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INFORMATION FOR PRESCRIBERS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

What is my role in the Mycophenolate REMS? Clicksteptoexpanc!deta,1s. 

0 Step....1 • Document your training in the Mycophenolate REMS 

You should become fami liar with the increased r isks of embryofetal toxicity 
associated w ith mycophenolate and the requ irements of Mycophenolate REMS: 

• First-trimester pregnancy loss 

• Congenital malformations, especially 

external ear 

c left lip and palate abnormalities 

• Anomalies of 

the distal limbs 

heart 

esophagus 

k idney 

and nervous system 

As a prescriber of mycophenolate, you shou ld document your training in the 
Mycophenolate REMS by completing a Prescriber Training Confirmation Form to 
document that you understand, and will comply with Mycophenolate REMS. 

You can submit a Prescriber Training Confirmation Form to Mycophenolate REMS 
by one of several ways: 

Vis it www.Mv.co(!henotateREMS.com and. complete the on line form 

Complete a hard copy and submit it via fax to 1·800-617-5768 

Complete a hard copy and mail/email it to: 

Mycophenolate REMS 
200 Pinecrest Plaza 
Morgantown, WV 26505-8065 
SU(!(!Ort@!!!Y.CO(!henolateREMS.com 

Call 1·800-617-8191 

O Step-2.. Educate Females of Reproductive Potential 

O Step~ • Check Pregnancy Status 

O Step~ • 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 (CiE) 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 
CME/CE woviders can be found on this website. 

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

REMS MateriaJs 
Download or Order materials, 
click here. 

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 hve-born infants 

Four ol the 18 live-born infants had 
structural malformations {22%) 

or the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing data T: 

• 25 had spontaneous 
abortions 

• 14 had a malfonmed fetus or 
infant, of which six had ear 
abnormalities 

While available data are limited, 
structural malformations occur in 
approximately 20% or live-bom 
infants exposed in utero to 
mycophenolala. First tnmester 
pregnancy loss rates have been 
reported to be approximatety45%'t. 

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, ~ 

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 

., __ .... ___ ---

HEALTHCARE PROVIDER 
BROCHURE 
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Generic Medication Guides 

i-:'1/·i·l/i.l::i·i 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• For prescribers to give to female patients of reproductive potential 

• Contains the tools and materials to help patients understand the components of the 
Mycophenolate RB,;1S 

View to Print or Save I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 lhe program 

View to Print or Save I Order 

Dear Healthcare Provider (DHCP) Letter 

• For prescribers 

• Contains important infonnation about lhe Mycophenolate REMS 

View to Print or Save 

Dear Healthcare Pr,ovider (DHCP) Letter for Centers 

• For healthcare centers 

• Contains important infonnation about the Mycophenolate REMS for heallhcare 
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 o r Save I Order 

Prescriber Training Confirmation Form 

• For prescribers 

• This form can be us.ed 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 I Order 

CellCept MedicaUon Guide 
View to Print o r Save 

Myfortic Medication Guide 
View to Print or Save 

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: 1698-1 702. 
tPrescribing Information for mycophenolate. 
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RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

INFORMATION FOR PRESCRIBERS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

What is m y role in the Mycophenolate REMS? Clickstep to expanddetaffsc 

0 Step...1 • Document your training in the Mycophenolate REMS 

0 Step_l • Educate Females of Reproductive Potential 

• Educate females about the increased r isks of mycophenolate exposure 
during pregnancy. Discuss the increased risks of m iscarriage and birth 
defects associated with exposure to mycophenolat e during pregnancy wit h 
females of reproductive potential before initiating treatment. 

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

• Provide females of reproductive potential wit h a Patient Information 
Brochure: What You Need To Know About Mycophenolate. 

Patients need to understand: 

1) the increased risks of miscarriage and birth defects while using 
mycophenolate 

2) their birth control options 

3) their role in the Mycophenolate REMS 

• Provide pregnancy planning education. 

Advise patients using mycophenolate to let you know if they are considering 
pregnancy. For a patient consideri ng pregnancy, 

Determine whether there are appropriate treatment options with less 
potential for em bryofetal toxicity. 

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

Refer patients for pre-conceptional counseling and high r isk obstetrical care 
as needed and coordinate care among the patient's established providers. 

• Provide contraception counseling. 

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

During entire treatment with mycophenolate 

For 6 weeks after they stop taking mycophenoi ate 

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

ACCEPTABLE BIRTH CONTROL OPTIONS 

Gulde your patients to choos.e from the fofJowfng bk'lh eootrOI opllons f« use during ttea1ment with mycophenola1e: 

OptJon 1 I Use Method Alone 
8 Piel! one l1em ~om (AJ 

~ Most ettecctvc: Less th.in 1 pr9Anancy 
per 100 women In one year 

Option 2 I Use Hormone & Barrier 
• Pk:k one Item ttom (8) !W! ooe ?tcm 

from (C1)or (C2) SIIOW!>below 
~ 4.7 p(egnancies per 100 women tn one 

yeor 

Opt.Jon 3 I Use Two su rfers 
af>tekone Item ttom(C1) and one ttom 

(C2) 
.-~; 130.-more 

pregnMcie$ per 100 vlOtl'W!n In ooe ~·( 

I 
I 
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• Females of reproductive potential includes g irls who tnave 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 cou ld t heoretically reduce its effectiveness. Therefore, an 
additional barr ier method of contraception must be used with all hormonal 
methods. 

EMERGENCY CONTRACEPTION 

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

0 Step_l • Check Pregnancy Status 

0 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? 
Heatthcare 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 grants to support 
CME/CE activities regarding risks associated w~h mycophenolate use during pregnancy. A full list of 
CME/CE woviders can be found on this website. 

Prescriber Login 

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

REMS Materials 
Download or Order materia ls, 
click here. 

111!.'lf.•U :, ....... 

In December 2006, the National 
Transplantation Pregnancy Registry 
(NTPR) published data from 
prospective cases where 24 female 
transplant patients reported 33 
mycophenolate-exposed 
pregnancies·. Ot these pregnanctes, 
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 1: 

• 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 bve-bom 
Infants exposed in utero to 
mycophenolate. First lnmester 
pregnancy loss rates have been 
reported to be approximately 45%'t . 

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. 

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 

•-·-Rl'"I 
HEALTHCARE PROVIDER 

BROCHURE _, __ ,, _______ _ ----

- ----------:--.. 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• Contains informatioo 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 I Order 

Dear Healthcare Provider (DHCP) Letter 

• For prescribers 

• Contains important infonnation about the Mycophenolate REMS 

View to Print or Save 

Dear Healthcare Provider (DHCP) Letter for Centers 

• For healthcare centers 

• Contains important infonnation about the Mycophenolale 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 o r Save I 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 I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 

View to Print or Save 

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_ 
tPrescribing Information for mycophenolate. 
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• YCOPHENOlATEREl\11S 
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RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Logi!l 

Patient Other Healthcare . REMS Report a Additional , FAQs For CME/CE 
.o-:~rview Professionals Overview · Materials Pregnancy Resources· C_omm_unity ' 

INFORMATION FOR PRESCRIBERS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

Wha.!.,'.s my role in the Mycophenolate REMS? Clkkstep to expand de/ails 

O Step...1 • Document your training in the Mycophenolate REMS 

O Step_z • Educate Females of Reproductive Potential 

0 Step~· Check Pregnancy Status 

You must determine if females of reproductive potential are pregnant: 

• One pregnancy test with a sensitivity of at least 25 mlU/mL should be done 
immediately before starting mycophenolate 

• Another pregnancy test with the same sensitivity sh ould be done 8 to 1 o 
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 shourd 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 of the fetus. 

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

0 Step~· 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 grants to support 
CME/CE activities regarding risks associated with mycophenolate use during pregnancy. A full list of 
CME/CE woviders can be found on this website. 

Prescriber Traini~n 
To view the Healthcare 
Provider Brochure, and 
document your training, clic 
here. 

REMS Materials 
Download or Order materials, 
click here. 

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 orthe 18 live-born infants had 
structural malformations (22%). 

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing data 1: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant. of which six had ear 
abnormalit ies 

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

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 

___ .... ___ ---

HEALTHCARE PROVIDER 
BROCHURE ---·------------
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 I 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 heatthcare 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 I 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 I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 

View to Print or Save 

~·ih·fr,,1:-i-m:rn,11:f1::1i-i-Mu1m~ 
The Mycophenolate Applicants attest that this page will only include Medication Guides from the list of approved applicat ion 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. 
tPrescribing Information for mycophenolate_ 
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Prescriber Logill 

Patient Other Healthcare REMS Report a Additional ' FAQs . For CME/CE 
o_v!rvi!!w Professionals Ove~ie~ . Mater[als Preg'!a11cy Resources . C~mm_unity 

INFORMATION FOR PRESCRIBERS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

What is my role in the Mycophenolate REMS? C/ickstepro expandaetans 

O step..J. • Document your training in the Mycophenolate REMS 

O Step_l . Educate Females of Reproductive Potential 

O Step~· Check Pregnancy Status 

0 SteR 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 6 weeks following discontinuation of treatment. 

If you learn that a patient is pregnant: 

• Report the pregnancy to the Mycophenolate Pregnancy Registry 

By phone: 1 ·800-617 ·8191 

Online by clicking th is link ReRort a Pregnancv. 

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 
Registry and encourage patients to read the .Mycoghenolate Pregnancy 
Registry Freguentty Asked Questions for Patients on this website 

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 grants to support 
CME/CE activities regarding risks associated wtth mycophenolate use during pregnancy. A full list of 
CME/CE woviders can be found on this website. 

• Prescriber Training 
To view the Healthcare 
Pro vider Brochure, and 
document your training, click 
here. 

REMS Materials 

Download or Order mater ia ls, 
click here. 

In December 2006, lhe National 
Transplantation Pregnancy Registry 
{NTPR) published data from 
prospective cases where 24 female 
transplant patienlS reported 33 
mycophenolate-exposed 
pregnancies•. Of these pregnancies, 
there were· 

• 15 spontaneous abortions 
{45%) 

• 18 Ove-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 
postrnarketmg data T: 

• 25 had spontaneous 
abortions 

• 14 had a malformed felus or 
infant, of which six had ear 
abnormalit ies 

While available data are limited. 
structural malformations occur in 
approximately 20% of live-born 
infanlS exposed in utero to 
mycophenolate. First trimester 
pregnancy loss rates have been 
reporteo to be approximately 45%'j. 

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, ~ 

2. BY PHONE - You can order materials by calling the Mycophenola.te 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 

--·--------·- - -

HEALTHCARE PROVIDER 
BROCHURE 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

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

View to Print or Save I 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 I 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 I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

~'1111·111··11/·-,-MMriilfi11i·~3·iui4@1~ 
The Mycophenolate Applicants attest that this page wi ll only include Medicat ion Guides from the list of approved applicat ion numbers 
and applicants on the FDA approved REMS website. 

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipi ents with exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82: 1698-1 702. 
tPrescribing Information for mycophenolate. 
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Home Pagg I Prescribi!)g Information I ReP.ort a Pregnan~ I Tell a Colleague 

Prescriber 
Overview 

MISCARRIAGE AND BIRTH OEffCTS . . Other Healthcare REMS . Report a Additional FAQs For CME/CE 
Professionals Overview Materials , Pregnancy Resources • Community 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? Cliclcanftembetowtoexp8flddeta,1s 

0 Understanding the increased risks of taking mycophenolate during pregnancy 

If you are a girl or woman who can get pregnant, your doctor will talk with you 
about the increased risks of mycophenolate during pregnancy. 

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: 

Defects of the ears 
Cleft lip or cleft palate 

Defects of the arms, legs, heart, esophagus, kidney, and nervous 
system 

Click here to see complete patient information in the Patient lnfonnation 
Brochure: What You Need To Know About Mycophenolate 

0 Do I need to use birth control? 

0 Do I need a pregnancy test? 

O What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

Your REMS Materials: 

Report a Pregnancy 

To report a pregnancy, click 
here. 

REMS Materials 
To view program materials 
online, click here. 

.. .,. ......... 
In December 2006, the National 
Transplantation Pregnancy Registry 
{NTPR) published data from 
prospective cases where 2 4 female 
transplant patients reported 33 
myoophenolate-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 {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-born 
infants exposed m utero to 
myoophenolate. First tnmester 
pregnancy loss rates have been 
reported to be approximately 45%"t. 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 

~--..... ___ --

-·----.....:::C:..Y-·--- .. ,... __ _ ----·-----· ____ .. _____ __ 
~ ... -=.-~;?:.~":":..,. ... __ .. ____ _ 
··--.. --------------------
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• 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 

•s ifontis NM, et al. Pregnancy outcomes in solid organ transplant recipi ents with exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82: 1698-1702. 
tPrescribing Information for mycophenolate. 
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Prescriber 
Overview 

YCOPHENOLATE REMS 
MYCOPHENOLATE-RELATED RISK or 
MISCARRIAGE AND BIRTH DEFECTS 

Home Pagg I Prescribing Information I ReP.ort a Pregnani;Y. I Tell a Colleagoo 

Other Healthcare REMS Report a , Additional FAQs ' For CMEJCE 
Professionals, Overview· . Mate rials ; Pregnancy Resources C_ommunity . . 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? Click an ffembe/owtoexpancldetsi/s 

O Understanding the increased risks of taking mycophenolate during pregnancy 

0 Do I need to use birth control? 

You must always use acceptable birth control: 

• During your entire treatment with mycophenolate 

• For 6 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 forms of birth control. 

What a re my birth control options? 

ACCEPTABLE BIRTH CONTROL OPTIONS 

Option 1 I use Method Alone I -i- ('f) a Pde one itGm from (A) 
.. Most offQCtiye: Less tMn 1 ptegnancy 

po, 100 women in one yeer lotr.uleflnt ,.,. .. 
0.W.CIUO) S1enl:11llon 

Option 21 Use Hormone & Barrier I ~ 1k • Pid< one item trom (8) ~ one item ~ from (C1)<><(CZ)shown belo\v 
ProgeseNOf'lf Bilti CO!lttol .,.4.7 prognancies per 100 womon In ooo Od,tnjtelion .. 

yoor 

Option 31 Use Two Barriers ~ M.alleondoM a Pk:k one item rtom (C1) and One f1om 
(CZ) -----
.. LQQS.1 effactiy9: 13 or more 

pregnancies f* 100 women in 008 
yoor '·---.-... -.. ~~.,_.._,.."-""-_ ,;,,,.o.4o __ "',,_"' ¥ ¥Imm 

RfM, 

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

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

Mycophenolate cou ld make hormone methods of birth control not work as well. 

• Studies show that mycophenolate lowers blood levels of certain hormones 
in the birth control pill. 

• It is possib le that birth control pills may not work as well when you take 
mycophenolate and you could become pregnant. 

• It is possible that other hormone methods (like the patch, the ring, the shot, 
and the implant) may also not work well and you cou ld become pregnant. 

• It is important that a barrier method of b irth control is also used w ith any 
hormone method of b irth control. 

0 Do I need a pregnancy test? 

O What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

Your REMS Materials : 

Report a Pregnancy 
To report a pregnancy, click 
here. 

REMS Materials 

To view program materials 
online, click here. 

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 pregnanaes, 
there were: 

• 15 spontaneous abortions 
{45%) 

• 18 live-born infants 

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

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmar1<eting data t: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant, of which six had ear 
abnormarJties 

While available data are limited, 
structural malformations occur in 
approximately 20% of live--born 
infants exposed in utero to 
mycophenolate. Firsl tnmester 
pregnancy loss rates have been 
reported to be approximately 45%'t 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 
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• 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. 
Transplantauon. 2006;82: 1698-1702. 
tPrescribing Information for mycophenolate. 
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Home Pagg I Presclibi!)Q Information I Re11ort a Pregnan!;Y. I Tell a Colleague 

Prescriber 
Ove,view 

M1SCARR1AGE ANO BIRTlt DEFECTS 

Other Healthcare REMS Report a Additional · FAQs For CME/CE 
Pro~essionals Oye,view Mate~i.als Pregi:iancy R~;,our~es C?1T1munity 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? CJickanftem belowtoe,.pancfdetads 

0 Understanding the increased risks of taking mycophenolate during pregnancy 

0 Do I need to use birth control? 

0 Do I need a pregnancy test? 

You should have one pregnancy test immediately before starting mycophenolate 
and another pregnancy test 8 to 1 o days later to determine if you are pregnant. 

• Pregnancy tests should be repeated during routine follow-up visits with your 
doctor. 

• Talk to your doctor about the results of all your pregnancy tests. 

0 What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

. . 
Your REMS Materials: 

Report a Pregnancy 

To report a pregnancy, click 
here. 

REMS Materials 
To view prog ram materials 
online, c lick here. 

:u."1 

In December 2006, the National 
Transplantation Pregnancy Registry 
(NTPRJ published data from 
prospective cases where 24 female 
transplant patients reported 33 
mycophenolate--exposed 
pregnancies•. Of these pregnanctes, 
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 
postmar1<eting data 1: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant; of which six had ear 
abnormahties 

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

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 
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• 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. 
Transplantation. 2006:82:1698-1702. 
t Prescribing Information for mycophenolate. 
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Prescriber 
Overview 

YCOPHENOLATE REMS 
MYCOPHENOLATE-RELATED RISI\ Of 
MISCARRIAGE AND BIRTH DEFECTS 

Home Pagg I Presctibing Information I Re11ort a Pregnani;y_ I Tell a Colleague 

Other Healthcare REMS Report a Additional FAQs For CMEJCE 
Professi~nal~ Ov':rvie_w Materi11ls Pregnancy .R~sources Community 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? Cf.icl<anffem1>e1ow1oexp8(1(/detaffs. 

0 Understanding the increased risl<s of tal<ing mycophenolate during pregnancy Report a Pregnancy 

To rep ort a pregnancy, click 
here. 

0 Do I need to use birth control? 

0 Do I need a pregnancy test? 

0 What if I am th inl<ing about getting pregnant? 

If you are thinl<ing about having a baby, tall< with your doctor right away. Your 
doctor will decide if other medicines to prevent rejection may be right for you. 

REMS Materials 
To view p rogram materials 
online, click here. 

O What if I get pregnant? 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

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

• 15 spontaneous abortions 
(45%) 

• 18 live-born infanlS 

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 
postmar1<etmg data r: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant, of which six had ear 
abnonnalities 

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

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• For female patients of reproductive potential 

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

View to Print o r 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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• YCOPHENOLATE REMS 
MYCOPHENOLATE RELATED RISK OF 
MISCARRIAGE AND BIRTH DEFECTS 

Home Pagg I Prescribi!l9 Information I Report a Pregnan~ I Tell a Colleague 

Prescriber 
Overview 

I 

Other Healthcare REMS Report a Additional . FAQs For CME/CE 
Professionals Overview Materials Pregnancy Resources · Community 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? Ctk:ktJ11 ftembetowtoexpanddetsits. 

0 Understanding the increased risks of taking mycophenolate during pregnancy 

O Do I need to use birth control? 

O Do I need a pregnancy test? 

0 What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

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. 

You should report your pregnancy to the Mycophenolate Pregnancy Registry. 

There are 2 ways to report a pregnancy: 
• By phone: 1-800-617-8191 
• Online by clicking this link ReP-Ort a PregnancY. 

Your REMS Materials: 

Report a Pregnancy 
To report a pregnancy, click 
here. 

REMS Materials 
To view program materials 
online, click here. 

In December 2006, the Nallonal 
Transplantallon Pregnancy Registry 
{NTPR) published data from 
prospective cases where 24 female 
transplant patienlS reported 33 
mycophenolate-exposed 
pregnancies'. or these pregnancies, 
there were: 

• 15 sponlaneous abortions 
{45%) 

• 18 live-born mfanlS 

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

or the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketmg data t: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant, of which six held ear 
abnormaltties 

While available data are limited, 
structural malformations occur in 
approximately 20% or live-born 
infants exposed m utero to 
mycophenolate. Firs! lnmesler 
pregnancy loss rales have been 
reported lo be approximately 45%·t . 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 
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• 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 mycophenolale mofetil or sirolimus. 
Transplantation. 2006;82:1698-1702. 
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• YCOPHENOlATEREl\/1S 

Home Pagg I Prescnbi!)g Information I ReP.ort a Pregnangv. I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Patient '. 
Oveiview Ove,view 

REMS Report a Additional FAQs For CME/CE 
Materials Pregnancy · Resources Community 

INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

What do I need to know about the Mycophenolate REMS? Clickstepto expanddetaiis 

O Step...1 • Understand the Increased Risks of Mycophenolate Use During Pregnancy 

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

• First-trimester pregnancy loss 

• Congenital malformations, especially 

external ear 
cleft lip and palate abnormalities 

• Anomalies of 

the distal limbs 

heart 
esophagus 

kidney 

and nervous system 

0 Step_l • Counsel Females of Reproductive Potential 

O Step...1 • Report Pregnancies 

In December 2006, the Nahonal 
Transplantation Pregnancy Registry 
(NTPRJ published data from 
prospective cases where 24 female 
transplant pallenlS reported 33 
mycophenolale-exposed 
pregnancies'. Of these pregnancies, 
there were: 

• 15 spontaneous abortions 
(45%) 

• 18 live-born infanlS 

Four of the 18 live-born infanlS had 
structural malformations {22% ). 

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarkebng data 1: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
mfant, of which six had ear 
abnormalities 

While available data are limited, 
structural malformations occur in 
approximately 20% of live-born 
infanlS exposed in ulero lo 
mycophenolale. First trimester 
pregnancy loss rates have been 
reported to be approximately 45%'f 

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 below. 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

- -.. ~ ---

HEALTHCARE PROVIDER 
BROCHURE ---·------·------
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 
• For prescribers 

View to Print or Save 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

The Mycophenolate Applicants attest that this pa9e will only include Medicat ion Guides from the list of approved application numbers 
and applicants on the FDA approved REMS website, 

•s ifontis 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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• YCOPHENOlATEREl\/1S 

Home Pagg I Prescnbi!)g Information I ReP.ort a Pregnangv. I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Patient '. 
Oveiview Ove,view 

REMS Report a Additional FAQs For CME/CE 
Materials Pregnancy · Resources Community 

INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

What do I need to know about t he Mycophenolate REMS? Clickstepto expanddetaiis 

O Step...1 • Understand the Increased Risks of Mycophenolate Use During Pregnancy 

0 Step_g • 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 my,cophenolate. 

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 6 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 acceptable for use 
during treatment with mycophenolate. 

ACCEPTABLE BIRTH CONTROL OPTIONS 

Guide your pallents lo chOOSe from the toUowlng birth cootrOI options fOf use during tJealment wttll mycophenola:e: 

opuon 1 I Us• Method Alone 
• Piel< one Item rrom (A) 

• Most effective-: Less than 1 ptegnancy 
per 100 women In one year 

OpOon 2 I Use Hormone & Barrier 
• Piek ooe ftem tcQfn (8) !DJ ooe item r,om (Cl)Of (C2) shownl>CIOW 

• ,1.1 p,egoancles oer 100 women In one 
ye,,r 

Opllon 31 u .. Two Barriers •f'fd( one Item lfom (C1) and one l'fOm 
(C2) 
~ Le;ut ettecf1w!; 13 or more 

prcgnMCicS pt"r 100 ~n in one 
year 
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• Females of reproductive potential includes girls who have entered puberty and 
all women who have a uterus and ovaries and have not passed th rough 
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 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. 

0 Step_l • Report Pregnancies 

In December 2006, the Nahonal 
Transplantation Pregnancy Registry 
(NTPRJ published data from 
prospective cases where 24 female 
transplant pallenlS reported 33 
mycophenolale-exposed 
pregnancies'. Of these pregnancies, 
there were: 

• 15 spontaneous abortions 
(45%) 

• 18 live-born infanlS 

Four of lhe 18 live-born infanlS had 
structural malformations {22% ). 

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarkebng data 1: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
mlant, of which six had ear 
abnormalities 

While available data are limited, 
structural malformations occur in 
approximately 20% of live-born 
infanlS exposed in utero lo 
mycophenolale. First lrimesler 
pregnancy loss rates have been 
reported to be approximately 45%'f 

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 below. 

Your REMS Materials : 

PATIENT INFORMATION 
BROCHURE 

·---~ d 

HEALTHCARE PROVIOER 
BROCHURE ---·------·- ------

:-:-;...-=:.-::-:=.=::.=::..-:..-:.:.-.oe;.."':------- ·----- ------- -'"=--.-:.. """I;;':-.,::;-.;:~':':"-":! .. ·--·-----. _ _._ ________ _ 
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--='§.1: ~ §_::=..=:.::: .... :. ·--·----------·--·----..--.. 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 

• For prescribers 

View to Print or Save 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

The Mycophenolate Af)plicants attest that this pa11e will only include Medication Guides from the list of approved application numbers 
and applicants on the FDA approved REMS website. 

•s ifontis 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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• YCOPHENOLATEREl\/lS 

Home Pagg I Prescribi!)g lnforma1ion I ReP.ort a Pregnan~ I Tell a Colleague 

RISKS OF ARSTTRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber · Patient . 
Overview Overview 

REMS Report a Additional FAQs For CME/CE 
Materials Preg_nancy Resources · Commun~ty 

INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS 

Looking for Accredited REMS CME/CE Activities? 

Click here 

What do I need to know about the Mycophenolate REMS? Cf/cksteptoex,oanddeta~s 

0 Step_1 • Understand the Increased Risks of Mycophenolate Use During Pregnancy 

0 Step..,l • Counsel Females of Reproductive Potential 

0 Step..,l • Report Pregnancies 

All pregnancies need to be reported 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 on line to the 
Mycophenolate Pregnancy Registry. Someone from the Mycophenolate 
Pregnancy Registry will then contact you to confirm necessary healthcare 
information. 

ReP.ort a Pregnancy 

. ., ..... ,..,~ 
In December 2006, the National 
Transplantallon Pregnancy Registry 
(NTPR) pubnshed 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-born infants had 
structural malformalions (22%). 

Of the 77 females exposed lo 
systemic mycophenolate during 
pregnancy that were reported in 
postmarkellng data 1: 

• 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 
approximalely 20% of five-born 
infants exposed in utero to 
mycophenolate. Firsl tnmester 
pregnancy loss rates have been 
reported to be approximately 45%·t 

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 below. 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

, __ .... ___ --

HEALTHCARE PROVIDER 
BROCHURE ___ .. ______ , __ _ , .. __ _ 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 o r Save 

Healthcare Provider Brochure 

• For prescribers 

View to Print or Save 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

~ ·it"'lfr::i·-i-MM,ii/b:i·~S·l,:/®k-i-:m-l 
The Mycophenolate Applicants attest that this pa9e 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 recipi ents with exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82:1698-1702. 
tPrescribing Information for mycophenolate. 
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Prescriber Patient Other Healthcare 
Overview Overview Professionals Overview 

• Prescribers 

• Patients 

• Other Healthcare Professionals 
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Home Pag!l I Prescribing Information I ReP.ort a Pregnancv. I Tell a Colleague 

Report a Additional FAQs For CME/CE 
Pregnancy Resources Community 
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• YCOPHENOLATE REMS 
RISKS Of ARSTTRIMESTER PREGNANCY LOSS 
ANO CONGENITAL MALFORMATIONS 

Home Pagg I PresClibing Information I Re~ort a Pregnan!;l( I Tell a Colleag]!.!! 

: Prescriber Patient ; Other Healthcare Report ii Additional FAQs For CME/CE 
:P.re~n.ai:icy ' R_E:SOU!ces Cornm_uni,tY Ov~_rvi~.".". ~ve~_ie"." . Profes~ional~ Ov_ei:vi~".", 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

·---::..::..:-..... ---

HEALTHCARE PROVIOER 
BROCHURE ---·------·-------

-----· .. -----·--·--------·-------·--------. ==:.:.=:=----· ···--.. --·· 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 I 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 heatthcare 
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 I Order 

Prescriber Training Confirmation Form 

• For prescriber:s 

• 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 o r Save I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

~·i,·i·ffr,,,i·~t·M,iiM,,1·~3·1ui4¥~ 
The Mycophenolate Applicants attest that this page w ill only include Medicat ion Guides from the list of approved applicat ion numbers 
and applicants on the FDA approved REMS website. 

• Patients 

. . . 
Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

--~--

---- -----··---::.:t:..Y-·--- ----·• -----·-----·-··--..... ---
~-::.~~~--=--":':.~ --···---.. _ ..... _____ .., ·---.. --·----------.... __ _ 
·---·--------~~.:;:.::-;: 

-------- ---·-

• Other Healthcare Professionals 

. . . 
Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

------ --

HEALTHCARE PROVIDER 
BROCHURE 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• For presCfibers to give to female patients of reproductive potential 

• Contains the tools and materials to help patients understand the components of the 
Mycophenolat,e REMS 

View to Print or Save 

Healthcare Provider Brochure 

• For prescribers 

• 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 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

~·i,·i·ifr,,i·~M:M:ii:fit,1.....,....3·1,:i@~ 
The Mycophenolate Applicants attest that this page will only i nclude Medication Guides from the list of approved application numbers 
and applicants on the FDA approved REMS website. 
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• YCOPHENOLATE REMS 
Home Pag~ I Prescribi!)9 Information I Re11ort a Pregnangv. I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Patient Other Healthcare RE'MS 
, Overview Overview Professionals Overview Materials 

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. Fem ales taking 
mycophenolate while they are pregnant have a higher risk of miscarriage in tl1e first 3 months. 
There is also a higher risk that the baby will have birth defects. 

Who should report a pregnancy to the Mycophenolate Pregnancy Registry? 

• Healthcare Professionals. Report pregnancies to the Mycophenolate Pregnancy Registry 
using one of the 2 ways below. 

• 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 I 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 
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 6 weeks after stopping treatment. 

For more information about the Mycophenolate Pregnancy Registry, click one 
of the links below: 
Patient FAQs 
Prescriber FAQs 

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

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

Additional FAQs For CME/CE 
Resources Community 

Privacy Statement I b._egal Statement I Intended for U.S. Audiences Only Copyright© [YYYY) Mycophenolate REMS. All righ!B reserved. 
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For more information, call the Mycophenolate REMS Pregnancy Registry 
at 1-800-617-8191 
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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 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 1-800-617-8 191 . 

Patient 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* : 

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 : • 

Reference ID: 4732128



Report a Pregnancy Page 

HCP Not logged In 
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login Credentials 

You are not currently logged on If you log on profile information is passed on to 
the pregnanc, regislf', Continue without logg!nglo... 

Prescriber Login 

Email 

Password 
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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 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 . 

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 
ANO CONGENITAL MALFORMATIONS 

Home Pagit I Prescribing Information I ReP.ort a Pregnang( I Tell a CofleagJl!t 

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

FAQs For CME/CE 
Community 

ADDITIONAL RESOURCES 
FOR MORE INFORMATION ABOUT BIRTH DEFECTS 

• Centers for Disease Control and Prevention:• 
\WIW.cdc.gov 

FOR MORE INFORMATION ABOUT BIRTH CONTROL 

• Planned Parenthood:· 
VW1W.(;!lanned11arenthood.org 

• Food and Drug Administration: 
vw,w.fda .gov/consumers/free-11ublications-womenlbirth-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. 

Privacy Statement I !,_egal Statement I Intended for U.S. Audiences O,,Jy ~right© [YYYYJ Mycophenolate REMS. AU rights rese,ved 
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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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• YCOPHENOLATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

FREQUENTLY ASKED QUESTIONS 

• Patients 

What is the MY.cophenolate REMS? 

Home Pag~ I Prescribing Information I ReP.ort a Pregnan~ I Tell a Colleague 

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 I have to register in the MY.COP-henolate REMS as a P-atien,t? 

Patients do not register in the Mycophenolate REMS. 

If you become pregnant during treatment with mycophenolate or within 6 weeks after stopping treatment with mycophenolate, 
you should inform your doctor and participate in the Mycopnenolate Pregnancy Registry. Participation is voluntary; however, 
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 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 I have to go to a certain (lharma~JQ_get my_prescription filled in the MY.CO(lhenolate REMS? 

You can fill your prescription in any pharmacy. 

What forms of birth control should I use while takingJ]]ycoP-henolate? 

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 6 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 I 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 I find more information about drugs and birth defects? 

It is best if you talk w ith your doctor about your medicines and birth defects. 

What !Y.Re of data is collected bY. the MY.cophenolate PregnancY. Regist!Y 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 a.nd 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 support 
the Mycophenolate REMS. They may choose to publish it in scientific journals. 

Where can I find more information about emergen£Y contraception? 

You can also contact Planned Parenthood at 1-800-230-PLAN (1-800-230-7526), online at www.planned(larenthood.org or text 
"PPNOW' to 774636 (PPINFO) to get answers (standard message and data rates may apply). 

How do I get more information about the MY.cophenolate REMS? 

You can talk with your doctor for more information. 

What if I become wegnant while on a mycophenolate containing medicine or after I sto(l taking~Y.COflhenolate 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 Pre9nancY. Regisyy.1 

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. 

• WhY. should I take P-art in the MY.cophenolate PregnancY. Registry.1 

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. 

Who can take P-art in the Mycophenolate PregnancY. Registry.1 

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® (mycophenolic acid) 

• Generic mycophenolate mofetil 

• 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 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. 

What will I need to do if I partici11ate in the MY.COP-henolate PregnancY. Registry.1 

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 

• 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 an d 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. 6 months and 1 year. 

4. Let the Registry know if you r 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.J:ights as a (larticipant in the MY.COIJhenolate Pregnan£Y Registry.1 

, You can quit at any time. 

, Your privacy is protected. 

Whom can I contact for more information? 

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

Are there other side effects that I should know about with a m-ycophenolate 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 (Pl). 

How should I store a mycoP-henolate containing medicine? 

• Store your medication at room temperature (59' F to 86'F). 

• Make sure the container is tightly closed. 

• Keep mycophenolate and all medicines out of the reach of children. 

In addition to wegnan~ , what should I avoid while taking.!]]ycophenolate? 

For information on what to avoid when taking mycophenola-te, talk with your doctor, ask your pharmacist, read the 
mycophenolate Medication Guide or the Prescribing Information (Pl). 

How do I handle internet browser issues? 

If you are experiencing browser issues, your browser (i. e., M icrosoft 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 w,vw.MY.COP-henolateREMS.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 I receive from mY. doctor? 

• Patient Information Brochure: IMJat You Need To Know About Mycophenolate 
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 
Provides answers to frequently asked questions about the Registry. Reference ID: 4732128



• Prescribers 

Who is the MycoJlhenolate 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 )lartici12ate in the MycoJlhenolate Pregnan~ Registry1 

Why is the Myco12henolate Pregnancy Regist!Y im)lortant? 
Exposure to mycophenolate during pregnancy is associated with: 

, Increased risks of pregnancy loss during the first trimester 

Higher risk of congenital malformations 

• Ear abnonnalities 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 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 Mycophenolate Pregnancy Registry. All reports of 
potential maternal 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, infonn 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 infonned that you will report any 
pregnancies of which you become aware to the Mycopheno late Pregnancy Registry. 

What is my role in the Mycophenolate Pregnancy Regis![y1 
Instruct patients to tell you if they get pregnant during treatment with mycophenolate or within 6 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 Mycopheno late 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 maternal 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. 

After I re)lort my_)latient's 12regnancy, what will her Jlartici12atio n involve? 
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 participation. 

After I 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 Myco)lhenolate Pregnan~ Regist!Y be analyzed and re12orted? 
The Mycophenolate Pregnancy Registry program administrator will report personally identifiable pregnancy data to the 
appropriate drug manufacturer for purposes of reporting to regulatory 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. 

Do I still re12ort 12regnancies to the National TransJllantation Pregnan~ Registry_(NTPR)1 
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 I obtain more infonnation? 

Visit www.MyconhenolateREMS.com 

, Call 1-800-617 -8191 

What information is collected when a wegnan~ is registered? 
The Mycophenolate REMS Pregnancy Registry actively coll eels information on all pregnancies that occur during treatment or 
within 6 weeks of stopping treatment with Mycophenolate. For newly reported and ongoing pregnancies, questions are asked 
at baseline, first, 2nd, and 3rd 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 

For completed pregnancies, the available information on the pregnancy outcome will be captured and any infant follow-up Reference ID: 4732128



• Pharmacists 

Do P-harmacies have to register with the ll[Qgram? 
No. 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. 

Does a P-harma9'. have to do an}'.thing.§Jlecial before fillingi :wescriP-tion? 
The only requirement for pharmacies in the Mycophenolate REMS is to provide the patient with a medication guide when 
dispensing mycophenolate. 

- How can I order more medication guides? 

Additional medication guides can be ordered over the phone (1-800-617 -8191 ). 

- Will MY.COP-henolate REMS P-atients have a s11ecial card or ID Number? 
No. Patients in the Mycophenolate REMS do not have cards or ID numbers. 

- Can I acceP-t mY.cophenolate P-rescriP-tions by_Jlhone, 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 Jlregnan~ is registered? 
The Mycophenolate REMS Pregnancy Registry actively coUects information on all pregnancies that occur during treatment or 
within 6 weeks of stopping treatment with Mycophenolate. For newly reported and ongoing pregnancies, questions are asked 
at baseline. first. 2nd, and 3rd 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 

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

• Email 

Add MY.COJlhenolate REMS to Y.OUr safe senders 
Listed below are steps to help with receiving emails from M ycophenolate REMS. 
Because email clients differ, and spam filters sometimes filt,er legitimate email, Mycophenolate REMS suggests you add the 
Mycophenolate REMS domain to your Safe Senders list in your email clienl 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 menu. 

4. Click "Save and Close." 

Outlook ExP-ress (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." 

1. Open the email from Mycophenolate REMS. 

2. Click the "Add Address· icon. 

3. Verify Mycophenolate REMS contacl 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 appea.rs. 

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 Mycophenolat,e REMS contact details, and click 'Save." 

Entouragg 

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: 

1 Open the email from Mycophenolate REMS. 

2. Click "More Options· in the email header. 

3. Click "Add Sender to Contacts List." 

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. 
Yahool 

1. Open the email from Mycophenolate REMS. 

2. Click "Add to Address Book" to the right, next to Mycophenolate REMS name. 

3. Verify Mycophenolate REMS contact details. 

4. Click "Add to Address Book.' 

MacMail 

1. Open the email from Mycophenolate REMS. 

2. Ctr-click Mycophenolate REMS email address and sel ect "Open in Address Book.' 

3. Verify Mycophenolate REMS contact details. 

Priv~ Statement I h.egal Statemenl I Intended for U.S. Audiences Only Copyrighl © [YYYYJ Mycophenolate REMS. All rights reserved. 
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For CME/CE Community 

Accessed from Main menu links 
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• YCOPHENOLATE REMS 
Home Pagg f Prescribi!l9 Information I Report a Pregnan~ I Tell a Colleague 

RISKS Of ARSTTRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

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

FOR THE CME/CE COMMUNITY 

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

1. Educating healthcare 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 education for 
healthcare providers who prescribe and/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 Mycophenolate REMS. The core messages, 
which are directed to healthcare providers who prescribe and/or participate in the treatment of 
patients taking mycophenolate products, include: 

• The increased risks of miscarriage and birth defects associated with mycophenolate. 

• Importance of educating females of reproductive potential about the increased risk of 
miscarriage and birth defects associated wtth exposure to mycophenolate during 
pregnancy. 

• Importance of prescribers providing or facilttating patient education about pregnancy 
prevention and planning, including acceptable methods of contraception during 
mycophenolate treatment. 

• When treating a pregnant patient or a patient 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 6 weeks following discontinuation of 
treatment. 

• Importance of encouraging pregnant patients to participate in the Mycophenolate 
Pregnancy Registry. 

• Importance of obtaining a signed Patient-Prescriber Acknowledgement Form from each 
female of reproductive potential. 

In order to expand the educational reach of training on the Mycophenolate REMS, the 
Mycophenolate Applicants will make available Request for Applicat ions (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 l ist of Mycophenolate Applicants-supported accredited CME/CE activ ities 
and the accredited CME/CE Providers offering the activity can be referenced below: 

• t I ' • I I • 

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

. Links 

[Year) Request for Applicatio 
(RFA) 

Priva~ Slalemenl I Legal Slalemenl J lnlende<I for U.S Audiences Only Copynghl@ [YYYYJ MyOOl)henolare REMS. All righls reserved. 
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Tell a Colleague Page 

Accessed from Tell a Colleague link in the header 

Reference ID: 4732128



Home Pag!! I Prescribing Information I ReQort a Pregnan~ I Tell a Colleag!J!! 

YCOPHENOlATE REMS 
RISKS OF ARST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

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

TELL A COLLEAGUE 

*Denotes a required field 

From (Your Name)• : 

Your Email• : 

Your Colleague's Email • : 

Email message will be as follows: 
Hi_, 
I thought you' d be i nterested i n l earning about the Mycophe nolate 
REMS on the MycophenolateREMS .com " ebsite. Pl ease copy and pas te 
t he l in k i nt o your broNser to vi ew the webs i te. 
ht tps ://ww10 .MycophenolateREMS .com 

This information is used only for the purpose of sending this email See fuU Pnva91. Statement 

Priva~ Statement I lli•I Statement I Intended for U.S. Audiences Only C-Opynght © [YYYYJ Mycophenolate REMS. All rights resefVed Reference ID: 4732128



Prescriber Documentation of Training 

Accessed from Prescriber Training button on Prescriber Overview Page 

Reference ID: 4732128



• YCOPHENOlATEREl\/1S 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I Prescribing Information I Re11ort a Pregnani;Y. I Tell a Colleague 

Prescriber Logi.!l 

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

PRESCRIBER TRAINING 

View the Healthcare Provider Brochure 

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 

Priva~ Statement 11...egal Statement I Intended for U.S. Audiences Only 
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• YCOPHENOLATERE~S 

Home Pagf I PresClibing Information I ReQort a PregnaneY. I Tell a Colleag~ 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Logi!l 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CME/CE 
Ove,view Overview Professionals Ove,view 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 trimester pregnancy loss and cong:enital 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 a prescriber of mycophenolate to female patients of reproductive potential,• I understand that I 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 accredfted 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 activfties regarding risks associated with 
mycophenolate use during pregnancy. A full list of CME/CE providers can be found on www.MycoRhenolateREMS.com, 

'A female of reproductive potential includes girls who have entered pub erty and all females who have a uterus 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.MycoRhenolateREMS.com. 

2. Understand the increased risks of first trimester pregnancy loss a nd 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: Whal You Need To Know About Mycophenolate booklet to females of reproductive potential. 

5. Provide contraceptive 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 ftems pertaining to the administration of the Mycophenolate REMS. 

D I acknowledge that by completing this Prescriber Training Confinnation Form I attest to follow the Mycophenolate REMS requirements 
outlined above. I << Back I ~1-c-0-nti-_n_u_e _»~I I Cancel I 

Priva£>: Statement I J...egal Statement I Intended for U.S. Audiences Only Copyrighl © IYYYYJ Mycophenolale REMS. All righls reserved. 
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• YCOPHENOLATERE~S 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagf I PresClibing Information I ReQort a PregnaneY. I Tell a Colleag~ 

Prescriber Logi!l 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CME/CE 
Ove,view Overview Professionals Ove,view 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 verification will be performed on the entered address) 

•Denotes a required field 
Institution : 

First Name• : 

Last Name• : 

Address1 • : 

Address2 : 
City• : 

State• : 

zip· : 

Phone• : ( 

FAX : ( 
NPI Number• : 

Degree• : 

Specialty•: 

Complete Your Registration 

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

Password : 

Confirm Password : 

< < Back 11 Continue > > 11 Cancel I 

Priva£>: Statement I J...egal Statement I Intended for U.S. Audiences Only 
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? 
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• YCOPHENOLATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pag~ I Prescribing Information I ReP.ort a PregnancY. I Tell a Colleagyg 

Welcome John Smith 
Edit My Profile I Logout 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CME/CE 
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 enrollment. 
IMPORTANT: Add noreply@MycophenolateREMS.com to your Safe Senders list to ensure that you receive this confirmation. (See 
Instructions on adding MX£QP-henolate REMS to your Safe Sende<s) 

Finish Order Program Materials 

PrivatY. S1atement I J&gal Statement I Intended for U.S. Audiences Only Copyright© [YYYY) Mycophenolafe REMS. All rights rese<Ved 
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Prescriber Login 

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

Reference ID: 4732128



login Credentials 

Prescriber Login 

Email: 

Password _ 

Reference ID: 4732128



Forgot Password 

Accessed from Prescriber Login Screen as a link 

Reference ID: 4732128



login Credentials 

Forgot Password 

Email : 
Retrieve Password 

Reference ID: 4732128



Prescriber Order Materials 

Accessed by clicking To order on line button under Program Materials section on 
Prescriber Overview page or by clicking on Order link next to each Program 

material 

Reference ID: 4732128



login Credentials 

You must login or create an account to order program mater;als Please login or 
d c~ to create an account below 

Prescriber Login 

Email: 

Password: 

Create an Account 

Reference ID: 4732128



• YCOPHENOLATERE~S 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagf I PresClibing Information I ReQort a PregnaneY. I Tell a Colleag~ 

Prescriber Logi!l 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CME/CE 
Ove,view Overview Professionals Ove,view 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 verification will be performed on the entered address) 

•Denotes a required field 
Institution : 

First Name• : 

Last Name• : 

Address1 • : 

Address2 : 
City• : 

State• : 

zip· : 

Phone• : ( 

FAX : ( 
NPI Number• : 

Degree• : 

Specialty•: 

Complete Your Registration 

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

Password : 

Confirm Password : 

< < Back 11 Continue > > 11 Cancel I 

Priva£>: Statement I J...egal Statement I Intended for U.S. Audiences Only 
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• YCOPHENOLATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pag~ I Prescribing Information I ReQort a PregnancY. I Tell a Colleagyg 

Welcome John Smith 
Prescriber Training I Edit My Profile I Logout 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CME/CE 
Overview Overview Professionals Overview Mate~ials 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 enrollment. 
IMPORTANT: Add noreply@MycophenolateREMS.com to your Safe Senders list to ensure that you receive this confirmation. (See 
Instructions on addingj;!Y.COP-henolate REMS to your Safe Senders) 

Finish Order Program Mate-rials 

Priva~ S1atement I !&gal Statement I Intended for U.S. Audiences Only Copyright© [YYYYJ Mycophenola1e REMS. All ligh~ reserved 
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• YCOPHENOlATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
ANO CONGENITAL MALFORMATIONS 

Home Pagg I Prescribing Information I Re11ort a Pregnani;Y. I Tell a Colleague 

Welcome John Smith 
Edit My Profile I Logout 

. ' 

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

ORDER MATERIALS 
Step 1 of 4: Select Materials 
Select a quantity (Qty) for each item that you want to order: 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

·-----·-- ---

HEALTHCARE PROVlDER 
BROCHURE ---·-------·--· ... __ _ 

---____ .... _... 

-·----::.:C...7-,-- "'··--·-
... _______ _ ____ ... _ .. ___ _ 
~..:£-:::.-::.;:-~:::=--"::..:=---··-.---... - ..... ____ _ .. - ..... --·---------·---·-----:i=-.::::; ___ "":"'..::.=".:.:::-.. ~ 

--------·-· 

I Continue > > I I Cancel I 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 

• For prescribers 

• 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 

Qty: jU 

Qty:Li 

Mycophenolate Pregnancy Registry Frequently Asked Questions Qty: Li 
for Patients 

• For prescribers to give to female patients of reproductive potential 

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. 

Qty: jU 

Privacy Slalemenl 11.."llal Statement I Intended for U.S. Audiences Only Copyright© [YYYY] Mycophenolale REMS. All righls reserved. 
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• YCOPHENOLATE REMS 
RISKS OF ARSTTRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pag~ I Prescribing Information I ReQort a Pregnani;v. I Tell a Colleagyg 

Welcome John Smith 
Edit My Profile I logout 

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

ORDER MATERIALS 
Step 2 of 4: Select Shipping Address 

Please select a shipping address. 

,- Attn: ~1Jo_h_n ______ ~l 1Smith 
100Main St ~------~ 
Philadelphia, PA 99999 

, 1 Attn: !John !1Smith 
123 M~a-in~ S-t -----~~-------~ 
Blue Bell, PA 32823 

' Enter Different Shipping Address 

<< Back 11 Continue >> 11 Cancej 

Privacy S1atement I !,&gal Statement I Intended for U.S. Audiences Only Copyright© [YYYYJ Mycophenolale REMS. All rights rese<Wd. Reference ID: 4732128



• YCOPHENOLATE REMS 
RISKS OF RRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I Prescribing Information I ReQort a PregnancY. I Tell a Colleag]i!l 

Welcome John Smith 
Edit My Profile I logout 

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

ORDER MATERIALS 
Step 3 of 4: Confirm Order Information 

(NOTE: Please review the address carefully as the address validation process may have changed or standardized the address you entered) 

Review and confi rm your order information : 

Qty 

Ordered Items 

Item 
Patient Information Brochure: What You Need To 
Know About MycoP-henolate 

I « Back 11 Submtt Order 11 Cancel I 

Priva~ Statement I !,__egal Statement I Intended for U.S. Audiences Only 

Shipping Information 

Shipping Address : 

Attn: John Smith 

100 Main St 

Philadelphia, PA 99999 

Contact Information : 

Phone : (555) 453-5345 

Copyright© (YYYY] Mycophenofate REMS. AK rights reseM!d. 
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• YCOPHENOLATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I Prescribing Information I ReQort a PregnancY. I Tell a Colleag~ 

Welcome John Smith 
Edit My Profile I Logout 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs For CME/CE 
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@MycophenolateREMS.com to your list of safe 
senders in your email. Please see Instructions on adding MycoQhenolate REMS to your Safe Senders 

If you do not receive this email in your inbox, please check your SPA/vi or junk mail folder. 

I Finish I 

Priva!,Y. Statement I J&gal Statement I Intended for U.S. Audiences Only C-Opyright © (YYYY] Mycophenolate REMS. AD rights rese<Ved. Reference ID: 4732128



Edit My Profile 

Accessed from Edit My Profile link in the header (Visible only when Prescriber is 
logged in) 
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• YCOPHENOLATERBl\11S 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I PresCfibing Information I Re11ort a Pregnan~ I Tell a Colleague 

Welcome John Smith 
Edit My Profile I logout 

Prescriber Patient Other Healthcare RE'MS Report a Additional FAQs For CME/CE 
Overview Overview Professionals Overview Materials Pregnancy Resources Community 

VIEW AND EDIT MY PROFILE 

"'- Professional Information 

NPI Number : 1003000100 
Degree: MO 

Specialty : Cardiology 

"' Staff Member Information 

Edit 

Edit 

Edit 

Hide Details ... 

Hide Details ... 

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

.,. Other Information 

Email : lonnie.Oee@abc.com 
Password : .... ***"****** 

"" Addresses 

Primary Address 

Institution : 

Attn First Name : John 

Attn last Name : Smith 

Address1 : 100 Main St 

Address2 : 

City : Philadelphia 

State : PA 

ZIP : 99999 
Phone : (555) 453-5345 

FAX : 

Privacy Slalement I Legal Statement ! Intended for U.S. Audiences Only 

' 

Secondary Address 

Institution : 

Attn First Name : John 

Attn last Name : Smith 
Address1 : 123 Main St 

Address2 : 

City : Blue Bell 

State : PA 

ZIP : 32823 
Phone : ( 423) 4 73-9883 

FAX : 

Hide Details ... 

Hide Details ... 

Copyrighl © [YYYY) MyCOl)henolale REMS. All rights reserved. 
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Home Pagg I Prescribi!l9 Information I ReP.ort a Pregnan~ I Tell a Colleague 

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

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 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. 

Who should be informed about the Mycophenolate REMS? 

For Prescriber Overview, 
click here 

For Patient Overview, 
click here 

What is the goal of the Mycophenolate REMS? 

~ 

Other Healthcare Professionals 

For Other Healthcare 
Professionals, click here 

The goal of the Mycophenolale REMS is lo 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 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 Mofetil 

CellCept® by Genentech USA, Inc. 

Generic formulations by >> 

Mycophenolic Aad 
Myfortic® by Novartis Pharmaceuticals 
Corporation. 

Generic formulations by>> 

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

Priva~ Slatement I ]._egal Statement I Intended for U.S Audiences Only Copyright© [YYYY) Mycophenolate REMS. All rights reserved 
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Prescriber Overview Page 

Accessed from Main menu links or Prescribers button on Home Page 
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• YCOPHENOLATE REMS 
Home Pagg I Prescribing Information I ReQort a Pregnan~ I Tell a Colleague 

RISKS Of FIRST ffilMESTE.R PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Logi!l 

Patient. . Other Healthcare . REMS . Report a· Additional FAQs 
Overview : Professionals Overview Materials , Pregnancy Resources · · · 

lNFORMATION FOR PRESCRIBERS 
What is my role in the Mycophenolate REMS? cucksfep foe:<pandctetails 

0 Step....1 • Document your training in the Mycophenolate REMS 

You should become familiar with the increased risks of ,embryofetal toxicity 
associated with mycophenolate and the requirements of Mycophenolate REMS: 

• First-trimester pregnancy loss 

• Congenital malformations, especially 

external ear 

cleft lip and palate abnormalities 

• Anomalies of 
the distal limbs 
heart 
esophagus 
kidney 
and nervous system 

As a prescriber of mycophenolate, you shou ld document your training in the 
Mycophenolate REMS by completing a Prescriber Training Confirmation Form to 
document that you understand, and will comply with Mycophenolate REMS. 

You can submit a Prescriber Training Confirmation Form to Mycophenolate REMS 
by one of several ways: 

Visit www.MycoP-he.nolateREMS.com and complete the online form 

Complete a hard copy and submit it v ia fax to 1·800-617-5768 

Complete a hard copy and mail/emai l it to: 

Mycophenolate REMS 
200 Pinecrest Plaza 
Morgantown, WV 26505-8065 
SUP-P-0!1@!!!Y.COQhenoJateREMS.com 

Call 1·800-617-8191 

0 Step~ • Educate Females of Reproductive Potential 

0 Step-2 · Check Pregnancy Status 

0 Ste11 4 · Report any pregnancies to the Mycophenolate Pregnancy Registry 

Do prescribers have to be trained in the Mycophenofate 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, heatthcare 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. 

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

REMS Materials 
Download or Order materials, 
click here. 

In December 2006, the Nahonal 
Transplantation Pregnancy Registry 
{NTPR) published data from 
prospective cases where 24 female 
transplant patients reported 33 
mycophenolate-exposed 
pregnancies• or these pregnancies, 
there were: 

• 15 spontaneous abortions 
{45%) 

• 18 five-born infants 

Four orthe 18 live-born infants had 
structural malformations {22%}. 

or the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarkebng data 1: 

• 25 had spontaneous 
abortions 

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

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

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 

------------ ----

HEALTHCARE PROV10ER 
BROCHURE 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 I Order 

Dear Healthcare Provider {DHCP) Letter 

• For prescribers 

• Contains important information about the Mycophenolate REMS 

View to Print or Save 

Dear Healthcare Pr-ovider {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 I 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 I Order 

CellCept Medication Guide 

View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

i-a·hHU·i\~M:M11!1f,,,,-~3"lfBW~ 
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. 
tPrescribing Information for mycophenolate. 
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Prescriber Login 

Patient '. Other Healthcare REMS Report a· Additional FAQs 
Overview Professionals Overview, Materials Pregnancy Resources · 

INFORMATION FOR PRESCRIBERS 
What is my role in the Mycophenolate REMS? Clicksteproexpandde18lls. 

O Step_1 • Document your training in the Mycophenolate REMS 

0 Step..,l • Educate Females of Reproductive Potential 

• Educate females about the increased risks of mycophenolate exposure 
during pregnancy. Discuss the increased risks of m iscarriage and birth 
defects associated with exposure to mycophenolate during pregnancy with 
females of reproductive potential before initiating treatment. 

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

• Provide females of reproductive potential with a Pa·tient Information 
Brochure: What You Need To Know About Mycophenolate. 

Patients need to understand: 

1) the increased risks of miscarriage and birth defects while using 
mycophenolate 

2) their birth control options 

3) their role in the Mycophenolate REMS 

• Provide pregnancy planning education. 

Advise patients using mycophenolate to let you know if they are considering 
pregnancy. For a patient consideri ng pregnancy, 

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

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

Refer patients for pre-conceptional counseling and high r isk obstetrical care 
as needed and coordinate care among the patient's established providers. 

• Provide contraception counseling. 

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

During entire treatment with mycophenolate 

For 6 weeks after they stop taking mycophenol ate 

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

ACCEPTABLE BIRTH CONTROL OPTIONS 

Gulde your patients to GhoOse kom the IOOoWlng blr'lh controt options IOI' use during treatment with mycophenolate: 

OpUon 1 I Use MethOd Alone 
• Pkk one item trom (A) 
·~~ LW than 1 pre,s:inancy 

per 100 women In one ye.a, 

OptJon 21 use Hormone & Barrier 
• Pick ooe Item r,om (8) !.Q2 one Item 

1,om (Ct)o, (C2) shown belOW 
• 4-7 i,,egnancies pet 100 won1on tn one 

year 

OptJon 3 I Us.e Two Ba.rrlers 
a ~one Item trom (C1) and ooe r,om 

(C2) 
~ Le:351 etrectMr 13 or more 

pregnanetM ~ 100 women tn one 
year 

I 
I 

-r (r\ 
''*3UICl"M" 

,_ 
""""'(l<Al) -
~ 6 = a.-, ea,,,, .. 

... ~--..... ·--...... _____ _.,.,. __ _ 
,......., .. -4_ ..... "_ ........ --• ....__.-r.,,...,..._...........,...,,..__,...,...~_....,. ... ......, __ ... _"-_"'· .. 
.._ • -.s ..... ! 00-FJPM 

~ J 
Vas,e,c:t,;my 

0 0 ,, . 
e,-,,eo,w~ v-~) 

..,. .. _....,.. ,,,., ........ 

• Females of reproductive potential includes girls who have entered puberty and 
all women who have a i,terus and ovaries and have not passed through 
menopause. 

Note: Mycophenolate reduces blood levels of the hormones in the oral 
contraceptive pill and cou ld 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 w ithout acceptable 
contraception or their contraceptive method fails. 

0 Step~· Check Pregnancy Status 

0 Ste11 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, heatthcare 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. 

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

REMS MateriaJs 
Download or Order materials, 
click here. 

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

• 15 spontaneous abortions 
{45%) 

• 18 hve-born infants 

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

or the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing dala T: 

• 25 had spontaneous 
abortions 

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

While available data are limited, 
slructural matformalions occur in 
approximately 20% or live-born 
infants exposed in utero to 
mycophenofate. First tnmesler 
pregnancy loss rates have been 
reported to be approximately45%' t . 

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 

HEALTHCARE PROV10ER 
BROCHURE ---·-------------
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

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

View to Print or Save I Order 

Dear Healthcare Provider (DHCP) Letter 

• For prescribers 

• Contains important information about the Mycophenolate REMS 

View to Print or Save 

Dear Healthcare Pr<>vider (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 I Order 

Prescriber Training Confirmation Form 

• For presCfibers 

• 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 I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

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. 
tPrescribing Information for mycophenolate. 
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INFORMATION FOR PRESCRIBERS 
What is my role in the Mycophenolate REMS? Clicksrep toexpandaetaffs. 

0 Step...1 • Document your training in the Mycophenolate REMS 

0 Step~· Educate Females of Reproductive Potential 

0 Step.....2 • Check Pregnancy Status 

You must determine if females of reproductive potential are pregnant: 

• One pregnancy test with a sensitivity of at least 25 m lUlmL should be done 
immediately before starting mycophenolate 

• Another pregnancy test w ith the same sensitivity should be done 8 to 10 
days later 

• Repeat p regnancy tests should be performed at routine follow-up visits 

• Results of all pregnancy tests shou ld be d iscussed! w i th 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 of the fetus. 

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

O Ste P. 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. 

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

REMS Materials 
Download or Order materials, 
click here. 

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 ftve-born infants had 
structural malformations (22% }. 

Orthe 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketmg data 1: 

• 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 
mycophenotate. First lrimester 
pregnancy loss rates have been 
reported to be approximately 45%·t . 

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: 

0-...... .,,.IS I 
PATIENT INFORMATION 

BROCHURE 

--.. :;:-..........:. ---

0«., • ..,,.,111,,sl 

HEALTHCARE PROVIDER 
BROCHURE ---··-------------
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Generic Medication Guides 

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

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 o r Save I Order 

Dear Healthcare Provider (DHCP) Letter 

• For prescribers 

• Contains important information about the Mycophenolate REMS 

View to Print or Save 

Dear Healthcare Pr,ovider (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 I 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 o r Save I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print o r Save 

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;82:169S-1702. 
tPrescribing Information for mycophenolate. 

Privacy Slalement 11.."'ll!I Statement J Intended for U.S. Audiences Only Copyright© [YYYYJ MyCOl)llenolate REMS. Alt rights reserved. 

Reference ID: 4732128



• YCOPHENOLATEREl\/lS 

Home Pagg I Prescribi!)g lnforma1ion I ReP.ort a Pregnan~ I Tell a Colleague 

RISKS OF ARSTTRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Login 

Patient Other Healthcare REMS Report a Additional FAQs 
Overview ·Professionals Overview Materials Preg~ancy Resources - · 

INFORMATION FOR PRESCRIBERS 
What is my role in the Mycophenolate REMS? CHckstep 1o expan<1cte1sfls. 

0 Step...1 • Document your training in the Mycophenolate REMS 

O Step_..1 • Educate Females of Reproductive Potential 

0 Step._1 • Check Pregnancy Status 

0 SteR 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 6 weeks following discontinuation of treatment. 

If you learn that a patient is pregnant: 

• Report the pregnancy to the Mycophenolate Pregnancy Registry 

By phone: 1 ·800-617 -8191 

Online by clicking th is link ReRort 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 
Registry and encourage patients to read the _My_coehenolate Pregnancy 
Registry Freguentty Asked Questions for Patients on this website 

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. 

Prescriber Training 
To view the Healthca re 
Provider Brochure, and 
d ocument your training, click 
here. 

REMS Materials 
Download or Order materials, 
click here. 

In December 2006, the Nabonal 
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 or the 18 live-born infants had 
structural malformations (22%) 

or the n females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing data 1; 

• 25 had spontaneous 
abortions 

• 14 had a malformed retus or 
infant, or which six ha<I ear 
abnormalities 

While available data are limited, 
structural mairormations occur in 
approximately 20% or live-born 
infants exposed in utero to 
mycophenotate. First tnmester 
pregnancy loss rates have been 
reported to be approximately 45%'t. 

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 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 I 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 o r Save 

Mycophenolate Pregnancy Registry Frequently Asked Questions for 
Patients 

• For prescribers to give to female patients of reproductive potential 

View to Print o r Save I 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 o r Save I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 

View to Print or Save 

~ ·i,i"ffrl,,i.....,....MMriilfi:,1.....,....3'\Hi®#~ 
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 recipi ents with exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82:1698-1702. 
tPrescribing Information for rnycophenolate. 

Privi!£Y. Slalemenl I Legal Slatement ( Intended for U.S. Audiences Only Copyright@ [YYYYJ MyCOl)henolate REMS All nghts reserved 

Reference ID: 4732128



Patient Overview Page 

Accessed from Main menu links or Patients button on Home Page 

Reference ID: 4732128



8 rf.£!:!1JrN,~!I~~ fEMS 

Home Pagg I PresClibi!)9 Information I Re11ort a Pregnan~ I Tell a Colleague 

MISCARRIAGE ANO BIRTH DEFECTS 

Prescriber 
Overview 

Other Healthcare REMS Report a Additional FAQs 
. Professi?na!s_ Ove!"iew Mat~riiJls Pfegn~cy Res<?urces 

INFORMATION FOR PATIENTS 
I t ake mycophenolate, what do I need to know and do? click,,nftembelowto expanddetslts 

0 Understanding the increased risks of taking mycophenolate duri ng pregnancy 

If you are a girl or woman who can get pregnant, your doctor will tall< w ith you 
about the increased risks of mycophenolate during pregnancy. 

You need to learn about the following risks of mycophen olate i n pregnancy: 

• Higher risk of miscarriage during the first 3 months. 

• Higher risk that the baby may be bom w ith the birth defects: 

Defects of the ears 

Cleft lip or cleft palate 

Defects of the arms, legs, heart, esophagus, kidney, and nervous 
system 

Click here to see complete patient information in the Patient Information 
Brochure: What You Need To Know About Mycophenolate 

0 Do I need to use birth control? 

0 Do I need a pregnancy test? 

O What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

Your REMS Materials: 

Report a Pregnancy 

To report a pregnancy, click 
here. 

REMS Materials 
To view program materials 
online, click here. 

111~1,.•11 . .. : ......... 

In December 2006, the National 
Transplantation Pregnancy Registry 
(NTPR) published data from 
prospective cases where 24 female 
transplant patienls reported 33 
mycophenotate-exposed 
pregnancies•. Of these pregnancies, 
there were; 

• 15 spontaneous abortions 
{45%) 

• 18 live-born infants 

Four of the 1 B live-born intanls had 
structural malformations (22%) 

01 the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing datar : 

• 25 had spontaneous 
abortions 

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

White available data are limited, 
structural malformations occur in 
approximately 20% of live-born 
infants exposed in utero to 
mycophenolate. First trimester 
pregnancy toss rates have been 
reported to be approximately 45%·t 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 

.. __ .... ___ ---

- - -- ---·--··---.:..;c:;.7_, ___ --------...... __ _ -·-·---~-----· :.-:-.::-::~:.?-;;.?-,,E:~~-·---u .. __ _ ·--... ·-----·~-----·-.. -------------·--:-:..~=-~::--:-.:.._._ .. -
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• 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 Prini or Save 

•s ifontis 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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Home Pag§ I PrescribiOO Information I Re11ort a Pregnan~ I Telt a Colleague 

MISCARRIAGE AND BIRTH DEFECTS 

Prescriber 
Overview 

Other Healthcare· REMS Report a Additional FAQs 
P~ofessjonal;' Oyerv_ie~ . Mate_ri_als . Pregnancy Re~o!'rc~_s 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? Click an item beiowto expand details 

O Understanding the increased risks of taking mycophenolate during pregnancy 

0 Do I need to use birth control? 

You must always use acceptable birth control: 

• During your entire treatment with mycophenolate 

• For 6 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 forms of b irth control. 

What are my b irth contro l options? 

ACCEPTABLE BIRTH CONTROL OPTIONS 

Option 1 I us.a Method Alone I -r (r\ ~ J • Pick ooe ilem rrom <A) I 
... Most &ffQCb'Y9>. tess thM 1 J)(egn.aney 

pe, 100 women in ooo ye.ar lrllt,;utetWle , .... Vos.c:iotny 
0...(IUO) S1of'lulton 

Option 21 Use Hormone & Barrier I y ~ 0 0 • Pick one item from (8) ~ ono item 
from(C1)or(C2)sh0wn belo,Y P,ogt$11None ..... c.o ... 8,nl\Control V•OW,tl-

~+7 P'OQI\Dncies por 100 womon In ooo Od/lfl.lt(tioA .. (,,__) .... 
y,,ar ..... 

Option 3 1 Us,, Two Barriers 1 • Pick 011'>8 item frOJ'l'l (C1) • nd on,e, lrom 
,f 

I;' f'l'eMalt Cot\dotn ~ .... .,..,..., 
(C2) 

.-i,"' 

~•r~ 
°""""""' 

I 2 ~ ,_ ~ , ...... ..,,, ... Least effective: 13 ounore ~ ~c., 
pregnanoiesJ)el" 100womeo m one , ~·gm ( Con&rol 

" wllhSpomtide \!S~ ~ ........... 
y,,ar 

'·----... -9 ......... ___ ,........,.. 
~""--Wl'-o,t y f....,.,.l: "'SI"" 

You may need to use more than one method of birth control at the same t ime. 

• If you use an intrauterine device (IUD), had sterilizat ion 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 b irth control. 

Mycophenolate cou ld make hormone methods of birth control not work as well. 

• Studies show that mycophenolate lowers blood levels of certain hormones 
in the b irth control pill. 

• It is possib le that b irth control pills may not work as well when you take 
mycophenolate and you could become pregnant 

• It is possible that other hormone methods (like t he patch, t he ring, the shot, 
and the implant) may a lso not work well and you could become pregnant 

• It is important that a barrier method of birth control Js also used with any 
hormone method of b irth control. 

0 Do I need a pregnancy test? 

O What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

Your REMS Materi als: 

Report a Pregnancy 
To report a pregnancy, click 
here. 

REMS Materials 
To view program materials 
online, click here. 

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 pregnanctes. 
there were· 

• 15 spontaneous abortions 
{45%) 

• 18 live-born infants 

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

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing data 1: 

• 25 had sponlaneous 
abortions 

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

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

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 

·---.... ___ --·· 
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• 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. 
Transplantation. 2006:82:1698-1702. 
tPrescribing Information for mycophenolate. 
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Home Pagg I Prescribi!)9 Information I ReP.ort a Pregnan!;'{. I Tell a Colleague 

Prescriber 
Overview 

Other Healthcare REMS· Report a . Additional FAQs 
I Professionals Overview Materials Pregnancy Resources · 

INFORMATION FOR PATIENTS 
I take mycophenolate,_ what do I need to know and do? Click an item below to expand details 

O Understanding the increased risks of taking mycophenolate during pregnancy 

0 Do I need to use birth control? 

0 Do I need a pregnancy test? 

You should have one pregnancy test immediately before starting mycophenolate 
and another pregnancy test 8 to 10 days later to determrne if you are pregnant. 

• Pregnancy tests should be repeated during routine follow-up visits with your 
doctor. 

• Talk to your doctor about the results of all your pregnancy tests. 

0 What if I am thinking about getting pregnant? 

O What if I get pregnant? 

Your REMS Materials: 

Report a Pregnancy 

To report a pregnancy, click 
here. 

REMS Materials 
To view p rogram materials 
online, click here. 

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 or the 18 live-born mfemts had 
structural malformations (22%). 

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketmg data 1": 

• 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% ol live-born 
infants exposed in utero to 
mycophenolate. First tnmester 
pregnancy toss retes have been 
reported to be approximately 45%·t. 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 

·------ ---

---- -----~--=== _ ... __ _ __ ., _____ _ 
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• 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. 
Transplantation. 2006;82:1698-1702. 
tPrescribing Information for mycophenolate. 
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Home Pagg I Prescribing Information I ReQort a PregnaneY. I Tell a Colleag~ 

YCOPHENOLATE REMS 
MYCOPHENOLATE-RELATED RISK Of 
MISCARRIAGE AND BIRTH DEF£CTS 

Prescriber 
Overview 

Other Healthcare REMS Report a Additional FAQs 
Professionals Ov_eiyiew Materials Pregnan~y Reso~rces 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? CJ/ck an ftem below io expand details 

0 Understanding the increased risks of taking mycophenolate during pregnancy Report a Pregnancy 
To report a pregnancy, click 
here. 

0 Do I need to use birth control? 

0 Do I need a pregnancy test? 

0 What if I am th inking about getting pregnant? 

If you are thinking about having a baby, talk with your doctor right away. Your 
doctor will decide if other medicines to prevent rejection may be right for you. 

REMS Materials 
To view program materials 
online, cl ick here. 

0 What if I get pregnant? 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

·------- ---
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In Oeoember 2006, the National 
Transplantation Pregnancy Registry 
(NTPR) published data from 
prospective cases where 24 female 
transplant patients reported 33 
mycophenotate-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 (22%). 

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketmg data 1: 

• 25 had spontaneous 
abortions 

• 14 had a malformed retus or 
infant, of which six had ear 
a.bnormartties 

While available data are limited, 
structural malformations occur in 
approximately 20% of tive-bom 
inrants exposed m utero to 
mycophenotate. First tnmester 
pregnancy toss rates have been 
reported to be approximately 45%'t. 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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. 
Transplantation. 2006;82: 1698--1702. 
tPrescribing Information for mycophenolate. 
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Home Pagg I PresClibing Information I RJlP.Ort a Pregnan~ I Tell a Colleague 

MISCARRIAGE AND BIRTH DEFECTS 

· Prescriber -
Overview 

Other Healthcare REMS . Report a Additional . FAQs 
Professionals Overview Materials Pregnancy Resources 

INFORMATION FOR PATIENTS 
I take mycophenolate, what do I need to know and do? CJick snftem beloW to expanddeta1/s 

O Understanding the increased risks of taking mycophenolate during pregnancy 

O Do I need to use birth control? 

0 Do I need a pregnancy test? 

O What if I am thinking about getting pregnant? 

0 What if I get pregnant? 

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. 

You should report your pregnancy to the Mycophenolate Pregnancy Registry. 

There are 2 ways to report a pregnancy: 

• By phone: 1-800-617-8191 

• Online by clicking this link ReP-Ort a Pregnancv. 

Your REMS Materials: 

Report a Pregnancy 
To report a pregnancy, click 
here. 

REMS Materials 
To view program materials 
online, click here. 

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

• 15 spontaneous abortions 
(45%) 

• 18 live-born infants 

Four of the 18 live-born infants hed 
structural malfoonations (22%}. 

Orthe 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmarketing data 1: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant, of which six had ear 
abnonnalities 

White available data are limited, 
structural malformations occur in 
approximately 20% or live-born 
infants exposed in utero to 
mycophenolate. First tnmester 
pregnancy toss rates have been 
reported to be approximately 45%'t. 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

PATIENT INFORMATION 
BROCHURE 

., __ .... ____ ---

---- ---·--··---::...=...?-,- - ,. ___ _ _ 
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• 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 o r Save 

'Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus. 
Trapsp/anlation. 2006;82:1698-1702. 
tPrescribing Information for mycophenolate. 
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Prescriber Patient 
Overview Overview 

REMS Report a Additional FAQs 
. Mate_ri_als . Pregnancy Re~o!'rc~.s 
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INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS 
What do I need to know about the Mycophenolate REMS? Click step to expsnddetJJffs 

0 Step...1 • Understand the Increased Risks of Mycophenolate Use During Pregnancy 

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

• First-trimester pregnancy loss 

• Congenital malformations, especially 

external ear 

cleft lip and palate abnormalities 

• Anomalies of 

the distal limbs 

heart 
esophagus 

kidney 

and nervous system 

O Step..,Z • Counsel Females of Reproductive Potential 

O Step~· 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 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 
postmar1<etmg data t: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant, of which six had ear 
abnonmalities 

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

The Mycophenolate REMS provides the resources and educational mat,erials you need to understand the program and counsel patients. 

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

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

L ---==--~ --·• 

HEALTHCARE PROVIDER 
BROCHURE _,.. ________ _ .... ___ _ 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 
• For prescribers 

View to Print or Save 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

The Mycophenolate AJ)plicants attest that this pa9e 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 wilh exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82: 1698-1702. 
tPrescribing Information for mycophenolate. 
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• YCOPHENOLATE REMS 
Home Pagg I PrescribilliJ Information I R!lflort a PregnancY. I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
ANO CONGENITAL MALFORMATIONS 

• Prescriber Patient , 
Overview· Overview 

REMS Report a Additional FAQs 
M!'t__eri~ls Pregn'/ncy · Re~<>(!rces · - -~-

INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS 
What do I need to know about the Mycophenolate REMS? Oickstepto expanctdeialls. 

O Step...1 • Understand the Increased Risl<s of Mycophenolate Use During Pregnancy 

0 Step_l • 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 tal<ing mycophenolate. 

Discuss the following with females of reproductive potential: 

• The increased risl<s of miscarriage and birth defects while tal<ing 
mycophenolate. 

• Pregnancy tests should be conducted before and during mycophenolate 
treatment 

• Birth control needs to be used while tal<ing mycop111eno1ate, and for 6 weel<s 
after stopping treatment, to avoid pregnancy. 

• Pregnancy planning needs to be discussed w ith a healthcare provider if a 
patient w ishes to become pregnant during mycophenolate treatment 

The following table lists the forms of contraception that are acceptable for use 
during treatment w ith mycophenolate. 

ACCEPTABLE BIRTH CONTROL OPTIONS 

Gulde your palicnts to Choo~ from the IOMOwiog bktn coouo1 option$ foc use during 111ea1ment with myc:ophenolau~: 

o puon 1 I Use Mt thod Alone 
8 Pick one Item r,om (A) 

.. Most ¢ffeetlve:: Less than , p,cgnapcy 
per 100 women tn one year 

Option 21 Use Hormone & 8arr1er 
• Pick one Item ttom (8) !D.2 one: Item 

rrom (Cl)O< (C2)W>Wnbelow 
.. 4.7 Pt~anctes per 100 women In one 

Y""' 
Option 31 Use Two Barriers 
a PSd<" one Item uom (C1) and one r,om 

(C2) 
i. LeasJ ettecttve: 13 °' more 

pregnancies p,tr 100 women In one 
year 

I 
I 

-i- h~\ 
'""' -.....,(IUOJ -

~ ~ ~ .. __.. -Comd 

"""""'"" "" 

-~-.. -· ----· .. ··~---_..., __ __ ,..........., .-..-.--....... ,,, ..... .,..,..._ ....... _ . .._ ...... 
, .............. --.---...-. ........... v,,,,..,,,:J ... _...__u-.. --lhit ttfttllJ.'N 

\ J 
v--

0 0 I ' 

8'1,c«o,Oi 
c~cne) 

"""' 
v...,.. 
""' 

., __ 
"""-

• Females of reproductive potential includes girls who h•ave 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 cou ld theoretically reduce its effectiveness. Therefore, an 
additional barr ier method of contraception must be used with all hormonal 
methods. 

EMERGENCY CONTRACEPTION 

• Patients should also be counseled on the ava ilability of emergency 
contraception in the event they have intercourse w i,thout acceptable 
contraception or their contraceptive method fails. 

0 Step~ · 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 abortions 
(45%) 

• 18 love-born infants 

Four or the 18 rove-born infants had 
structural malformations (22%). 

Of the 77 remales exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
poslmarl<etmg data T: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
inlant, of which six hed ear 
abnormalities 

While available data are limited, 
structural malformations occur in 
approximately 20% of live-born 
infants exposed in utero to 
mycophenotate. First trimester 
pregnancy loss rates have been 
reported lo be approximately 45%'t. 

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 below. 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

___ ,, .. ___ - -

HEALTHCARE PROVIDER 
BROCHURE ---·------·-------

.a= - --·-=---l~~~~-:--
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 Prini or Save 

Healthcare Provider Brochure 
• For prescribers 

View to Print or Save 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

The Mycophenolaie A!)plicants attest that this pa51e will only include Medication Guides from the list of approved application numbers 
and applicants on the FDA approved REMS website. 

•s ifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82: 1698-1702. 
t Prescribing Information for mycophenolate . 
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RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

- ' -
Prescriber Patient 
Overview Overview' 

REMS Report a Additional FAQs 
Materials . Pregn~ncy Resources • . - ' 

INFORMATION FOR OTHER HEALTHCARE PROFESSIONALS 
What do I need to know about the Mycophenolate REMS? Cf/cksteptoexpanddeta~s 

O Step...1 • Understand the Increased Risks of Mycophenolate Use During Pregnancy 

0 Step__l • Counsel Females of Reproductive Potential 

0 Step__l • Report Pregnancies 

All pregnancies need to be reported 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 on line to the 
Mycophenolate Pregnancy Registry. Someone from the Mycophenolate 
Pregnancy Registry will then contact you to confirm necessary healthcare 
information. 

ReP.ort a Pregnancy: 

. . 

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

• 15 spontaneous abortions 
{45%) 

• 18 live-born infants 

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

Of the 77 females exposed to 
systemic mycophenolate during 
pregnancy that were reported in 
postmar1<eting data t: 

• 25 had spontaneous 
abortions 

• 14 had a malformed fetus or 
infant, of which six had ear 
abnormarJties 

While available data are limited, 
structural malformations occur in 
approximately 20% of live--bom 
infants exposed in utero to 
mycophenotate. First tnmester 
pregnancy loss rates have been 
reported to be approximately 45%'f 

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 below. 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

__ .. ___ -

HEALTHCARE PROVIDER 
BROCHURE ,.._* ______ _ -----
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 
• For prescribers 

View to Print or Save 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

~ ·h·i·lfri·:i--i-M:M,ii!fl:ii~3·1:,i®tt~ 
The Mycophenolate Applicants attest that this pa9e 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. 
t Prescribing Information for mycophenolate. 
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• Prescribers 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

~------- ---

HEALTHCARE PROVlDER 
BROCHURE ---·-----·-~-... ___ _ 

______ .. __ _ 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 I Order 

Healthcare Provider Brochure 

• For prescribers 

• 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 I Order 

Dear Healthcare Provider (DHCP) Letter 

• For prescribers 

• Contains important infonnation about the Mycophenolate REMS 

View to Print or Save 

Dear Healthcare Provider (DHCP) Letter for Centers 

• For healthcare centers 

• Contains important infonnation 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 I 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 I Order 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

i--·i,Hfrl,,i·-,-M:M,iiffi::i'~B·lni®A1

~ 

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

• Patients 

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

------- ---

-··---::.=...Y-·--- -··----·- .. _ .. ___ ____ 
::::~.£'::~:?-.:-:7:=--:--==-··--.. -· .. ---··-----·-----------------
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• Other Heatthcare Professionals 

Your REMS Materials: 

r 0,., ..... , """· 

I PATIENT INFORMATION 
BROCHURE 

L ==- ---

HEALTHCARE PROVIDER 
BROCHURE ___ ,, ________ , ----

; :::r::.T-::c::::"::?_._ 
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Generic Medication Guides 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 

• For prescribers 

• 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 

CellCept Medication Guide 
View to Print or Save 

Myfortic Medication Guide 
View to Print or Save 

i--.u+11i.1,,,.-,-m,rn,i!Mi,,i~B·1n1@·· 
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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Prescriber Patient Other Healthcare REMS 
Overview Overview Professionals Overview Materials 

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 
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 should report a pregnancy to the Mycophenolate Pregnancy Registry? 

• Healthcare Professionals • Report pregnancies to the Mycophenolate Pregnancy Registry 
using one of the 2 ways below. 

• 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 I 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 
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 6 weeks after stopping treatment. 

For more information about the Mycophenolate Pregnancy Registry, click one 
of the links below: 
Patient FAQs 
Prescriber FAQs 

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

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

Additional FAQs 
Resources 

Privacv. Statement I y;gal Statement I Intended fa< U.S. Audiences Only Copyright©[YYYY] Mycophenolate REMS.All r ights reserved. 
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For more information, call the Mycophenolate REMS Pregnancy Registry 
at 1-800-617-8191 
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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 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 1-800-617-8 191 . 

Patient 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* : 

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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Report a Pregnancy Page 

HCP Not logged In 
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login Credentials 

You are not currently logged on If you log on profile information is passed on to 
the pregnanc, regislf', Continue without logg!nglo... 

Prescriber Login 

Email 

Password 
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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 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. 

Healthcare Provider Contact lnfonnation 

First Name• : 

Address 1• : 

City• : 

z1p• : 

Primary Phone Number" : 

Fax Number: 

Last Name• : 

Address 2: 

State• : • 
Email Address: 

Seconday Phone Number: 

Preferred Contact Method• : • 
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ADDITIONAL RESOURCES 
FOR MORE INFORMATION ABOUT BIRTH DEFECTS 

• Centers for Disease Control and Prevention:• 
www.cdc.gov 

FOR MORE INFORMATION ABOUT BIRTH CONTROL 

• Planned Parenthood:· 
www.P-lanned11arenthood.org 

• Food and Drug Administration: 
www.fda.gov/consumers/free-11ublications-womenibirth-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. 
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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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'f Prescri.ber,, P~tie~t\ ·other H~lthcare , ., RE.MS . ·Report 8 \, 'Adiitional: 
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FREQUENTLY ASKED QUESTIONS 

• Patients 

- What is the MY.cophenolate 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 I have to register in the MY.COP-henolate REMS as a P-atient? 
Patients do not register in the Mycophenolate REMS. 

If you become pregnant during treatment with mycophenolate or within 6 weeks after stopping treatment with mycophenolate. 
you should inform your doctor and participate in the Mycophenolate Pregnancy Registry. Participation is voluntary; however, 
the infonmation you provide is important to the success of the program. 

The Mycophenolate Pregnancy Registry collects infonmation 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. 

- Do I have to go to a certain (lharma~JQ..get my_P-rescriP-tion filled in the MY.CO(lhenolate REMS? 
You can fill your prescription in any phanmacy. 

- What fonms of birth control should I use while takingJ]]',!£llP-henolate? 
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 6 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 I find more information about birth control OP-lions? 
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 I find more information about drugs and birth defects? 
It is best if you talk with your doctor about your medicines and birth defects. 

- What !Y.Re of data is collected bY. the MY.COf2henolate PregnancY. Regist[Y. 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 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 governmenl 

Summary information (without patient identi fiers) may also be shared among makers of mycophenolate medicine who support 
the Mycophenolate REMS. They may choose to publish it in scientific journals. 

- Where can I find more information about emergengy contrace Rlion? 
You can also contact Planned Parenthood at 1-800-230-PLAN (1-800-230-7526), online at www.12lanned11arenthood.org or text 
"PPNOW' to 774636 (PPINFO) to get answers (standard message and data rates may apply). 

- How do I get more information about the MY.COP-henolate REMS? 
You can talk with your doctor for more information. 

- What if I become ?-regnant while on a mY.COP-henolate containing medicine or after I sto(l takingJ!...!!lY.COP-henolate 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 MY.cophenolate PregnancY. Regist!Y1 
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. 

- Why should I take P.art in the Myco12henolate PregnancY. Registry1 
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. Fem ales 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 11art in the MY.COP-henolate Pregnancy Regist!Y1 
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® (mycophenolic acid) 

Generic mycophenolate mofetil 

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 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. 

- What will I need to do if I P.artici(late in the MY.COP-henolate PregnancY. Regist!Y1 
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 

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 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 m)'...!ights as a 11artici12ant in the MY.CO(lhenolate Pregnangy Registry1 

• You can quit at any time. 

• Your privacy is protected. 

- Whom can I contact for more information? 

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

- Are there other side effects that I 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 (Pl). 

- How should I store a mY.COP-henolate containing medicine? 

• Store your medication at room temperature (59°F to 86°F). 

Make sure the container is tightly closed. 

• Keep mycophenolate and all medicines out of the reach of children. 

- In addition to wegnan~ . what should I avoid while takingJllY.COP-henolate? 
For information on what to avoid when taking mycophenolal e, talk with your doctor, ask your pharmacist, read the 
mycophenolate Medication Guide or the Prescribing Information (Pl). 

- How do I 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.MycoP-henolateREMS.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 I receive from mY. doctor? 

Patient Information Brochure: IN/Jal You Need To Know About Mycophenolate 
This Brochure tells you what you need to know about !he Mycophenolate REMS. lt explains how the program worl<s and 
what your role is. 

Mycophenolate Pregnancy Registry Frequently Asked Questions for Patients 
Provides answers to frequently asked questions about the Registry. 

•• 
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• Prescribers 

Who is the MycoJlhenolate REMS for? 
Mycophenolate REMS is designed to help inform prescriber.s, nurses, pharmacists, and females of reproductive potential of the 
risks associated with exposure to mycophenolate during pregnancy. 

Who can 11articiP-ate in the MycoJlhenolate Pregnan~ Registry1 
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 6 weeks following discontinuation of treatment 

Patients who meet either of these criteria, regardless of indication. can participate. Patients whose pregnancy does not meet 
these criteria may not participate in the Mycophenolate Pregnancy Registry. 

Why is the MycoP-h enolate Pregnancy Regist[Y. im11ortant? 
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 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 Mycophenolate Pregnancy Registry. All reports of 
potential maternal 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 Regisyy1 
Instruct patients to tell you if they get pregnant during treatment with mycophenolate or within 6 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 
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 maternal 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. 

After I re11ort my_11atienf s P-regnancy, what will her 11articiP-ation involve? 
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 participation. 

After I 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 MycoP-henolate Pregnancy Reg·ist[Y. be ana!Y.zed and reP-orted? 
The Mycophenolate Pregnancy Registry program administrator will report personally identifiable pregnancy data to the 
appropriate drug manufacturer for purposes of reporting to regulatory 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. 

Do I still reP-Ort P-regnancies to the National Trans11lantation Pregnan!;Y. Registry_(NTPR)1 
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 I obtain more information? 

• Visit www.MY.COflhenolateREMS.com 

• Call 1-800-617 -8191 

What information is collected when a P-regnan!;Y. is registered? 
The Mycophenolate 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 are asked 
at baseline, first, 2nd, and 3rd trimesters, at time of expected delivery and at infant ages 2,6, and 12 months. Data elements 
include but are not lim~ed to: 

• Demographics 

• Mycophenolate exposure including dose and timing of exposure 

, Maternal and fetal outcomes 

• Root cause analysis (understand the circumstances th.at 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 Reference ID: 4732128



• Pharmacists 

Do P-harmacies have to register w~h the llIQgram? 
No. 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. 

Does a P-harma!;Y. have to do anY.thing..§P-ecial before filling_u ,rescriP-tion? 
The only requirement for pharmacies in the Mycophenolate REMS is to provide the patient with a medication guide when 
dispensing mycophenolate. 

How can I order more medication guides? 

Additional medication guides can be ordered over the phone (1-800-617 -8191 ). 

- Will MY.COP-henolate REMS P-atients have a SP-ecial card or ID Number? 
No. Patients in the Mycophenolate REMS do not have cards or ID numbers. 

Can I acceP-t mY.cophenolate P-rescriP-tions by .. P-hone, fax or email? 
Yes. The Mycophenolate REMS does not affect a pharmac{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 wegnan!;Y. is registered? 
The Mycophenolate 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 are asked 
at baseline, first, 2nd, and 3'd 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 

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

• Email 

Add MY.COP-henolate 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 mi.ss 
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 Lisi" to add Mycophenolate REMS to your safe sender list. 

Or Follow These Steps 

1. Open the email from Mycophenolate REMS. 

2. Right-dick Mycophenolate REMS email address. 

3. Click 'Add to Contacts" in the short-cut menu. 

4. Click "Save and Close." 

Outlook ExP-ress (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." 

1. Open the email from Mycophenolate REMS. 

2. Click the ·Add Address' icon. 

3. Verify Mycophenolate 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.' 

Entourag§ 

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." 

1. Open the email from Mycophenolate REMS. 

2. Click 'More Options' in the email header. 

3. Click "Add Sender to Contacts List.' 

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 Mycophenolate REMS name. 

3. Verify Mycophenolate REMS contact details. 

4. Click 'Add to Address Book." 

MacMail 

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. 

Priva£Y. Slalemenl I Legal Slalemenl I lnlended for U.S. Audiences Only Copynght © [YYYYJ Mycopllenolate REMS. AD nghls reserved. 
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Tell a Colleague Page 

Accessed from Tell a Colleague link in the header 
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• YCOPHENOLATE REMS 
Home Pag~ I Prescribing Information I ReQort a PregnancY. J Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

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

TELL A COLLEAGUE 

~Denotes a required field 

From (Your Name)• : 

Your Email• : 

Your Colleague's Email• : 

Email message will be as follows· 
HiJ 
I thought you'd be i nterested i n learning about the Mycophe nol ate 
REMS on the MycophenolateREMS.com website. Please copy and paste 
t he l in k i nto your broNser to view the we bsite. 
https ://www.MycophenolateREMS.com 

This lnfonnation is used onty for the purpose of sending this email. See full PrivagY, Statement 

Priva,t Slatemeot I bll9al Statement I Intended tor U.S. Audiences Only Col)yright © [YYYYJ Mycophenolale REMS. AR rights rese<ved Reference ID: 4732128



Prescriber Documentation of Training 

Accessed from Prescriber Training button on Prescriber Overview Page 
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• YCOPHENOLATERE"N1S 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I PresClibi!JQ Information I Re11ort a Pregnani;v. I Tell a Colleague 

Prescriber Login. 

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

PRESCRIBER TRAINING 

View the Healthcare Provider Brochure 

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 : 

I Continue > > I Cancel 

Priva£>: Statement I J...egal Statemenl ( Intended for U.S. Audiences Only 

. YCOPHENOLATE REMS 

Copyright© (YYYY] Mycophenolale REMS. All righls reserved. 
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• YCOPHENOLATE REMS 
Home Pagg I PresClibing Information I ReQort a Pregnan!;)'. I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
ANO CONGENITAL MALFORMATIONS 

Prescriber Logi!l 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs 
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 tl1e increased risks of first trimester pregnancy loss and cong·enital 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 a prescriber of mycophenolate to female patients of reproductive potential," I understand that I complete this Training Confirmation Form to 
document my training in the Mycophenolate REMS. 

·A female of reproductive potential includes girls who have entered pub erty and all females who have a uterus 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 Mycophenola/e booklet to females of reproductive potential. 

5. Provide contraceptive 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 ireproductive potential who are pregnant or considering pregnancy. 

8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the Healfhcare 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 the Mycophenolate REMS. 

CJ I acknowledge that by completing this Prescriber Training Confirmation Form I attest to follow the Mycophenolate REMS requirements 
outlined above. 

I << Back I l~c-o-nt-in-ue- ,- ,~11 Cancel I 
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• YCOPHENOLATERBl\11S 

Home Pagg I PresCfibing Information I Re11ort a Pregnan~ I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Logi!!_ 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs 
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 verification will be performed on the entered address) 

*Denotes a required freld 
Institution : 

First Name• : 

last Name• : 

Address1" : 

Address2 : 

City" : 

State· : 

ZIP" : 

Phone• : ( 

FAX : ( 
NPI Number• : 

Degree•: 

Specialty" : 

Complete Your Registration 

Set your password. 

• 

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

Password : 

Confirm Password : 

<< Back 11 Continue>> 11 Cancel 

Priva~ Slatement I 1._egal Slatemeot ( Intended for U.S. Audiences Only 
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• 
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• YCOPHENOLATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I Prescribing Information I ReQort a PregnancY. I Tell a Colleag~ 

Welcome John Smith 
Edit My Profile I Logout 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs 
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 enrolhnent. 
IMPORTANT : Add noreply@MycophenolateREMS.com to your S,afe Senders list to ensure that you receive this confirmation. (See 
Instructions on adding Mi'.£QQhenolate REMS to your Safe Senders) 

Finish I Order Program Mate:fials 

Priva!,Y. Statement I J&gal Statement I Intended for U.S. Audiences Only C-Opyright © (YYYY] Mycophenolate RE!vlS. AD rights rese<Ved. Reference ID: 4732128



Prescriber Login 

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

Email : 

Password: 

Reference ID: 4732128



Forgot Password 

Accessed from Prescriber Login Screen as a link 
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login Credentials 

Forgot Password 

Email : 

Rebieve Password 
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Prescriber Order Materials 

Accessed by clicking To order on line button under Program Materials section on 
Prescriber Overview page or by clicking on Order link next to each Program 

material 
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login Credentials 

You must login or create an account to order program mater;als Please login or 
d c~ to create an account below 

Prescriber Login 

Email: 

Password: 

Create an Account 
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• YCOPHENOLATERBl\11S 

Home Pagg I PresCfibing Information I Re11ort a Pregnan~ I Tell a Colleague 

RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Prescriber Logi!!_ 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs 
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 verification will be performed on the entered address) 

*Denotes a required freld 
Institution : 

First Name• : 

last Name• : 

Address1" : 

Address2 : 

City" : 

State· : 

ZIP" : 

Phone• : ( 

FAX : ( 
NPI Number• : 

Degree•: 

Specialty" : 

Complete Your Registration 

Set your password. 

• 

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

Password : 

Confirm Password : 

<< Back 11 Continue>> 11 Cancel 

Priva~ Slatement I 1._egal Slatemeot ( Intended for U.S. Audiences Only 
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• YCOPHENOLATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pag~ I Prescribing Information I ReP.orl a Pregnancv. J Tell a Colleagl!!l 

Welcome John Smith 
Prescriber Training I Edit My Profile I Logout 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs 
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 enrollment. 
IMPORTANT: Add noreply@MycophenolateREMS.com to your Safe Senders list to ensure that you receive this confirmation. (See 
Instructions on adding M1!£QP-henolate REMS to v.our Safe Senders) 

Finish Order Program Materials 

PrivatY. Statement I ~gal Statement I Intended for U.S. Audiences Oflly Copyright©[YYYYJ Mycophenolale REMS.AO rights resef\led. 
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Home Pagg I Prescribi!)g Information I R51ort a Pregnan!;)'. I Tell a Colleag!!ll 

YCOPHENOLATE REMS Welcome John Smith 
Edit My Profile I logout RISKS OF FIRST TRIMESTER PREGNANCY LOSS 

ANO CONGENITAL MALFORMATIONS 

Prescriber Patient Other Healthcare REMS Reporfa Additional. FAQs 
Overview O~erview _Pr<!fossionals, Overview .. Materials Prngnancy Resou~-::e~ . 

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

Your REMS Materials: 

PATIENT INFORMATION 
BROCHURE 

·:?£~- _ _ ,.._ 

---··--- ---l 

HEALTHCARE PROVIDER 
BROCHURE ___ .. ______ -..--. -----

e,-··=r J ! ==~ ·..::-=-
----·-·= --

- ------·-----~ ....:C:..7-·--=-.. -------·--·-----·--------· ~.:-=::.~:?::..~~~=---.. _ ... _____ _ 
··-.. ---·--·-----------·--·---===-=-- --:--=-:.::=::.· 

---- - --·-· 

=-
= 

I Continue > > I I Cancel I 

Patient Information Brochure: What You Need To Know About 
Mycophenolate 

• 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 

Healthcare Provider Brochure 

• For prescribers 

• 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 

Qty: ~ 

Qty: ~ 

Mycophenolate Pregnancy Registry Frequently Asked Questions Qty: ~ 
for Patients 

• For prescribers to give to female patients of reproductive potential 

Prescriber Training Confirmation Fonn 

• 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. 

Qty: ~ 
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• YCOPHENOlATEREl\11S 
RISKS Of FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pag~ I Prescribing Information I ReQort a PregnancY. I Tell a Colleag~ 

Welcome John Smith 
Edit My Profile I Logout 

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

ORDER MATERIALS 
Step 2 of 4: Select Shipping Address 

Please select a shipping address. 

- Attn: ~!Jo_h_n ______ ~l lsmith 
100 Main St ~------~ 
Philadelphia, PA 99999 

) Attn !John ! !Smith 
123 M~a-in~ S-t -----~ ~-------~ 
Blue Bell, PA 32823 
Enter Different Shipping Address 

<< Back 11 Continue >> 11 Cance1 
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• YCOPHENOlATE REMS 
RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
ANO CONGENITAL MALFORMATIONS 

Home Pag~ I Prescribing Information I ReP.orl a Pregnancv. I Tell a Colleagl!!l 

Welcome John Smith 
Edit My Profile I logout 

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

ORDER MATERIALS 
Step 3 of 4: Confirm Order Information 

(NOTE: Please review the address carefully as the address validation process may have changed or standardized the address you entered) 

Review and confirm your order information : 

Qty 

Ordered Items 

Item 
Patient Information Brochure: What You Need To 
Know About MycoP-henolate 

I << Back 11 Submit Order 11 Cancel I 

Priva!,Y. S1aterneot I Legal Statement I Intended for U.S. Aumences Only 

Shipping Information 

Shipping Address : 
Attn: John Smith 
100 Main St 
Philadelphia, PA 99999 

Contact Information : 
Phone : (555) 453-5345 
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Home Pagg I Prescribing Information I ReP.ort a PregnaneY. I Tell a Colleague 

Welcome John Smith 
Edit My: Profile I logout 

Prescriber Patient Other Healthcare REMS Report a Additional FAQs 
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 addingMY.coghenolate REMS to y:oLir Safe Senders 

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

I f inish I 
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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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RISKS OF FIRST TRIMESTER PREGNANCY LOSS 
AND CONGENITAL MALFORMATIONS 

Home Pagg I PresCfibing Information I Re11ort a Pregnan~ I Tell a Colleague 

Welcome John Smith 
Edit My Profile I logout 

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

VIEW AND EDIT MY PROFILE 

"'- Professional Information 

NPI Number : 1003000100 
Degree: MO 

Specialty : Cardiology 

"' Staff Member Information 

Edit 
Edit 
Edit 

Hide Details ... 

Hide Details ... 

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

.,. Other Information 

Email : lonnie.Oee@abc.com 
Password : .... ***"****** 

"" Addresses 

Primary Address 

Institution : 
Attn First Name : John 
Attn last Name : Smith 

Address1 : 100 Main St 
Address2 : 

City : Philadelphia 
State : PA 

ZIP : 99999 
Phone : (555) 453-5345 

FAX : 

Privacy Stalement I Legal Statement ! Intended for U.S. Audiences Only 

' 

Secondary Address 

Institution : 
Attn First Name : John 
Attn last Name : Smith 

Address1 : 123 Main St 
Address2 : 

City : Blue Bell 
State : PA 

ZIP : 32823 
Phone : ( 423) 4 73-9883 

FAX : 

Hide Details ... 

Hide Details ... 
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