycophenolateREMS.com.

*A female of reproductive potential includes girls who haveenteredpuberty andall women who have a uterusandovaries and have not passed
through menopause.

This Center agrees to do the following:

1. Read andunderstand the Prescribing Information for mycophenolate and the Healthcare Provider Brochure.
Consider enrolling in an accredited CME/CE activity to further understand yourrole in the treatment of patients taking
mycophenolate products. A full list of CME/CE providers can be found on www.MycophenolateREMS.com.

2. Understand the increased risks of first trimester pregnancy loss and congenital malformations associated with
mycophenolate.

3. Educate females of reproductive potential on therisks associated with exposure to mycophenolate during
pregnancy.

4. Provide the Patient Information Brochure: What You Need to Know about Mycophenolateto females of reproductive potential.
5. Provide contraception counseling to patients directly or by partnering with an OB/GYN.

6. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate
treatment outweigh therisk of fetal harm.

7. Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or
considering pregnancy.

8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the
Healthcare Provider Brochure.

9. Report to the Mycophenolate Pregnancy Registry any pregnancies thatoccurduring mycophenolate treatment or
within 6 weeks following discontinuation of treatment. Encourage pregnant patients to participate in the
Mycophenolate Pregnancy Registry.

10. Describe howyourcenterplans to implement the Mycophenolate REMS requirements (please explain/outline
process below):
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"coPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LUSS AND CONGENITAL MALFORMATIONS

I understand that I may be contacted in the future for items pertaining to the administration of Mycophenolate REMS.
(Please fill outform on next page)

For complete safety information, please seePrescribing Information, including Boxed WARNING and
Medication Guide, which can be found at www.MycophenolateREMS.com.
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LUSS AND CONGENITAL MALFORMATIONS

CENTER INFORMATION

(PLEASE
PRINT)

Center:

Center Type (disease or specialty)*:

Address:

City: State: ZIP:

Phone: Fax:

Contact Person: E-mail;

TRAINED PRESCRIBERS

Please complete fields below:

Prescriber Name . . LT Specialty . National Povider
i) Signature of Prescriber Date %PD’ P/il()} Code(s)* E-mail Identifier

*A list of codescan be foundon page4.
» Healthcare providers acting on behalf of the prescriber should fill outthe form on thenext page.
2 (Please fill outform on next page)
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M

HEALTHCARE PROVIDERS ACTING ON BEHALF OF THE PRESCRIBER

Please complete fields below:

Degree
Provider Name Signature of Dat GU\IIQA,L%M Specialty Email Name of Prescriber
(rinted) Provider ae i Code(s)* e You Are Signing for
CSW)

*A list of specialty codes can be foundon page4.

(Turn page)
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You can submit a completed Center Training Confirmation Form via fax to 1-800-617-5768,
via email to support@mycophenolateREMS.com, or mail it to:
Mycophenolate REMS
200 Pinecrest Place
Morgantown, WV 26505-8065

For more information aboutMycophenolate REMS, visit www.MycophenolateREMS.com or call 1-
800-617-8191.

Prescriber Specialty Prescriber Specialty Code
Allergy and Immunology 1
Cardiology 2
Dermatology 3
Family Medicine 4
Gastroenterolo gy 5
Hepatology 6
Internal Medicine 7
Nephrology 8
Neurology 9
OB/GYN 10
Pediatrics 11
Pulmonology 12
Rheum atolo gy 13
Surgery 14
Tansplantation 15
Other 16
N/A 17
Center Type Center Type Code
Allergy andImmunology 1
Cardiology 2
Dermatology 3
Dermatology Surgery 4
Derm ato patholo gy 5
Gastroenterology 6
General Surgery 7
Hepatology 8
Immunolo gy 9
Maternal Fetal Medicine 10
Nephrology 11
Neurologic Surgery 12
Neurology 13
Neuro patho logy 14
OB/GYN 15
Rheumatology 16
Thoracic Surgery 17
Tansplantation Surgery 18

4 © 2021 Mycophenolate REMS. All rights reserved.
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lcopPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LUSS AND CONGENITAL MALFORMATIONS

CENTER TRAINING CONFIRMATION FORM

The FDA determined thata REMS (Risk Evaluation and Mitigation Strategy)is necessary to ensure thatthe
benefits o f mycophenolate outweigh theincreasedrisks of first trimester pregnancy loss and congenital
malformations associated with mycophenolate use during pregnancy.

Mycophenolate is available by prescription as:

CellCept® (mycophenolate mofetil)
Myfortic® (mycophenolic acid)
Generic mycophenolate mofetil
Generic mycophenolic acid

On behalf of prescribers of mycophenolate to females of reproductive potential*, (Center Name)
will complete and return this training confirmation form to documenttraining in the Mycophenolate REMS.

*A female of reproductive potential includes girls who have entered puberty andall women who have a uterus and
ovaries and have not passed through menopause.
This Center agrees to do the following:

L.

Read and understand the Prescribing Information for mycophenolate and the Healthcare Provider
Brochure.

. Understand the increased risks of first trimester pregnancy loss and congenital malformations associated with

mycophenolate.

. Educate females of reproductive potential on therisks associated with exposure to mycophenolate during

pregnancy.

4. Provide the Patient Information Brochure: What You Need to Know about Mycophenolateto females of reproductive potential.

5. Provide contraception counseling to patients directly or by partnering with an OB/GYN.

. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate

treatment outweigh therisk of fetal harm.

. Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or

considering pregnancy.

. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and

the Healthcare Provider Brochure.

. Report to the Mycophenolate Pregnancy Registry any pregnancies thatoccurduring mycophenolate treatment or

within 6 weeks following discontinuation of treatment. Encourage pregnant patients to participate in the
Mycophenolate Pregnancy Registry.

10. Describe howyourcenterplans to implement the Mycophenolate REMS requirements (please explain/outline

process below):

[ understand that I may be contacted in the future for items pertaining to the administration of Mycophenolate REMS.

(Please fill outform on next page)

For complete safety information, please seePrescribing Information, including Boxed WARNING and

Medication Guide, which can be found at www.MycophenolateREMS.com.
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YCOPHENOLATE REMS

RISKS OF FIRST TRIMESTER PREGNANCY LUSS AND CONGENITAL MALFORMATIONS

CENTER INFORMATION

(PLEASE
PRINT)

Center:

Center Type (disease or specialty)*:

Address:

City: State: ZIP:

Phone: Fax:

Contact Person: E-mail;

TRAINED PRESCRIBERS

Please complete fields below:

Prescriber Name . . LT Specialty . National Povider
i) Signature of Prescriber Date %PD’ P/il()} Code(s)* E-mail Identifier

*A list of codescan be foundon page4.
» Healthcare providers acting on behalf of the prescriber should fill outthe form on thenext page.
2 (Please fill outform on next page)
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M

HEALTHCARE PROVIDERS ACTING ON BEHALF OF THE PRESCRIBER

Please complete fields below:

Degree
Provider Name Signature of Dat GU\IIQA,L%M Specialty Email Name of Prescriber
(rinted) Provider ae i Code(s)* e You Are Signing for
CSW)

*A list of specialty codes can be foundon page4.

(Turn page)
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You can submit a completed Center Training Confirmation Form via fax to 1-800-617-5768,
via email to support@mycophenolateREMS.com, or mail it to:
Mycophenolate REMS
200 Pinecrest Place
Morgantown, WV 26505-8065

For more information aboutMycophenolate REMS, visit www.MycophenolateREMS.com or call 1-
800-617-8191.

Prescriber Specialty Prescriber Specialty Code
Allergy and Immunology 1
Cardiology 2
Dermatology 3
Family Medicine 4
Gastroenterolo gy 5
Hepatology 6
Internal Medicine 7
Nephrology 8
Neurology 9
OB/GYN 10
Pediatrics 11
Pulmonology 12
Rheum atolo gy 13
Surgery 14
Tansplantation 15
Other 16
N/A 17
Center Type Center Type Code
Allergy andImmunology 1
Cardiology 2
Dermatology 3
Dermatology Surgery 4
Derm ato patholo gy 5
Gastroenterology 6
General Surgery 7
Hepatology 8
Immunolo gy 9
Maternal Fetal Medicine 10
Nephrology 11
Neurologic Surgery 12
Neurology 13
Neuro patho logy 14
OB/GYN 15
Rheumatology 16
Thoracic Surgery 17
Tansplantation Surgery 18

4 © 2021 Mycophenolate REMS. All rights reserved.
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YCOPHENOLATE REMS

MYCOPHENOLATE-RELATED RISK OF MISCARRIAGE AND BIRTH DEFECTS

MYCOPHENOLATE PREGNANCY REGISTRY

FREQUENTLY ASKED QUESTIONS FOR
PATIENTS

What is the Mycophenolate Pregnancy Registry?

The Registry collects information about pregnancies that occur during treatment with
mycophenolate or within 6 weeks after stopping.

Why should I take part in the Mycophenolate Pregnancy Registry?

The information you provide to the Registry will help us better understand the effects of
mycophenolate in pregnancy.

When you take part in the Registry, you provide important information that may help you
and other women who take mycophenolate during their pregnancies. Women taking
mycophenolate while they are pregnant have a higher risk of miscarriage in the first 3 months.
There is also a higher risk that the baby will have birth defects.

Who can be in the Mycophenolate Pregnancy Registry?

1. All females who get pregnant while taking mycophenolate and
2. All females who get pregnant within 6 weeks after stopping treatment with mycophenolate

These medicines contain mycophenolate:

= CellCept® (mycophenolate mofetil)

= Myfortic® (mycophenolic acid)

= Generic formulations of mycophenolate mofetil
= Generic formulations for mycophenolic acid

Tell your doctor right away if you get pregnant. Your doctor should report your pregnancy to
the Registry. We encourage you to take part in the Registry. The information you provide to
the Registry will help us better understand the effects of mycophenolate in pregnancy. All
the information you provide will be kept private.

(Turn page)

For complete safety information, please see the Medication Guide, which can be found at

www.MgcophenolateREMS.com.
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YCOPHENOLATE REMS

MYCOPHENOLATE-RELATED RISK OF MISCARRIAGE AND BIRTH DEFECTS

What will I need to do to take part in the Mycophenolate Pregnancy Registry?

There are a few simple steps to take.

1. Tell your doctor if you get pregnant
= The Registry will contact you after speaking with your doctor

2. Complete an Informed Consent form
w The Informed Consent form will be mailed to you
= The form tells you what to expect with the Registry. It tells you what your rights are

= By signing, you allow the Registry to ask you questions about your health and your
baby’s health. The Registry will also ask for information from your doctors

3. Answer the Registry’s questions about your health and your baby’s health
= After the first 3 months of pregnancy

= 2 more times during the next 6 months of pregnancy
= At the time of expected delivery
= When your baby is 2 months, 6 months, and 1 year

4. Let the Registry know if your contact information changes
= The Registry relies on your information to contact you. If your contact information

changes, please call 1-800-617-8191

What are my rights if I take part in the Mycophenolate Pregnancy Registry?

1. You can quit at any time.
2. Your privacy is protected.

What if I do not want to take part in the Mycophenolate Pregnancy Registry?

You only take part in the Registry if you want to do it. If you decide not to participate, it will
not change your medical care.

How can I get more information?

= Call 1-800-617-8191 and choose “Mycophenolate Pregnancy Registry” from the menu
= Visit www.MycophenolatePregnancyRegistry.com
= For more information about Mycophenolate REMS, visit www.Mycophenolate REM S.com

[ I N N O T B U R T AR N

Reference ID: 4732128



Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

OZLEM A BELEN
01/15/2021 05:10:25 PM
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