
Risk Evaluation and Mitigation Strategy (REMS) Document 

Mycophenolate Shared System REMS 

I. Administrative Information

Risk: embryo-fetal toxicity 
Initial Shared System REMS Approval: [09/2012] 
Most Recent REMS Updated: [08/2024] 

II. REMS Goal

The goal of the Mycophenolate REMS is to mitigate the risk of embryo-fetal toxicity associated with use 
of mycophenolate during pregnancy. 

Objectives: 

1. Educating healthcare providers on the increased risks of first trimester pregnancy loss and
congenital malformations associated with exposure to mycophenolate during pregnancy

2. Educating healthcare providers on the need to counsel females of reproductive potential on the
importance of pregnancy prevention and planning when taking mycophenolate

3. Educating healthcare providers on the need to report pregnancies to the Mycophenolate
Pregnancy Registry

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

5. Informing females of reproductive potential who are prescribed mycophenolate about the
importance of pregnancy prevention and planning when taking mycophenolate

III. REMS Requirements

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

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

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

For training provided by Continuing Education (CE) Providers, training is compliant with the REMS if it: 
1. is offered by an accredited CE Provider and supported by independent commercially-supported

educational grants from the Mycophenolate Applicants;
2. includes, at a minimum, a knowledge assessment of all sections of the FDA Blueprint; and
3. is subject to independent audit to confirm that conditions of the REMS training have been met.

To inform healthcare providers about the REMS and the risks and safe use of mycophenolate, 
Mycophenolate Applicants must disseminate REMS communication materials according to the 
table below: 
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Target Audience Communication Materials & Dissemination Plans 
Healthcare providers 
who prescribed 
mycophenolate at 
least once in the 12 
months prior to the 
date of the REMS 
modification approval 

REMS Letter: Dear Healthcare Provider Letter 1 
1. Email within 60 calendar days of the approval of the REMS modification

(01/15/2021). If a healthcare provider’s email address is not available,
send by mail.

a. For first emails marked unopened: Send a second email within
seven (7) calendar days of the date the first email was sent.

b. For second emails marked unopen: Send by mail within 30
calendar days of the date that the second email was sent.

c. For emails that are undeliverable: Send by mail within 30
calendar days of the date that the first set of emails were sent.

REMS Letter: Dear Healthcare Provider Letter 2 
2. Email when accredited continuing education is available and no later

than 12 months following REMS modification approval. If a healthcare
provider’s email address is not available, send by mail.

a. For first emails marked unopened: Send a second email within
seven (7) calendar days of the date the first email was sent.

b. For second emails marked unopen: Send by mail within 30
calendar days of the date that the second email was sent.

c. For emails that are undeliverable: Send by mail within 30
calendar days of the date that the first set of emails were sent.

All transplant centers REMS Letter: Dear Healthcare Provider Letter for Centers 1 
1. Mail within 60 calendar days of the approval of the REMS modification

(01/15/2021).
REMS Letter: Dear Healthcare Provider Letter for Centers 2 

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

All newly identified 
healthcare providers 
who prescribed 
mycophenolate at 
least once in the prior 
12 months 

REMS Letter: Dear Healthcare Provider Letter 1 
1. Email within 60 calendar days of the date the healthcare provider is 

newly identified from the approval of the REMS modification until 
accredited continuing education is available.

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

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

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

REMS Letter: Dear Healthcare Provider Letter 2 
2. After accredited continuing education is available: email within 60

calendar days of the date the healthcare provider is newly identified.
a. Send a second email within seven (7) calendar days of the date

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

email was sent if the second email is marked as unopened.
c. Send by mail within 30 calendar days of the date that the first

set of emails were sent if a healthcare provider’s email address is
not available or the email is undeliverable.

Healthcare providers 
who are likely to 
prescribe 
mycophenolate 

Website Banner 
1. Publish quarterly for 30 calendar days for the first 12 months after

approval of the REMS modification, then every 6 months for 2 years
through the following professional societies and their associated
journals:

a. American College of Rheumatology
b. American Society of Transplantation
c. American College of Physicians
d. American Academy of Neurology
e. American College of Obstetricians and Gynecologists
f. American Society of Nephrology
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To support REMS operations, Mycophenolate Applicants must: 

1. Establish and maintain a REMS website, www.mycophenolaterems.com. The REMS website must 
include a current list of training funded by the Mycophenolate Applicants the capability for 
healthcare providers to confirm that they have completed training, order patient education 
materials, and to print the Prescribing Information, Medication Guide, and REMS materials. All 
product websites for consumers and healthcare providers must include prominent REMS-specific 
links to the REMS website. The REMS website must not link back to the promotional product 
websites. 

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

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

4. Direct CE Providers to the FDA Blueprint on 
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mycophenolate_2024_04_08_Mycophenola
te_REMS_Education_Blueprint_for_Healthcare_Providers_Who_Prescribe_FDA%20Blueprint.pdf  

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

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

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

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

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

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

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

12. Use independent auditors (accreditation bodies of CE Providers are considered independent and 
eligible to conduct the audits) to audit the educational materials used by the accredited CE 
Providers of REMS-compliant training funded by the Mycophenolate Applicants to evaluate: 

a. whether the content of the training addresses all the elements of the FDA Blueprint, 

b. whether the knowledge assessment measures knowledge of all sections of the FDA 
Blueprint, 

c. whether the training was conducted in accordance with the standards for commercially-
supported CE of the Accreditation Council for Continuing Medical Education or of another CE 
accrediting body appropriate to prescribers. 

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

14. Ensure that once a report suggestive of pregnancy is received, a Mycophenolate Applicant follows 
up with the healthcare provider to obtain all required data for the registry. 
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IV. REMS Assessment Timetable 
Mycophenolate NDA Applicants must submit REMS Assessment s 18 months from the date of the REMS 
modification approval and every 18 months thereafter. To facilitate inclusion of as much information as 
possible while allowing reasonable time to prepare the submission, the reporting interval covered by each 
assessment should conclude no earlier than 60 calendar days before the submission date for that 
assessment. The Mycophenolate NDA Applicants must submit each assessment so that it will be received 
by the FDA on or before the due date. 
 
V. REMS Materials 
The following materials are part of the Mycophenolate REMS: 
 
Training and Educational Materials 
Healthcare Provider: 

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

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

 
Communication Materials 

5. Dear Healthcare Provider Letter 1 
6. Dear Healthcare Provider Letter 2 
7. Dear Healthcare Provider Letter for Centers 1 
8. Dear Healthcare Provider Letter for Centers 2 
9. Website Banner 

 
Other Materials 

10. Program website (www.mycophenolaterems.com) 
11. Mycophenolate REMS Education Blueprint for Healthcare Providers Who Prescribe (FDA Blueprint) 
12. Prescriber Training Confirmation Form 
13. Center Training Confirmation Form 
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CENTER TRAINING CONFIRMATION FORM 
 

The FDA determined that a REMS (Risk Evaluation and  Mitigation Strategy) is necessary to ensure that the 
benefits o f  mycophenolate outweigh the increased risks of first trimester pregnancy loss and congenital 
malformations associated with mycophenolate use during pregnancy. 
Mycophenolate is available by prescription as: 
■ CellCept® (mycophenolate mofetil) 
■ Myfortic® (mycophenolic acid) 
■ MYHIBBIN™ (mycophenolate mofetil oral suspension) 
■ Generic mycophenolate mofetil 
■ Generic mycophenolic acid 

On behalf of prescribers of mycophenolate to females of reproductive potential*,  (Center Name)       will complete 
and return this training confirmation form to document training in t h e  Mycophenolate REMS.  This training could 
include reading the Prescribing Information and the Healthcare Provider Brochure or attending an accredited continuing 
education (CME/CE) training program.  As part of the REMS, the manufacturers of mycophenolate products have provided 
independent commercially-supported educational grants to support CME/CE activities regarding risks associated with 
mycophenolate use during pregnancy.  A full list of CME/CE providers can be found on www.MycophenolateREMS.com. 

 *A female of reproductive potential includes girls who have entered p u b e r t y  and all women w ho  have a uterus and ovaries and have not passed 
through menopause. 

 
This Center agrees to do the following: 

 

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

 

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

 

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

4. Provide the Patient Information Brochure: What You Need to Know about Mycophenolate to females of reproductive potential. 

5. Provide contraception counseling to patients directly or by partnering with an OB/GYN. 
 

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

 

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

 

8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the 
Healthcare Provider Brochure.  

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

10. Describe how your center plans to implement the Mycophenolate REMS requirements (please explain/outline process 
below): 
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I understand that I may be contacted in the future for items pertaining to the administration of Mycophenolate REMS. 

(Please fill out form on next page) 

For complete safety information, please see Prescribing Information, including Boxed WARNING and 
Medication Guide, which can be found at www.MycophenolateREMS.com. 
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(PLEASE 
PRINT) 

CENTER INFORMATION 

 

Center:          

Center Type (disease or specialty)*:                                                                                                         

Address:          

City:     State:                  ZIP:                            

Phone:   Fax:    
 

Contact Person:   E-mail:    
 

TRAINED PRESCRIBERS 
 

Please complete fields below:
 

 
Prescriber Name 

(Printed) 

 
Signature of Prescriber 

 
Date 

Degree 
(MD, DO, 
NP, PA) 

 
Specialty 
Code(s)* 

 
E-mail 

 
National Provider 

Identifier 

       

       

       

       

       

       

       

       

       

       

 

*A list of codes can be found on page 4. 
■ Healthcare providers acting on behalf of the prescriber should fill out the form on the next page. 
2                   (Please fill out form on next page) 
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HEALTHCARE PROVIDERS ACTING ON BEHALF OF THE PRESCRIBER 
 

Please complete fields below: 
 

 
 

Provider Name 
(Printed) 

 
 

Signature of 
Provider 

 
 

Date 

Degree 
(RN, LPN, NP, 

PA, RPH, 
PharmD, 

CSW) 

 
 

Specialty 
Code(s)* 

 
 

E-mail 

 
 

Name of Prescriber 
You Are Signing for 

       

       

       

       

       

       

       

       

       

       

 

*A list of specialty codes can be found on page 4. 
 

(Turn page) 
 
 
 
 
 
 
 
 
 
 
 

3 
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You can submit a completed Center Training Confirmation Form via fax to 1-800-617-5768, 
via email to support@mycophenolateREMS.com, or contact the Mycophenolate REMS 
Coordinating Center at 1-800-617-8191 for the mailing address. 

 
For more information about Mycophenolate REMS, visit www.MycophenolateREMS.com or call 1-
800-617-8191. 

 
Prescriber Specialty              Prescriber Specialty Code 
Allergy and Immunology ...............................1 
Cardiology ...................................................2 
Dermatology ................................................3 
Family Medicine ...........................................4 
Gastroenterology ..........................................5 
Hepatology ..................................................6 
Internal Medicine ........................................7 
Nephrology .................................................8 
Neurology ...................................................9 
OB/GYN ....................................................10 
Pediatrics ....................................................11 
Pulmonology ...............................................12 
Rheumatology .............................................13 
Surgery ......................................................14 
Transplantation ............................................15 
Other .......................................................... 16 
N/A………………………………………..17 
 
Center Type                                Center Type Code 
Allergy and Immunology ................................ 1 
Cardiology ................................................... 2 
Dermatology ................................................ 3 
Dermatology Surgery .................................... 4 
Dermatopathology ........................................ 5 
Gastroenterology.......................................... 6 
General Surgery ........................................... 7 
Hepatology .................................................. 8 
Immunology ................................................. 9 
Maternal Fetal Medicine ..............................10 
Nephrology ..................................................11 
Neurologic Surgery .......................................12 
Neurology ....................................................13 
Neuropathology ............................................14 
OB/GYN .....................................................15 
Rheumatology ..............................................16 
Thoracic Surgery ..........................................17 
Transplantation Surgery .................................18 
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What you need to know about mycophenolate use, first trimester pregnancy 
loss, and congenital malformations. 

For complete safety information and a comprehensive description of the increased risks associated with 
mycophenolate, please see Prescribing Information, including Boxed WARNING and Medication Guide, 
which can be found at www.MycophenolateREMS.com 

 

What is my role in the Mycophenolate REMS? 
1 Document your training in the Mycophenolate REMS 
2 Educate Females of Reproductive Potential on the increased risks of mycophenolate 
3 Check pregnancy status of patients 
4 Reassess treatment options for patients who are considering becoming pregnant 
5 Report any pregnancies to the Mycophenolate Pregnancy Registry 

 

HEALTHCARE 
PROVIDER BROCHURE 

May 2024 
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MYCOPHENOLATE AND INCREASED     
RISKS OF EMBRYOFETAL TOXICITY 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

MYCOPHENOLATE PREGNANCY RISKS 

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 
postmarketing data†: 
 25 had spontaneous 

abortions  
 14 had a malformed fetus or 

infant, of which six had ear 
abnormalities 

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

DATA INSIGHTS 

Mycophenolate can cause fetal harm when 
administered to a pregnant female. Exposure to 
mycophenolate during pregnancy is associated  
with an increased risk of: 

First trimester pregnancy loss 
Congenital malformations, especially: 

 external ear, cleft lip and palate 
abnormalities 

Anomalies of, but not limited to: 
 the distal limbs, heart, esophagus, kidney, 

nervous system 

MYCOPHENOLATE REMS 

The Food and Drug Administration (FDA) requires 
a Risk Evaluation and Mitigation Strategy (REMS) 
to ensure the benefits of taking a drug outweigh 
the serious risks. 
The Mycophenolate REMS is required due to post 
marketing reports showing that exposure to 
mycophenolate during pregnancy is associated with 
increased risks of first trimester pregnancy loss and 
congenital malformations.  

CellCept® (mycophenolate mofetil), Myfortic® 
(mycophenolic acid), MYHIBBIN™ (mycophenolate 
mofetil oral suspension), Generic mycophenolate 
mofetil, Generic mycophenolic acid. 

Mycophenolate is available by prescription as: 

HEALTHCARE PROVIDER INFORMATION 

All prescribers of mycophenolate and females of reproductive potential, whether or not they 
plan to get pregnant, should be aware of the increased risks associated with 
mycophenolate. 
Females of reproductive potential include girls who have entered puberty and all women 
who have a uterus and ovaries and have not passed through menopause. 
Menopause is the permanent end of menstruation and fertility, and should be clinically 
confirmed by a patient’s healthcare practitioner. Commonly used diagnostic criteria include: 

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

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

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus. 
Transplantation. 2006;82:1698-1702.  
†Prescribing Information for mycophenolate. 
For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication Guide, which can be 
found at MycophenolateREMS.com © 2024 Mycophenolate REMS. All rights reserved. 
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MYCOPHENOLATE AND INCREASED     
RISKS OF EMBRYOFETAL TOXICITY 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

  

Female 
Diaphragm  

with Spermicide 

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

DOCUMENT YOUR REMS TRAINING 
Become familiar with the increased risks of embryofetal toxicity associated with mycophenolate and 
the requirements of the Mycophenolate REMS 
 

Visiting MycophenolateREMS.com  

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

Calling 1-800-617-8191, Faxing a hard copy to 1-800-617-5768, or emailing a copy to 
support@mycophenolateREMS.com 
Contacting the Mycophenolate REMS Coordinating Center at 1-800-617-8191 for the mailing address 

EDUCATE FEMALES OF REPRODUCTIVE POTENTIAL 
Educate females about the increased risks of mycophenolate exposure during pregnancy 
Provide females of reproductive potential with a Patient Information Brochure: What You Need To 
Know About Mycophenolate and review it with them. 
Provide pregnancy planning education 
Provide contraception counseling 

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

 During entire treatment with mycophenolate 
 For 6 weeks after they stop taking mycophenolate  
 Emergency contraception 

ACCEPTABLE BIRTH CONTROL OPTIONS 

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

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

Option 3 | Use Two Barriers 
Pick one item from (C1) and one from 
(C2) 

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

Option 2 | Use Hormone & Barrier 
Pick one item from (B) and one item 
from (C1) or (C2) shown below 

4-7 pregnancies per 100 women in one 
year 

Option 1 | Use Method Alone 
Pick one item from (A) 

Most effective: Less than 1 pregnancy 
per 100 women in one year 

A 
Intrauterine  

Device (IUD) 

Progesterone 
Only Implant 

Tubal 
Sterilization Vasectomy 

B 
Progesterone 
Only Injection 

Birth Control  
Pill 

Birth Control 
(Progesterone) 

Patch 
Vaginal  

Ring 

C 

1 Female Condom 

2 

Male Condom 

Female Birth 
Control 
Sponge 

Cervical Cap 
with 

Spermicide 

Consider enrolling in an accredited CME/CE activity to further understand your role in the treatment 
of patients taking mycophenolate products. A full list of CME/CE providers can be found at 
MycophenolateREMS.com 
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MYCOPHENOLATE AND INCREASED     
RISKS OF EMBRYOFETAL TOXICITY 

 

 

 

 
 

CHECK PREGNANCY STATUS 
One pregnancy test with a sensitivity of at least 25 mIU/mL should be done immediately before  
starting mycophenolate 
Another pregnancy test with the same sensitivity should be done 8 to 10 days later 
Repeat pregnancy tests should be performed at routine follow-up visits 
Results of all pregnancy tests should be discussed with the patient 

In the event of a positive pregnancy test, patients should continue to take mycophenolate until a 
discussion can take place on the increased risks and benefits of mycophenolate treatment with the 
patient. 
The patient should be apprised of the potential hazard to the fetus. 
In certain situations, you and the patient may decide that the maternal benefits outweigh the increased 
risks to the fetus. 

REPORT MYCOPHENOLATE-EXPOSED 
PREGNANCIES 

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 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 by: 

Visiting www.MycophenolateREMS.com  
Calling 1-800-617-8191 
Contacting the Mycophenolate REMS Coordinating Center at 
800-617-8191 for the mailing address 

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

These resources have been 
developed to help ensure that you 
and your patients understand the 
increased risks associated with 
exposure to mycophenolate during 
pregnancy and to comply with the 
requirements of the Mycophenolate 
REMS. 
 Patient Information Brochure 
 Prescriber Training Confirmation 

Form 
 Center Training Confirmation 

Form 
 Medication Guides 
 Mycophenolate Pregnancy 

Registry Frequently Asked 
Questions (FAQs) for Patients  

 Contraception: 
plannedparenthood.org  

 Birth Defects: CDC.gov  
 Birth Control: FDA.gov 

ADDITIONAL RESOURCES 

For additional resources and more information about the Mycophenolate REMS, please visit 
www.MycophenolateREMS.com or call the Mycophenolate REMS at 1-800-617-8191. 
 
For complete safety information, please see Prescribing Information, including Boxed WARNING and Medication 
Guide, which can be found at www.MycophenolateREMS.com 

REASSESS TREATMENT OPTIONS FOR PATIENTS WHO ARE 
CONSIDERING BECOMING PREGNANT 
 Determine whether there are appropriate treatment options with 

less potential for embryofetal toxicity. 
 
Refer patients for pre-conception counseling and high-risk 
obstetrical care as needed and coordinate care among the 
patient’s established providers. 
 

Reference ID: 5429277



 
May 2024 

 

MYCOPHENOLATE PREGNANCY REGISTRY 
FREQUENTLY ASKED QUESTIONS FOR 

PATIENTS 
 
What is the Mycophenolate Pregnancy Registry? 
The Registry collects information about pregnancies that occur during treatment with 
mycophenolate or within 6 weeks after stopping. 

 
Why should I take part in the Mycophenolate Pregnancy Registry? 

The information you provide to the Registry will help us better understand the effects of 
mycophenolate in pregnancy. 
When you take part in the Registry, you provide important information that may help you    
and other women who take mycophenolate during their pregnancies. Women taking 
mycophenolate while they are pregnant have a higher risk of miscarriage in the first 3 months. 
There is also a higher risk that the baby will have birth defects. 

 
Who can be in the Mycophenolate Pregnancy Registry? 

1. All females who get pregnant while taking mycophenolate and 
2. All females who get pregnant within 6 weeks after stopping treatment with mycophenolate 

These medicines contain mycophenolate: 
■ CellCept® (mycophenolate mofetil) 
■ Myfortic® (mycophenolic acid) 
■ MYHIBBIN™ (mycophenolate mofetil oral suspension) 
■ Generic formulations of mycophenolate mofetil 
■ Generic formulations for mycophenolic acid 

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

 

(Turn page) 
 
 
 
 
 
 
For complete safety information, please see the Medication Guide, which can be found at 
www.MycophenolateREMS.com. 
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What will I need to do to take part in the Mycophenolate Pregnancy Registry? 

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

■ The Registry will contact you after speaking with your doctor 
 
2. Complete an Informed Consent form 

■ The Informed Consent form will be mailed to you 
■ The form tells you what to expect with the Registry. It tells you what your rights are 
■ By signing, you allow the Registry to ask you questions about your health and your 

baby’s health. The Registry will also ask for information from your doctors 
 
3. Answer the Registry’s questions about your health and your baby’s health 

■ After the first 3 months of pregnancy 
■ 2 more times during the next 6 months of pregnancy 
■ At the time of expected delivery 
■ When your baby is 2 months, 6 months, and 1 year 

 
4. Let the Registry know if your contact information changes 

■ The Registry relies on your information to contact you. If your contact information 
changes, please call 1-800-617-8191 

What are my rights if I take part in the Mycophenolate Pregnancy Registry? 
1. You can quit at any time. 
2. Your privacy is protected. 

What if I do not want to take part in the Mycophenolate Pregnancy Registry? 
You only take part in the Registry if you want to do it. If you decide not to participate, it will 
not change your medical care. 

 
How can I get more information? 

■ Call 1-800-617-8191 and choose “Mycophenolate Pregnancy Registry” from the menu 
■ For more information about Mycophenolate REMS, visit www.MycophenolateREMS.com 

 
 
 
 

© 2024 Mycophenolate REMS. All rights reserved.  

Reference ID: 5429277



PATIENT INFORMATION 
BROCHURE 

 

  

What you need to know about mycophenolate use and pregnancy risk 

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

 

What is my role in the Mycophenolate REMS? 
1 Talk with your doctor about the risks of mycophenolate 
2 Talk with your doctor about acceptable birth control and use it during your entire treatment 

with mycophenolate and for 6 weeks after you stop taking mycophenolate 
3 Complete a pregnancy test before starting mycophenolate and another pregnancy test 8 to 

10 days later to determine if you are pregnant. Repeat pregnancy tests during routine 
follow-up visits with your doctor 

4 If you get pregnant while taking mycophenolate or within 6 weeks after you stop, call your 
doctor right away. Do not stop taking mycophenolate prior to speaking with your doctor 
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MYCOPHENOLATE AND INCREASED RISKS OF 
MISCARRIAGE AND BIRTH DEFECTS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

WHAT DO I NEED TO KNOW ABOUT PREGNANCY PREVENTION? 

Females who can get pregnant and are taking 
mycophenolate should participate in the 
Mycophenolate REMS. 
Mycophenolate is available by prescription as: 

CellCept® (mycophenolate mofetil), Myfortic® 
(mycophenolic acid), MYHIBBIN  (mycophenolate 
mofetil oral suspension), Generic mycophenolate 
mofetil, Generic mycophenolic acid. 

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

During your entire treatment with mycophenolate 
For 6 weeks after you stop taking mycophenolate 

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

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

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

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

WHAT ARE THE RISKS WITH MYCOPHENOLATE?  

WHAT IS THE MYCOPHENOLATE REMS? 

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

Defects of the ears 
Cleft lip or cleft palate 

Higher risk that the baby may be born with these 
birth defects: 

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

These are not all of the serious risks of taking 
mycophenolate. Please read the Medication Guide, 
which can be found at MycophenolateREMS.com to 
learn about all of the risks of taking mycophenolate. 

The Mycophenolate Risk Evaluation and Mitigation 
Strategy (REMS) is a program to tell patients and 
healthcare providers about the higher risk of 
pregnancy loss (miscarriage) and birth defects with 
the use of mycophenolate. 
This program is required by the Food and Drug 
Administration (FDA) to help prevent miscarriages 
and birth defects. 

*Sifontis NM, et al. Pregnancy outcomes in solid organ transplant recipients with exposure to mycophenolate mofetil or sirolimus. Transplantation. 
2006;82:1698-1702.  
†Prescribing Information for mycophenolate. 
To learn more about all the risks of taking mycophenolate, please see the Medication guide, which can be found at MycophenolateREMS.com 

In December 2006, the National 
Transplantation Pregnancy Registry 
(NTPR) published data from 
prospective cases where 24 female 
transplant patients taking 
mycophenolate reported 33 
pregnancies*. Of these pregnancies, 
there were: 
 15 spontaneous abortions 

(45%) 
 18 live-born infants 

Four of the 18 live-born infants had 
birth defects (22%).  

Of the 77 females who took 
mycophenolate during pregnancy †: 
 25 had spontaneous 

abortions  
 14 had a fetus or infant with 

defects. 
 
While available data are limited, birth 
defects occur in approximately 20% 
of live-born infants exposed to 
mycophenolate during pregnancy. 
First trimester pregnancy loss rates 
are approximately 45%*†. 

DATA INSIGHTS 

Reference ID: 5429277



 

 

MYCOPHENOLATE AND INCREASED RISKS OF 
MISCARRIAGE AND BIRTH DEFECTS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

  

 

TALK WITH YOUR DOCTOR 

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

CHOOSE A BIRTH CONTROL OPTION  
Choosing birth control is very personal. Talk with your doctor or obstetrician/gynecologist to decide 
what is best for you. Unless you choose not to have sexual intercourse with a man at any time 
(abstinence), you must use acceptable birth control for your entire treatment with mycophenolate 
and for 6 weeks after you stop taking mycophenolate. 

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

 
It is possible 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 as well when you take mycophenolate and you could become pregnant. 
 
It is important that a barrier method of birth control, like a condom, is also used with any hormone 
method of birth control. 
 

ACCEPTABLE BIRTH CONTROL OPTIONS 

Option 3 | Use Two Barriers 
Pick one item from (C1) and one from 
(C2) 

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

Option 2 | Use Hormone & Barrier 
Pick one item from (B) and one item 
from (C1) or (C2) shown below 
4-7 pregnancies per 100 women in one 
year 

Option 1 | Use Method Alone 
Pick one item from (A) 

Most effective: Less than 1 pregnancy 
per 100 women in one year 

A 
Intrauterine 

Device (IUD) 

Progesterone 
Only Implant 

Tubal 
Sterilization 

Vasectomy 

B 

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

Progesterone 
Only Injection 

Birth Control  
Pill 

Birth Control 
(Progesterone) 

Patch 
 

Vaginal  
Ring 

C 

1 Female Condom 

2 

Male Condom 

Female 
Diaphragm  

with Spermicide 
Female Birth 

Control 
Sponge 

Cervical Cap 
with 

Spermicide 

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

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

Talk with your doctor and pick from the following birth control options during treatment with mycophenolate. 
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MYCOPHENOLATE AND INCREASED RISKS OF 
MISCARRIAGE AND BIRTH DEFECTS 

 
 

GET A PREGNANCY TEST 
You should have a pregnancy test immediately before starting mycophenolate and another 
pregnancy test 8 to 10 days later. 

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

IMPORTANT INFORMATION 

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

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

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

Your doctor will talk with you about taking part in the Mycophenolate Pregnancy 
Registry and you should report your pregnancy to the Registry by: 

 Calling 1-800-617-8191 and choosing “Mycophenolate Pregnancy Registry” 
from the menu options or 

 Visiting MycophenolateREMS.com  

RESOURCES FOR YOU 

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

Medication Guide for mycophenolate 
Gives you important safety information you need to know about your medicine.  

Your doctor or other healthcare provider 

MycophenolateREMS.com 
Provides access to all Mycophenolate REMS resources and materials. 

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

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

Birth Control: FDA.gov 

To learn more about all the risks of taking mycophenolate, please see the Medication 
guide, which can be found at MycophenolateREMS.com © 2024 Mycophenolate 
REMS  All i ht  d  
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PRESCRIBER TRAINING CONFIRMATION FORM 
The FDA determined that a REMS (Risk Evaluation and Mitigation Strategy) is necessary to ensure 
that the benefits of mycophenolate outweigh the increased risks of first trimester pregnancy loss and 
congenital malformations associated with mycophenolate use during pregnancy. 
Mycophenolate is available by prescription as: 
■ CellCept® (mycophenolate mofetil) 
■ Myfortic® (mycophenolic acid) 
■ MYHIBBIN™ (mycophenolate mofetil oral suspension) 
■ Generic mycophenolate mofetil 
■ Generic mycophenolic acid 
As a prescriber of mycophenolate to females of reproductive potential*, I understand that I need to complete 
and return the training confirmation form to document my training in the Mycophenolate REMS.  This 
training could include reading the Prescribing Information and the Healthcare Provider Brochure or 
attending an accredited continuing education (CE) training program.  As part of the REMS, the manufacturers of 
mycophenolate products have provided independent commercially-supported educational grants to support 
CME/CE activities regarding risks associated with mycophenolate use during pregnancy.  A full list of CME/CE 
providers can be found on  www.MycophenolateREMS.com. 

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

I have agreed to do the following: 
1. Read and understand the Prescribing Information for mycophenolate and the Healthcare Provider Brochure. Consider 

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

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

3. Educate females of reproductive potential on the risks associated with exposure to mycophenolate during pregnancy. 
4. Provide the Patient Information Brochure: What You Need to Know About Mycophenolate to females of reproductive 

potential. 
5. Provide contraception counseling to patients directly or by partnering with an OB/GYN. 
6. Only prescribe mycophenolate to a pregnant patient if the benefits of initiating or continuing mycophenolate treatment 

outweigh the risk of fetal harm. 
7. Discuss alternative treatments to mycophenolate with females of reproductive potential who are pregnant or 

considering pregnancy. 
8. Follow the pregnancy testing recommendations as outlined in the Prescribing Information for mycophenolate and the 

Healthcare Provider Brochure. 
9. Report to the Mycophenolate Pregnancy Registry any pregnancies that occur during mycophenolate treatment or 

within 6 weeks following discontinuation of treatment. Encourage pregnant patients to participate in the 
Mycophenolate Pregnancy Registry. 

I understand that I may be contacted in the future for items pertaining to the administration of Mycophenolate REMS. 
 
Please Print: 

Prescriber First Name:  Prescriber Last Name:    

Prescriber Degree: (Circle one) MD  DO  NP  PA 
 

Specialty Code (Select one from the back of this form):  National Provider Identifier:   

Prescriber E-mail Address:            

May 2024 
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Facility:        

Address  1:                                                                                                                                                                                                                                                      

Address  2:                                                                                                                                                                                                                                                                        

City:  State:     ZIP:   

Telephone:    Fax:    

Prescriber Signature:     Date:      

Healthcare Provider acting on behalf of the prescriber:    

Degree: (Circle one)    RN   LPN   NP   PA    RPH     PharmD CSW 
For complete safety information, please see Prescribing Information, including Boxed WARNING and 
Medication Guide, which can be found at www.MycophenolateREMS.com.
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You can submit a Prescriber Training Confirmation Form by visiting 
www.MycophenolateREMS.com and completing the online form. 
If you prefer, you can complete the paper form and return it via fax to 1-800-617-5768, via email to 
support@mycophenolateREMS.com, or contact the Mycophenolate REMS Coordinating Center at 1-800-617-8191 
for the mailing address.  

You can also call 1-800-617-8191 to complete a Prescriber Training Confirmation Form. 
For more information about Mycophenolate REMS, visit www.MycophenolateREMS.com or call 1-800-617-8191. 

 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 

© 2024 Mycophenolate REMS. All rights reserved.  

Allergy and Immunology  1 
Cardiology   2 
Dermatology   3 
Family Medicine   4 
Gastroenterology   5 
Hepatology   6 
Internal Medicine   7 
Nephrology   8 
Neurology   9 
OB/GYN  10 
Pediatrics   11 
Pulmonology   12 
Rheumatology   13 
Surgery   14 
Transplantation  15 
Other  16 
N/A   17 

Specialty Code Specialty 
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