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1. GOALS  
The goals of the isotretinoin risk evaluation and mitigation strategy are: 

1. To prevent fetal exposure to isotretinoin 

2. To inform prescribers, pharmacists, and patients about isotretinoin’s serious 
risks and safe-use conditions 

2. REMS ELEMENTS 

2.1. Medication Guide  
A Medication Guide for isotretinoin is dispensed with each prescription for isotretinoin in 
accordance with 21 CFR 208.24, as described below.  

A Medication Guide is enclosed with each blister package of isotretinoin to ensure that 
the Medication Guide is given to each patient with each prescription. 

The currently approved isotretinoin Medication Guide is part of this REMS. 

 

2.2. Elements to Assure Safe Use  

2.2.1. Healthcare providers who prescribe isotretinoin are specially certified in 
the iPLEDGE Program.  

 
a. Isotretinoin sponsors will ensure that healthcare providers who prescribe 

isotretinoin are specially certified in the iPLEDGE Program. To become certified, 
each prescriber must activate registration, by completing the Prescriber Enrollment 
Form, via the iPLEDGE Program website or the automated phone system. The 
registration and activation requires each prescriber to agree to do the following: 

   

i. Register each patient in the iPLEDGE Program via the iPLEDGE 
Program website or automated phone system.  

ii. Understands the risks of fetal exposure to isotretinoin and the risk factors 
for unplanned pregnancy. 

iii. Correctly identify and document patients as females of reproductive 
potential, females of non-reproductive potential, or males.   

iv. Provide contraception counseling to females of reproductive potential prior 
to and during isotretinoin treatment, or refer females of reproductive 
potential to an expert for such counseling.  
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v. Provide scheduled pregnancy testing for females of reproductive potential 
and then verify and document the negative pregnancy test result prior to 
writing each prescription. 

vi. Document the two chosen forms of contraception for each female of 
reproductive potential prior to writing each prescription. 

vii. Prescribe no more than a 30-day supply of isotretinoin with no refills. 

viii. Report any pregnancies in patients prescribed isotretinoin to the 
iPLEDGE Program. 

b. Isotretinoin sponsors will ensure the iPLEDGE Program documents that certified 
prescribers/designees have performed the following responsibilities prior to 
initiating isotretinoin treatment and monthly prior to providing each prescription: 

i. Counseled the patient about isotretinoin risks. 

ii. Determined the reproductive status of all female patients prior to initiating 
treatment, and determined whether the reproductive status of female 
patients has changed.  

iii. For patients who are females of reproductive potential, provide evidence or 
other documentation that prescribers/designees have: 

a. Obtained a negative CLIA-certified pregnancy test result.  

b. Determined that each female of reproductive potential has 
appropriate contraception and has been re-counseled about the 
importance of complying with contraceptive methods. 

c.    Isotretinoin sponsors will:  

i. Maintain a validated and secure database of all iPLEDGE Program 
registered and activated prescribers, designees, and delegates.  

ii. Monitor to ensure that only iPLEDGE Program certified prescribers are 
prescribing isotretinoin. 

iii. Monitor to ensure that iPLEDGE Program certified prescribers correctly 
identify patients who are females of reproductive potential.  A female of 
reproductive potential is defined as a nonmenopausal female who has not 
had a hysterectomy, bilateral oophorectomy, or medically documented 
ovarian failure. This definition includes a young woman who has not yet 
started menstruating.  

iv. Monitor certified prescriber compliance with the iPLEDGE Program. 
Certified prescriber compliance with the iPLEDGE Program  includes 
categorizing female patient risk (females of reproductive potential vs. 
females of non-reproductive potential), providing counseling as required, 
documenting contraception forms as required, and providing pregnancy 
testing for all females of reproductive potential treated with isotretinoin.  
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v. Institute appropriate corrective action according to the Non-Compliance 
Action Policy if the prescriber is found to be non-compliant with the 
iPLEDGE Program. 

d.  The following materials are part of the REMS and are appended:  

i. The Guide to Best Practices For the iPLEDGE Program 

ii. Prescriber Contraception Counseling Guide  

iii. DVDs for prescriber use in patient counseling: Be Prepared, Be 
Protected and Be Aware: The Risk of Pregnancy While on Isotretinoin.  

iv. Recognizing Psychiatric Disorders In Adolescents And Young 
Adults   

v. Request for Exemption for Patients with Serious Medical Reasons               

vi. Office Staff Designee Registration/Activation Form  

vii. Instructions for Managing Office Staff Designees  

viii. Prescriber Enrollment Form 

2.2.2. Isotretinoin will only be dispensed by pharmacies that are specially 
certified in the iPLEDGE Program. 

 
a. Isotretinoin sponsors will ensure isotretinoin is only dispensed by pharmacies that 

are certified. To become certified, the pharmacy must become registered and 
activated in the iPLEDGE Program. To become registered and activated, each 
pharmacy must identify a “responsible site pharmacist” who completes the 
Pharmacy Enrollment Form and agrees to do the following before dispensing an 
isotretinoin prescription:  

  
i. Affirm that all pharmacists will comply with all iPLEDGE Program 

requirements: 
 

1. Know the risk and severity of fetal injury/birth defects caused 
by isotretinoin. 

2. Dispense only FDA-approved isotretinoin products and obtain 
isotretinoin only from the iPLEDGE Program registered 
wholesalers. 

3. Do not sell, borrow, loan, or otherwise transfer isotretinoin in 
any manner to or from another pharmacy. 

4. Dispense only to qualified patients determined via 
authorization from the iPLEDGE Program web- or voice-based 
system for every isotretinoin prescription.  

5. Document the Risk Management Authorization (RMA) number 
on each prescription. 

6. Dispense no more than a 30-day supply (no refills). 
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7. Dispense the isotretinoin Medication Guide with each 
prescription. 

8. Dispense prior to the “do not dispense to a patient after” date 
provided by the iPLEDGE Program. 

9. Return to the manufacturer (or delegate) any unused product if 
registration is revoked or if the pharmacy chooses to not 
reactivate.  

 
ii. Re-activate pharmacy iPLEDGE Program registration annually.  
 

b. The following materials are part of the REMS and are appended:  

i. Pharmacist Guide for the iPLEDGE Program 

ii. Pharmacy Enrollment Form 
 

2.2.3. Isotretinoin sponsors will ensure that isotretinoin will only be dispensed 
to patients enrolled in the iPLEDGE Program with evidence or other 
documentation of safe-use conditions.  

 
a. Isotretinoin sponsors will ensure that all patients treated with isotretinoin are 

enrolled in the iPLEDGE Program by a registered prescriber, before isotretinoin is 
dispensed to them.  To become enrolled, each patient or guardian must sign the 
appropriate Patient Information/Informed Consent form acknowledging that: 

  
i. He or she understands the potential fetal harm with female patient exposure 

to isotretinoin. 

ii. Enrollment in the iPLEDGE Program is required. 

iii. Isotretinoin must not be shared with anyone, even someone with similar 
symptoms. 

iv. He or she cannot donate blood while on isotretinoin and for 1 month after 
treatment has ended.  

v. He or she must obtain the prescription within specified time frames. 

b. Isotretinoin sponsors must ensure that isotretinoin is dispensed to females of 
reproductive potential only if there is evidence or other documentation that they 
meet the following safe-use conditions:  

i. Are not pregnant or breastfeeding. 

ii. Comply with the required pregnancy testing as ordered by the certified 
prescriber before receiving each isotretinoin prescription follows:   

1. Two urine or serum pregnancy tests before receiving the initial 
isotretinoin prescription.  The screening test and confirmation test 
must be at least 19 days apart.  For patients with regular menstrual 
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cycles, the confirmation test should be done during the first 5 days 
of the menstrual period immediately preceding treatment.  For 
patients with amenorrhea, irregular cycles, or using contraceptive 
methods that precludes withdrawal bleeding, the confirmation test 
must be immediately preceding treatment and at least 19 days after 
the screening test. 

2. Monthly pregnancy testing done prior to receiving authorization to 
receive each isotretinoin prescription. 

iii. Unless continuously abstinent, comply with the iPLEDGE Program 
requirement to use 2 forms of contraception 1 month before, during, and for 
1 month after discontinuing isotretinoin treatment. 

iv. Access the iPLEDGE Program system before receiving each isotretinoin 
prescription and 1 month after isotretinoin treatment concludes to answer 
questions about the program requirements and to enter 2 chosen forms of 
contraception. 

v. Be informed of the purpose and importance of providing information about 
her pregnancy, should she become pregnant while taking, or within 1 month 
of the last dose of isotretinoin.  

vi. Be informed of the need to immediately stop isotretinoin treatment if she 
engages in unprotected heterosexual intercourse. 

c.   Isotretinoin sponsors will ensure that there is evidence or other documentation 
that all iPLEDGE Program safe use requirements have been met for each female 
of reproductive potential prior to receiving isotretinoin each month: 
 

i. The patient is registered in the iPLEDGE Program and had required 
pregnancy test(s).  

ii. The patient entered their two chosen forms of birth control into the 
iPLEDGE Program.  

iii. The patient answered the required questions about the iPLEDGE 
Program and pregnancy prevention. 

iv. The prescriber entered into the iPLEDGE Program the two chosen forms of 
contraception after re-counseling.  

v. The patient has a negative pregnancy test result entered into the iPLEDGE 
Program by the prescriber or designee. 

d. The following materials are part of the REMS and are appended: 

i. Guide to Isotretinoin for Female Patients Who Can Get Pregnant  

ii. Guide to Isotretinoin for Male Patients and Female Patients who Cannot Get 
Pregnant  

iii. The iPLEDGE Program Patient Introductory Brochure 
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iv. Isotretinoin Educational Kit for Males and Females of Non-Reproductive 
Potential 

v. Isotretinoin Educational Kit for Females of Reproductive Potential 

vi. Patient Information/Informed Consent for all patients 

vii. Patient Information/Informed Consent for Females of Reproductive 
Potential 

viii. Patient Monthly Comprehension Questions 

 

2.2.4 Isotretinoin sponsors will maintain a centralized pregnancy registry for 
the iPLEDGE Program enrolled female patients who become pregnant 
and consent to participate in a root cause analysis.  

 
The primary objectives of the iPLEDGE Program Pregnancy Registry are to: 
 

a. Determine isotretinoin exposure status for each reported pregnancy. 
b. Document the outcome of each isotretinoin exposed pregnancy. 
c. Determine, document, and analyze causes contributing to fetal exposure (root 

cause analysis). 
 
2.3. Implementation System  

The implementation system will include the following: 

a. Isotretinoin sponsors will maintain a secure web- and voice-based interface for all 
certified entities as described in Sections 2.2.2 and 2.2.3. This includes a system 
and process to monitor pregnancy testing results, and to link monthly prescription 
authorization (risk management authorization) to collection of the following data: 

i. Patient age, gender, and risk category  

ii. Required counseling  

iii. Prescription data (RMA numbers, dates prescription filled, quantities 
dispensed) 

iv. For female patients of reproductive potential: 

a. Baseline and monthly pregnancy tests, including 30 day post-
therapy test (dates and results) 

b. Chosen methods of contraception 

c. Answers to monthly comprehension questions 

v. For females who become pregnant: 

a. Maternal and fetal outcome 

b. Information from the prescriber about circumstances contributing 
to the fetal exposure  
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b.   Isotretinoin sponsors will monitor wholesaler distribution data to ensure that only 
registered entities distribute isotretinoin. Wholesalers who distribute isotretinoin 
must be registered with the iPLEDGE Program prior to distributing isotretinoin 
and must re-register annually thereafter. Wholesalers must register with the 
iPLEDGE Program by signing and returning the iPLEDGE Program wholesaler 
agreement. By signing the agreement, wholesalers affirm that they will comply 
with all of the following iPLEDGE Program requirements: 

i.   Distribute only FDA-approved isotretinoin product 

ii.   Only ship isotretinoin to: 1) wholesalers registered in the iPLEDGE 
Program with prior written consent from the manufacturer; and 2) 
pharmacies licensed in the US and registered and activated in the iPLEDGE 
Program. 

iii.  Notify the isotretinoin manufacturer (or delegate) of any unregistered and/or 
non-activated pharmacy or unregistered wholesaler that attempts to order 
isotretinoin. 

iv.  Return to the manufacturer (or delegate) any undistributed product if 
registration is revoked by the manufacturer or if the wholesaler chooses to 
not re-register annually. 

c. Isotretinoin sponsors will maintain a secure database of all certified pharmacies to 
ensure compliance with the following: 

i. Obtain isotretinoin only from registered wholesalers. 

ii. Dispense isotretinoin to patients only after receiving iPLEDGE Program 
authorization each month for each prescription. 

iii. Fill isotretinoin within the allowed timeframes only. 

d. Isotretinoin sponsors shall develop and implement a single Non-Compliance 
Action Policy for handling noncompliant stakeholders. 

e. Isotretinoin sponsors will monitor registered wholesaler and certified pharmacy 
compliance, address deviations, and institute appropriate corrective actions 
according to the Non-Compliance Action Policy if the wholesaler/pharmacy is 
found to be non-compliant with the iPLEDGE Program. 

f. Isotretinoin sponsors will monitor the internet to ensure isotretinoin is not 
prescribed, dispensed, or otherwise obtained through the internet or any other 
means outside of the iPLEDGE Program. 

 
g.   Based on monitoring and evaluation of the REMS elements to assure safe use, 

isotretinoin sponsors will take reasonable steps to work to improve 
implementation of these elements, as applicable.  

h. Isotretinoin sponsors will maintain a call center to support prescribers, patients 
and pharmacies in interfacing with the iPLEDGE Program. 

i. The following materials are part of the REMS and are appended: 
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i. iPLEDGE Program wholesaler agreement  

ii. Wholesaler to wholesaler shipment request form 

 
2.4. Timetable for Submission of Assessments (Applicable only to drugs with an  
 approved new drug application (NDA)) 
 
The iPLEDGE Program assessments will be submitted to FDA on May 1, 2011 and 
annually thereafter. To facilitate inclusion of as much information as possible while 
allowing reasonable time to prepare the submission, the reporting interval covered by 
each annual submission will conclude no earlier than 60 days before the submission date 
for that assessment. The iPLEDGE Program assessment will be submitted so that it is 
received by FDA on or before the due date.   
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Introduction 
Mental health problems are underdiagnosed and undertreated.1 Dermatologists and other 
isotretinoin prescribers often see patients who are otherwise healthy, and they may be among 
the only professionals who have opportunities to evaluate patients’ mental health. Healthcare 
providers who recognize the signs and symptoms of psychiatric illness and respond 
appropriately can improve, and perhaps even save, their patients’ lives. 

Isotretinoin may cause depression, psychosis and, rarely, suicidal ideation, suicide attempts, 
suicide, and aggressive and/or violent behaviors. Although causality has not been established 
for these reports, awareness of signs and symptoms may save your patient’s life. This 
brochure provides an overview of depression. The goal of this brochure is to help you identify 
when a psychiatric consult is advisable. 

You and your staff may feel uncomfortable evaluating your patients’ mental health status. 
It is often difficult to distinguish clinical depression from other responses. It may also be 
difficult to decide whether erratic behavior may warrant psychiatric evaluation, especially if 
that behavior seems to be age-appropriate in a teenager. However, as with any specialize 
problem, you may identify patients who seem to need more than dermatologic care, and 
you may need to refer them to a specialist. Knowing when to make a referral for a patient 
who may be at psychiatric risk can make a major difference in the patient’s life. In extreme 
cases, it can mean the difference between life and death. 

Depression 
Depression and suicidal tendencies are two important psychiatric conditions that may be 
observed in dermatology and family practice settings. This brochure provides an overview 
of depression because depression is the most commonly reported psychiatric adverse event 
in patients taking isotretinoin and is also a well established risk factor for s uicidal behavior. 

Depression is characterized by symptoms that include intense, persistent sadness; anxiety; 
loss of pleasure from usual activities; and loss of energy.2 These feelings can be normal 
responses to a negative life event, but clinical depression is either not triggered by such an 
event or is disproportionate to the trigger.3 

Depression can be episodic. According to the National Comorbidity Survey, 16.2% 
(between 32.6 and 35.1 million) of Americans will experience depression at some point 
during their lives, and 6.6% (between 13.1 and 14.2 million) are depressed in any given 
month.4,5 Several epidemiological studies reported that up to 8.3% of adolescents in the 
United States suffer from depression.6 Older adolescents experience more depressive 
symptoms than adults and comparable symptom persistence, suggesting that these 
adolescents may be at the highest risk for depression.7 

Please see accompanying complete product information, including boxed 
CONTRAINDICATIONS AND WARNINGS, CONTRAINDICATIONS, 
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS. 
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Introduction 
Mental health problems are underdiagnosed and undertreated.1 Dermatologists and other 

isotretinoin prescribers often see patients who are otherwise healthy, and they may be among 

the only professionals who have opportunities to evaluate patients’ mental health. Healthcare 

providers who recognize the signs and symptoms of psychiatric illness and respond 

appropriately can improve, and perhaps even save, their patients’ lives. 

Isotretinoin may cause depression, psychosis and, rarely, suicidal ideation, suicide attempts, 

suicide, and aggressive and/or violent behaviors. Although causality has not been established 

for these reports, awareness of signs and symptoms may save your patient’s life. This 

brochure provides an overview of depression. The goal of this brochure is to help you identify 

when a psychiatric consult is advisable. 

You and your staff may feel uncomfortable evaluating your patients’ mental health status.        

It is often difficult to distinguish clinical depression from other responses. It may also be 

difficult to decide whether erratic behavior may warrant psychiatric evaluation, especially if 

that behavior seems to be age-appropriate in a teenager. However, as with any specialize 

problem, you may identify patients who seem to need more than dermatologic care, and 

you may need to refer them to a specialist. Knowing when to make a referral for a patient 

who may be at psychiatric risk can make a major difference in the patient’s life. In extreme 

cases, it can mean the difference between life and death. 

Depression 

Depression and suicidal tendencies are two important psychiatric conditions that may be 

observed in dermatology and family practice settings. This brochure provides an overview 

of depression because depression is the most commonly reported psychiatric adverse event 

in patients taking isotretinoin and is also a well established risk factor for suicidal behavior. 

Depression is characterized by symptoms that include intense, persistent sadness; anxiety; 

loss of pleasure from usual activities; and loss of energy.2 These feelings can be normal 

responses to a negative life event, but clinical depression is either not triggered by such an 

event or is disproportionate to the trigger.3

Depression can be episodic. According to the National Comorbidity Survey, 16.2% 

(between 32.6 and 35.1 million) of Americans will experience depression at some point 

during their lives, and 6.6% (between 13.1 and 14.2 million) are depressed in any given 

month.4,5 Several epidemiological studies reported that up to 8.3% of adolescents in the 

United States suffer from depression.6 Older adolescents experience more depressive 

symptoms than adults and comparable symptom persistence, suggesting that these 

adolescents may be at the highest risk for depression.7

Please see accompanying complete product information, including boxed 
CONTRAINDICATIONS AND WARNINGS, CONTRAINDICATIONS, 
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS. 

c Prescriber Kit 6 1 r2 indd 77 - -  : 
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Be Aware Video Script 
 

Opening Segment 
“ISOTRETINOIN CANNOT BE TAKEN BY WOMEN WHO ARE PREGNANT, BECAUSE 
ISOTRETINOIN CAN CAUSE SEVERE BIRTH DEFECTS OR DEATH TO AN UNBORN 
BABY. 
 
In this video we will see what can happen to an unborn baby if the baby’s mother takes 

isotretinoin.   

 

A woman must not take isotretinoin at any time during pregnancy. 

 
Storyboard P2 
Isotretinoin is usually prescribed for males and females to treat the most severe form of acne 

called nodular acne. This type of acne cannot be cleared up by any other acne treatments, 

including antibiotic pills. Nodular acne has many red, swollen, tender lumps that form in the 

skin. These lumps are the size of a pencil eraser or larger and can result in permanent scars if not 

treated. 

 

Because of serious side effects and birth defects, patients should use isotretinoin only if other 

treatments including antibiotic pills have not worked. 

 
Storyboard P3 
“FEMALE PATIENTS MUST NOT TAKE ISOTRETINOIN IF THEY ARE PREGNANT, 
PLAN TO BECOME PREGNANT OR BECOME PREGNANT DURING THERAPY. TO 
AVOID PREGNANCY, WOMEN MUST USE TWO FORMS OF EFFECTIVE 
CONTRACEPTION ONE MONTH BEFORE STARTING ISOTRETINOIN, WHILE TAKING 
ISOTRETINOIN, AND FOR ONE MONTH AFTER STOPPING ISOTRETINOIN UNLESS 
THEY ARE ABSOLUTELY ABSTINENT, NEVER HAVING SEX, OR HAVE HAD THEIR 
UTERUS OR WOMB REMOVED”. 
 
Storyboard P4 
“ISOTRETINOIN CAPSULES BREAK DOWN IN THE BODY AND THE MEDICINE 
ENTERS INTO THE BLOODSTREAM  
 
Storyboard P5 
“AND THE BLOOD IS CARRIED INTO THE PLACENTA WHERE IT REACHES THE 
UNBORN FETUS. 
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The medicine can cause severe birth defects.” 
 
Storyboard P6 
“It is highly possible that the unborn baby may die because the baby’s mother took isotretinoin.” 
 
Storyboard P7 
“If the fetus lives, as the fetus develops, several birth defects can begin to take place. 
 
These birth defects may be caused by taking isotretinoin during pregnancy”. 
 
Storyboard P8 
“One of these birth defects may be abnormal skull development”. “Use of isotretinoin during 
pregnancy may cause an under development or over development of the skull”. 
 
Storyboard P9 
“Development of the ears may also be affected”. “The ears may not fully develop if isotretinoin 
is used during pregnancy. The outer ear may be deformed and the ear canal may be very small or 
absent entirely causing deformity”. 
 
Storyboard P10 
“The eyes also may not develop fully”. 
“The eye socket may be very small or not develop at all causing facial deformity 
 
Storyboard P11 
“As face structure begins to form the fetus can have a flattening of the nose and a twisting of the 
mouth. These birth defects could happen from using isotretinoin during pregnancy”. 
 
Storyboard P12 
“The baby may also be born with a separation of the roof of the mouth and sometimes the lips 
which is known as a cleft palate”. 
 
Storyboard P13 
IN ADDITION TO THE VISIBLE DEFECTS, SEVERAL INTERNAL SERIOUS AND LIFE-
THREATENING BIRTH DEFECTS MAY DEVELOP IN THE HEART AND IN THE 
ENTIRE HEART AND BLOOD FLOW SYSTEM. 
 
One of these defects can include an abnormal heart that has the arteries and veins in the wrong 
position. 
 
Storyboard P14 
“The system that helps to fight infection may also be affected. One of the glands in this system - 
the thymus gland may not develop and the baby then would have trouble fighting infections.” “In 
addition, another gland -the parathyroid gland may not develop. The parathyroid gland helps the 
baby to form bones by controlling the amount of calcium in the body. 
 
Storyboard P15 
Brain and nervous system defects including an abnormal brain may occur…” OR AN 
UNDERDEVELOPMENT OF THE BRAIN. IT HAS ALSO BEEN REPORTED THAT SOME 
CHILDREN HAVE LOW IQ SCORES”. 
 
 

Reference ID: 3956479 



Storyboard P17 
In summary, taking isotretinoin during pregnancy can result in any or all of these birth defects: 
 
The skull may over- or under- develop. 
 
FACIAL DYSMORPHIA CAN OCCUR, CAUSING A FLATTENING OF THE NOSE AND 
DISTORTION OF FACIAL STRUCTURE. 
 
Enlargement of the brain may occur. 
 
Eye sockets may be very small or not develop at all. 
 
The brain can also under-develop. 
 
Ears may not fully develop. 
 
The thymus gland may not develop, affecting an infant’s ability to fight off disease. 
 
Abnormalities in the heart and entire cardiac system can be life threatening. 
 
A cleft palate may form. 
 
Storyboard P18 
UNLIKE THE BIRTH DEFECTS THAT ARE SEEN IN THE BABIES WHEN MOTHERS 
TAKE ISOTRETINOIN, THERE IS NO PATTERN OF BIRTH DEFECTS WHEN FATHERS 
TAKE ISOTRETINOIN. 
 
“But men who take isotretinoin should be careful in other ways.” Men might not realize that they 
should not donate blood during, and for a period of one month following, the end of their 
isotretinoin treatment”. 
 
Storyboard P19 
“As discussed earlier, isotretinoin is carried through the bloodstream and a pregnant woman 
could, unknowingly accept a blood transfusion from a man or a woman who took isotretinoin. 
The blood and medicine could then pass into the placenta possibly harming an unborn baby”. 
 
Therefore, it is extremely important that both men and women taking isotretinoin do not donate 
blood during treatment and for a period of at least one month following the end of their 
isotretinoin treatment. 
 
Storyboard P20 
“Neither men nor women should ever share their isotretinoin with another woman...” 
 
Storyboard P21 
“...BECAUSE OF THE RISK THAT SHE MAY BE PREGNANT.” 
 
“No one should ever share any medicine with anyone else, because the medicine may harm the 
other person.” 
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Black Box 
YOU MUST NOT BECOME PREGNANT WHILE TAKING ISOTRETINOIN, OR FOR ONE 
MONTH AFTER YOU STOP TAKING ISOTRETINOIN. 
 
Isotretinoin can cause severe birth defects in babies of women who take it while they are 
pregnant, even if they take isotretinoin for only a short time. 
 
There is an extremely high risk that your baby will be deformed or will die if you are 
pregnant while taking isotretinoin. Taking isotretinoin also increases the chance of miscarriage 
and premature births. 
 
Female patients will not get their first prescription for isotretinoin unless there is proof they have 
had two negative pregnancy tests. The first test must be done when your prescriber decides to 
prescribe isotretinoin. The second pregnancy test must be done during the first five days of the 
menstrual period right before starting isotretinoin therapy, or as instructed by your prescriber. 
Each month of treatment, you must have a negative result from a urine or serum pregnancy test. 
Female patients cannot get another prescription for isotretinoin unless there is proof that they 
have had a negative pregnancy test. 
 
 
WHILE YOU ARE TAKING ISOTRETINOIN, YOU MUST USE EFFECTIVE BIRTH 
CONTROL. YOU MUST USE 2 SEPARATE, EFFECTIVE FORMS OF BIRTH 
CONTROL AT THE SAME TIME FOR AT LEAST ONE MONTH BEFORE STARTING 
ISOTRETINOIN, WHILE YOU TAKE IT, AND FOR ONE MONTH AFTER YOU STOP 
TAKING IT. YOU CAN EITHER DISCUSS EFFECTIVE BIRTH CONTROL METHODS 
WITH YOUR PRESCRIBER OR GO FOR A FREE VISIT TO DISCUSS BIRTH CONTROL 
WITH ANOTHER PHYSICIAN OR FAMILY PLANNING EXPERT. YOUR PRESCRIBER 
CAN ARRANGE THIS FREE VISIT, WHICH WILL BE PAID FOR BY THE 
MANUFACTURER. 
 
You must use two separate forms of effective birth control because any method, including birth 
control pills and sterilization, can fail. There are only 2 reasons that you would not need to use 2 
separate methods of effective birth control: 
1. You have had your womb removed by surgery – a hysterectomy or 
2. You are absolutely certain you will not have genital-to-genital sexual contact with a male 
before, during and for one month after isotretinoin treatment. 
 
IF YOU HAVE SEX AT ANY TIME WITHOUT USING TWO FORMS OF 
EFFECTIVE BIRTH CONTROL, GET PREGNANT, OR MISS YOUR PERIOD, 
STOP USING ISOTRETINOIN AND CALL YOUR PRESCRIBER RIGHT AWAY. 
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VIDEO SCRIPT 

SCENE 1: ABSTINENCE 

FEMALE 1: I thought I was abstinent. I guess I didn’t know what abstinence really 

means. Now I do. 

ANNOUNCER: It’s important to know what abstinence means. Not having sex.  Not 

once, twice, or ever.  Just because you’re not having sex now, doesn’t mean you will 

have always be abstinent.  You’re only abstinent if you know you won’t be tempted to 

have sex. And this becomes especially important when you are taking a drug that may 

cause birth defects to your unborn baby. Think about it: Are you really abstinent? 

SCENE 2: UNPREPARED PREGNANCY 

FEMALE 2: I can’t believe I’m pregnant. It was just that one time. And I have been so 

careful.  This can’t be right. 

ANNOUNCER: You have to be sure if you are having sex at any time you can’t use any 

excuses. It doesn’t matter if your periods are irregular, or if you think you can’t get 

pregnant, or if you don’t have sex frequently. And if you are on a medication that could 

be harmful to your unborn baby, you need to be especially and extremely careful.  Once 

can be enough. 
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SCENE 3: WITHDRAWAL 

FEMALE 3: We used withdrawal for a long time.  But this time withdrawal just didn’t 

work. 

ANNOUNCER: Withdrawal is unreliable. Use effective birth control such as the 

contraceptive pill, diaphragm, condom, and if you are taking a medication that may cause 

birth defects to your unborn baby, use a combination of two. If you don’t like the pill, 

you have other options such as long lasting contraceptive implants, injectables, and  

intrauterine devices—IUDs.  Always practice safe birth control using reliable effective 

methods to avoid pregnancy. 

SCENE 4: BEING UNPREPARED 

FEMALE 4: This is so nice. (Thoughts of Female 4) I didn’t think this would happen.  I 

mean at least not tonight. I’m so surprised and unprepared. 

ANNOUNCER: Be prepared and protected. Think about it before hand.   You may have 

sex and you might get pregnant?  Don’t assume your partner will take responsibility. And 

if you are on a medication that may cause birth defects—think about your unborn baby.  

Be prepared and ready to use reliable effective forms of birth control. 
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SCENE 5: BIRTH CONTROL CAN FAIL 

FEMALE 5: I can’t believe this.  There’s a hole in my diaphragm.  What if I get
 

pregnant? What am I going to do?
 

ANNOUNCER: Your doctor or nurse can help you find out if you are really pregnant. If
 

you are, they can give you advice.  Always make sure your birth control is reliable and
 

effective.  And if you are on a drug that may cause birth defects, be sure you are doubly
 

protected.
 

If you have any questions you should speak to your doctor or nurse.  Carefully follow
 

instructions provided by your prescriber, and consult with them if you have any questions
 

about pregnancy, birth control, or your medical treatment.
 

[TYPE—NO VOICE]
 

Frame 1: 

Complete Contraceptive Certainty = Be prepared Be protected 

Frame 2: 

You have just seen five scenarios with the most common reasons women have unwanted 

or ill-timed pregnancies. 

Frame 3: 

If you are not being completely abstinent, then 

• Use birth control regularly 

• Use the most effective types of birth control 

• Be sure the method you choose is reliable 

• Be prepared and be protected 
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Frame 4: 

Brought to you as an educational service. 
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Patient Screens Inventory: 
 

 Common – Header and Footer  
 Patient Registration – from Public Home Page 
 Patient Home Page  
 Comprehension Questions 
 Contraception Information 
 Patient Information 
 About Isotretinoin  
 About iPLEDGE  
 Change Primary Prescriber 
 Find a Participating Pharmacy 
 Update My Information 
 My Program Status 
 FAQs/How To’s 
 Terms of Use 
 Safety Notice  
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Common – iPLEDGE Web page header/footer 
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Patient Registration from Public Home Page
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Patient Home Page for Patient in Program Status “Required to Demonstrate 
Comprehension” 
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Patient Home Page for Patient Not in Program Status “Required to 
Demonstrate Comprehension” 
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Patient – Comprehension Questions- Did not fill Rx in previous window
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Patient – Comprehension Questions
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Patient – Comprehension Questions - Abstinence pop-up message
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Patient – Comprehension Questions – (after patient closes pop-up, and selects 
Abstinence as primary method) – Abstinence Confirmation 

 
If the patient selects abstinence, they will not be allowed to select a second 
method of birth control.  
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Patient – Comprehension Questions - Patient Contraception and First Month 
Questions
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Patient – Comprehension Questions – Primary (First Time): 
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Patient – Comprehension Questions – Barrier/Primary (First Time): 
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Patient – Comprehension Questions – Primary (Subsequent): 
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Patient – Comprehension Questions – Barrier/Primary (Subsequent): 
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Comprehension Questions – Sample Question
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Patient – Comprehension Question - Correct Answer - SAMPLE: 
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Patient – Comprehension Question - Incorrect Answer - SAMPLE: 
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Patient – Comprehension Test Results- SAMPLE: 
Results:  Failed
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Patient – Comprehension Test Results- SAMPLE: 
Results:  Passed
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Patient – Contraception Information: 
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Patient – Patient Information
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Patient - About Isotretinoin
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Patient - About iPLEDGE
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Patient – Change Primary Prescriber
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Patient – Find a Participating Pharmacy
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Patient – Update My Information
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Patient – Update My Information – Change Password
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Patient – Update My Information – Change DOPS 
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Patient – Update My Information – Update Contact Information
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Patient – My Program Status
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Patient – FAQs/How To’s
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Patient – FAQs/How To’s 
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Patient – FAQs/How To’s 

  

Reference ID: 3956479 



    
Page 35 of 40 

Patient – FAQs/How To’s 
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Patient – FAQs/How To’s 
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Patient – FAQs/How To’s 
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Patient – FAQs/How To’s 
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Patient – iPLEDGE Terms of Use 
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Patient – Safety Notice

 

Reference ID: 3956479 



 

 
 

   
 

 
 

 
 

     
 

 
 

 
 

 
 

   
  

 
   

 
   

  
   

  
   

 

 

     

    

     

    

    

     
 

   
  

 

 

  
   

   
    

 

     
 

STEPS TO REQUEST AN EXEMPTION FOR FEMALE PATIENTS 
WITH SERIOUS MEDICAL REASONS 

Follow these steps to request an exemption from the iPLEDGE requirements for a female 
patient with serious medical reasons. 

NOTE: The intent of this form is to request an exemption from the iPLEDGE 
requirements for a non-pregnant patient with serious medical reason(s) who is 
unable to obtain an isotretinoin prescription by completing the requirements in 
the iPLEDGE Program at this time.  It is not intended to replace the 
requirements of the iPLEDGE Program.  

1.	 Complete a new Request for Exemption for Patients with Serious Medical 
Reasons form.  Print the completed form, sign and date. 

2.	 Fax the form (all pages) to 866-486-7001. 

Call 877-475-3345 if you need any assistance with the exemption request.  If an agent 
is not immediately available, please leave contact information and the call will be 
returned.  Please note that this phone number must only be used for requesting 
exemptions for patients with serious medical reasons. No other iPLEDGE 
questions or issues will be handled through this number. 

NOTE: This form MUST be filled out and signed by the requesting prescriber. All required 
information (*) must be provided.  Please FAX this completed form to 866-486-7001. 

*Prescriber ID "[click here and enter the prescriber's iPLEDGE ID]" 

*Prescriber Name "[click here and enter the prescriber's name]" 

*Patient ID "[click here and enter the patient's iPLEDGE ID]" 

*Patient Date of Birth "[click here and enter the patient's date of birth]" 

*Office Telephone Number "[click here and enter your telephone number]" 

* Office Fax Number "[click here and enter your fax number]" 

Forms received after 8PM Eastern Time will be processed on the next business day. 
Forms received after 8PM Eastern Time on a Friday will be processed the following 
Monday (or Tuesday, if Monday is a federal holiday). 

iPLEDGE
 
P.O. Box 29094
 

Phoenix, AZ 85038
 
Exemption Phone Number: 1-877-475-3345 


Exemption Fax Number: 1-866-486-7001 
iPLEDGE Call Center: 1-866-495-0654 Reference ID: 3956479 



                      

 
  

 
   

 
   

 
 

 
  

  
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
     

   
   

 
 

    

 

   

   

    

   

      
  

  
  
        

 

    

   

   
   
  
   
   

  

     

   

   
 

   
  
   

  

 

REQUEST FOR EXEMPTION 
FOR PATIENTS WITH 
SERIOUS MEDICAL REASONS 

Exemption Option 1 - Tanner Stage 1 or 2 

By selecting this option I attest that all of the following apply to this patient: 

•	 Classified as Tanner Stage 1 (pre-pubertal female) or Stage 2 (female who has not yet 
experienced menarche or breast development) 

•	 Not considered to be of reproductive potential 
•	 Not currently pregnant 
•	 I will evaluate this patient’s reproductive status while receiving isotretinoin and I will notify the 

iPLEDGE Program within 10 business days of any change in the patient’s reproductive status 

Exemption Option 2 - Expedite Start of Treatment 

By selecting this option I attest that all of the following apply to this patient: 

•	 Medical condition necessitates that she be exempt from the initial wait period 
•	 Not currently pregnant 
•	 Required to take monthly pregnancy tests 
•	 Required to successfully complete monthly comprehension testing 
•	 I understand that the patient will have 7 days to obtain her prescription from the date of the 

monthly pregnancy test specimen collection 

Exemption Option 3 – Cognitively and/or Physically Impaired 

By selecting this option I attest that all of the following apply to this patient: 

•	 Medical condition necessitates that she be exempt from the initial wait period and the monthly 
comprehension testing 

•	 Not currently pregnant 
•	 Required to take monthly pregnancy tests 
•	 I understand that the patient will have 7 days to obtain her prescription from the date of the 

monthly pregnancy test specimen collection 

Please make certain that you maintain medical documentation supporting the reason(s) for this 
exemption. The iPLEDGE program may require a copy. 

o	 The medical exemption process is governed by the iPLEDGE Non-Compliance 
Action Policy. Intentional misuse of the medical exemption process may result in 
Permanent Deactivation from the iPLEDGE program resulting in a permanent loss 
of isotretinoin prescribing privilege. 

o	 I attest that I am both qualified and have performed the necessary medical evaluation(s) 
to determine that the medical exemption is appropriate for this patient based on the 
iPLEDGE requirements. 

*Signature ________________________________________ 

*Date of Request ____________________ 

PLEASE FAX COMPLETED COPY TO 866-486-7001 

iPLEDGE
 
P.O. Box 29094
 

Phoenix, AZ 85038
 
1-866-495-0654
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Designee Registration Print Page 
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Prescriber Registration Print Page 
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Pharmacy Registration Print Page 
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You find a hole in your diaphragm after you 
had sex. You should: 

1. Forget about it since you were near your 
period. 

2. Call your doctor to see if you might need 
emergency birth control. 

For the iPLEDGE Program, diaphragms can 
be used with or without spermicide. 

1. True 

2. False 

After sex, your diaphragm should stay in place 
for: 

1. 24 hours or more. 
2. 2 to 4 hours 
3. At least 6 hours and up to 24 hours. 

You and your partner want to have sex a 
second time after you put in your diaphragm. 

You must: 

1. Put spermicide in your vagina again 
before you have sex. 

2. Have sex again without using more 
spermicide for up to 24 hours at a time. 

3. Take out your diaphragm and clean it 
before having sex again. 

Your gynecologist or family doctor needs to 
check how your diaphragm fits: 

1. Every time you have sex. 

2. Every 2 years or if you gain or lose 10 
pounds. 

3. Every 2 months. 

The diaphragm with spermicide can help  
prevent: 

1. Pregnancy 
2. The spread of HIV (AIDS) 

3. The spread of other sexually transmitted 
infections (STIs) 

I use my primary form of birth control exactly 
as prescribed and a cervical cap with 

spermicide as my second form.  I forgot my 
cap at home.  I would: 

1. Have sex anyway. 

2. Wait until I can use the cervical cap with 
spermicide. 

3. Have sex but use withdrawal. 

For the iPLEDGE Program cervical caps can 
be used with or without spermicide. 

1. True 

2. False 

If you use a lubricant with your cervical cap, it 
should be a water-based lubricant. 

1. True 

2. False 

You find a hole in your cervical cap after you 
had sex.  You should: 

1. Forget about it since you were near your 
period. 

2. Call your doctor to see if you might need 
emergency birth control. 

You and your partner want to have sex a 
second time after you put in your cervical cap. 

You do not need to put in more spermicide. 

1. True 

2. False 

After sex, your cervical cap should stay in 
place for: 

1. 24 hours. 
2. 4 to 8 hours. 
3. At least 6 hours and up to 48 hours. 
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The cervical cap with spermicide can help 
prevent: 

1. Pregnancy. 
2. The spread of HIV (AIDS) 

3. The spread of other sexually transmitted 
infections (STIs) 

I use my primary form of birth control exactly 
as prescribed and use a vaginal sponge as my 
second form.  I ran out of sponges tonight.  My 

partner and I would: 

1. Wait until I can buy more sponges or 
some other secondary form of birth control. 

2. Have sex anyway. 

3. Have sex but use withdrawal. 

I use my primary form of birth control exactly 
as prescribed, but I forgot to put in my vaginal 

sponge this one time.  I would: 

1. Not worry that I could have gotten 
pregnant. 

2. Worry that I may become pregnant, but 
do nothing. 

3. Call my doctor to talk about emergency 
birth control. 

The vaginal sponge can help prevent: 

1. The spread of HIV (AIDS) 

2. The spread of other sexually transmitted 
infections (STIs) 

3. Pregnancy 

You should insert your sponge: 

1. Any time during sex. 

2. Any time up to 30 hours before you have 
sex. 

3. Only when you remember. 

After sex, your sponge should stay in place 
for: 

1. 24 hours or more. 
2. 2 to 4 hours. 
3. At least 6 hours. 

If you and your partner want to have sex a 
second time after you put in your sponge: 

1. You must put spermicide in your vagina 
again before you have sex. 

2. You can have sex again without using a 
new sponge for up to 30 hours at a time. 

3. You must take out your sponge and out 
in a new one before having sex. 

I have been using the hormonal skin patch 
perfectly for over a year and have not gotten 

pregnant.  Why do I need another form of birth 
control now? 

1. Any form of birth control can fail. 

2. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

I have been using the hormonal skin patch, 
but I was 2 days late changing it.  I would: 

1. Not have sex for the rest of my cycle, but 
keep using the hormonal patch as 
prescribed. 

2. Have sex when I want to, my partner's 
condom is enough. 
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I am using the hormonal skin patch exactly as 
my doctor tells me.  I should not put it on: 

1. My upper outer arm. 
2. My stomach or upper body. 
3. My breasts. 

The hormonal skin patch works best when you 
change it every week as prescribed. 

1. True 

2. False 

You can get pregnant using the hormonal  
patch if: 

1. It becomes loose or falls off for more than 
24 hours. 

2. You leave the same hormonal patch on 
more than one week. 

3. Both 1 and 2. 

My hormonal vaginal ring slipped out and I did 
not replace it within 3 hours, I would: 

1. Not have sex for the rest of my cycle, but 
keep using the hormonal vaginal ring as 
prescribed. 

2. Have sex when I want to, my partner's 
condom with spermicide is enough. 

I have been using a hormonal vaginal ring for 
1 year and have not gotten pregnant.  Why do 

I need another form of birth control now? 

1. Any form of birth control can fail. 

2. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

I am using the hormonal vaginal ring as my 
primary form.  I can use it with which of the 

following barrier methods? 

1. Cervical cap with spermicide. 

2. Condom with or without spermicide. 

3. Diaphragm with spermicide. 

The hormonal ring works best when you 
change it on time every month, as prescribed. 

1. True 

2. False 

Pregnancy can happen when you are using a 
hormonal vaginal ring if: 

1. The unopened package containing the 
hormonal vaginal ring is put into direct 
sunlight or gets hot. 

2. It slips out of your vagina and you do not 
replace it within 3 hours. 

3. It does not stay in your vagina for 3 
weeks. 

4. You leave it in your vagina for more than 
3 weeks. 

5. All of these reasons. 

Reference ID: 3956479 



Page 10 of 13 
 

 

I have been getting hormone shots for 1 year 
and have not gotten pregnant.  Why do I need 

another form of birth control now? 

1. Any form of birth control can fail. 

2. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

You get hormone shots: 

1. Every 4 or 12 weeks, depending on the 
brand of the product. 

2. In your arm, belly, or buttocks. 
3. Both are true. 

You are using hormonal shots as your primary 
form of birth control, you should remember: 

1. You are not protected against HIV (AIDS) 

2. You need to see your doctor to get the 
hormonal shot 

3. They might delay your ability to get 
pregnant after you stop using hormonal 
shots. 

4. All of the above. 

One advantage of hormone shots is that they 
also protect against sexually transmitted 

infections (STIs). 

1. True 

2. False 

You have chosen hormone shots as your 
primary method of birth control.  Another 
acceptable form for you to use would be: 

1. Female condoms 
2. IUD Progesterone T 
3. Withdrawal 
4. None of the above 

You have received a prescription for 
isotretinoin from your doctor but have not had 

the prescription filled.  It is OK to have 
unprotected sex since you have had a 

negative pregnancy test. 

1. True 

2. False 

You check for the strings on your IUD, but 
cannot feel them.  You would: 

1. Not worry because you are also using a 
diaphragm with spermicide. 

2. Call your gynecologist. 

I have been using an IUD for 3 years and have 
not gotten pregnant.  Why do I need another 

form of birth control now? 

1. Any form of birth control can fail. 

2. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

Your IUD needs to be checked by your doctor: 
1. Within 3 months after you had it inserted. 
2. If you can feel the strings. 
3. If your weight stays the same. 
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You have chosen an IUD as your primary 
method of birth control.  Another acceptable 

form for you to use would be: 

1. Female condoms 
2. IUD Progesterone T 
3. Withdrawal 
4. None of the above 

I had tubal sterilization (my tubes tied) 5 years 
ago and have not gotten pregnant.  Why do I 

need another form of birth control now? 

1. Any form of birth control can fail, 
including tubal sterilization (having my tubes 
tied). 

2. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

My primary form of birth control is tubal 
sterilization (having my tubes tied).  I also 
need to use a secondary form or another 

primary form of birth control while I am taking 
isotretinoin: 

1. True 

2. False 

Important information to know about tubal 
sterilization (tying your tubes) is:  

1. Tubal sterilization (tying your tubes) does 
not protect against sexually transmitted 
infections (STIs). 

2. Tubal sterilization (tying your tubes) does 
not require surgery. 

3. It is easy to re-open the tubes. 

Tubal sterilization (tying your tubes) is a highly 
effective form of birth control and does not 

require use of another effective form of birth 
control while taking isotretinoin: 

1. True 

2. False 

You have chosen tubal sterilization (tying your 
tubes) as your primary method of birth control.  
Another acceptable form for you to use would 

be: 

1. Female condoms 
2. IUD Progesterone T 
3. Withdrawal 
4. None of the above 

My only partner had a vasectomy 5 years ago 
and I have not gotten pregnant.  Why do I 
need another form of birth control now? 

1. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

2. Any form of birth control can fail. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

My primary form of birth control is my only 
partner’s vasectomy.  I also need to use a 
secondary form or another primary form of 
birth control while I am taking isotretinoin. 

1. True 

2. False 
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Important information to know about your 
partner's vasectomy is: 

1. Your partner's vasectomy does not 
protect against sexually transmitted 
infections (STIs). 
2. Your partner's vasectomy does not 
require surgery. 

3. It is easy to open the tubes again if your 
partner wants a child later. 

Your partner's vasectomy is a highly effective 
form of birth control and does not require use 
of another effective form of birth control while 

taking isotretinoin: 

1. True 

2. False 

You have chosen your partner's vasectomy as 
your primary method of birth control.  Another 

acceptable form for you to use would be:  

1. Female condoms 
2. IUD Progesterone T 
3. Withdrawal 
4. None of the above 

I have had implanted hormones for 2 years 
and have not gotten pregnant.  Why do I need 

another form of birth control now? 

1. Using two forms of birth control all the 
time drastically reduces the chance that you 
will get pregnant. 

2. Any form of birth control can fail. 

3. Most female patients who got pregnant 
during isotretinoin treatment were using 
only 1 form of birth control. 

4. All of these. 

My primary form of birth control is implanted 
hormones.  I also need to use a secondary 
form or another primary form of birth control 

while I am taking isotretinoin. 

1. True 

2. False 

My implantable hormone will only be effective 
through the first month while I am taking 

isotretinoin, after that I only need to use one 
effective form of birth control for the rest of my 

treatment. 

1. True 

2. False 

You have chosen implantable hormones as 
your primary method of birth control.  Another 

acceptable form for you to use would be:  

1. Female condoms 
2. IUD Progesterone T 
3. Withdrawal 
4. None of the above 

Abstinence means no sex at all, 24 hours a 
day, 7 days a week. 

1. True 
2. False 

One of the most common causes of 
unplanned pregnancy is not being able to 

avoid sex. 

1. True 

2. False 
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You planned not to have sex while taking 
isotretinoin, so you do not use any birth 

control.  If you decide to have sex, you need 
to: 

1. Work with your doctor to develop a plan 
to go on birth control before having sex. 

2. Stop having sex until you use your new 
birth control form for at least 1 month and 
have a negative pregnancy test. 

3. Start using three forms of effective birth 
control, just to be sure. 

4. 1 and 2 are correct. 

Isotretinoin is not recommended if you do not 
follow the birth control requirements of the 

iPLEDGE Program. 

1. True 

2. False 

Important information to know about birth  
control pills is: 

1. You cannot get pregnant while using birth 
control pills even if you skip pills. 

2. Birth control pills do not protect against 
sexually transmitted infections (STIs) or HIV 
(AIDS) 

3. There are no side effects from using birth 
control pills. 

The male condom can help prevent: 

1. Pregnancy. 
2. The spread of HIV (AIDS) 

3. The spread of other sexually transmitted 
infections (STIs) 

4. All of the above. 

For 1 month after your last dose, you must use 
2 effective forms of birth control together all 

the time. 

1. True 

2. False 
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[Name of Manufacturer] 

{Product Name and Generic Designation} Wholesaler to Wholesaler Shipment Request Form 

REQUESTING PARTY INFORMATION: (Please print or type)
 

Requester Name: ____________________________________________________Telephone: _______________
 

E-Mail Address: _______________________________________________ Date of Request: ________________
 

Wholesaler Name: _______________________________________________ DEA: _______________________
 

Address: _____________________________________City:________________State:_________Zip:__________
 

Requesting Party represents and warrants that the Receiving Party listed below is registered with the iPLEDGE Program. 

Requester Signature: ________________________________________ Date: ____________________________ 

RECEIVING PARTY INFORMATION 
Wholesaler Name: ______________________________________________ DEA: ________________________ 

Address: ______________________________________City:______________State:_________Zip:___________ 

Ship to Address: _________________________________City: _________________State: ______Zip: ________ 

MANUFACTURER’S CONSENT 

Shipments of [Product Name and Generic Designation] between wholesalers* must be in compliance with 
the iPLEDGE Program. Labeling for [Product Name] states that wholesalers registered in the iPLEDGE Program may 
only ship to other registered wholesalers with prior written consent from the manufacturer. Pursuant to the labeling for 
[Product Name], the authorized signature below shall serve as written consent from the manufacturer provided that 
the requesting and receiving party’s registration is verified prior to each shipment. Registration will be verified by 
[Manufacturer Name] upon receipt of shipment request. 

*The term wholesaler refers to a wholesaler and each of its individual distribution centers, a distributor and each of its 
individual distribution centers, and/or each warehousing chain pharmacy distribution center. 

[Name of Manufacturer]
 

By: _____________________________________________________Title: _________________________________
 

Print Name: ______________________________________________Date: _________________________________
 

Please return completed forms to [Insert Appropriate Information Including Fax Number, Email URL, Telephone 
Number, etc.] 

Please note that this approval is for a one time shipment.  Further shipments require consent from 
[Manufacturer]. 
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Wholesaler Registration Letter 

Dear wholesaler or chain drug executive, 
 
The iPLEDGE Program requires annual registration of all wholesalers distributing isotretinoin. For the 
purposes of the iPLEDGE Program, the term wholesaler refers to a wholesaler and each of its individual 
distribution centers, a distributor and each of its individual distribution centers, and/or each warehousing 
chain pharmacy distribution center.  
 
A Registration Form is enclosed with this letter.  
 
Key Elements of the iPLEDGE Program, Which Relate to Your Business Practices:  
 
• The program covers all isotretinoin products (brand and generic)  
• To be registered, each wholesaler must agree to meet all iPLEDGE requirements for wholesale 

distribution of isotretinoin products by completing the enclosed agreement  
• Wholesalers registered in the iPLEDGE Program will only ship isotretinoin to:  
 Wholesalers registered in the iPLEDGE Program with prior written consent from the 

manufacturer, or  
 Pharmacies registered with and activated in the iPLEDGE Program 

• The registration of wholesalers that do not abide by the terms of the agreement will be revoked after 
an investigation process, and manufacturers of FDA-approved isotretinoin products will not continue 
to provide them with isotretinoin for distribution 

• Registration in the iPLEDGE Program expires in 12 months and requires re-registration annually.  
 
To Register in the iPLEDGE Program, Mail the Completed Agreement to:  
 
iPLEDGE Program 
P.O. Box 29094 
Phoenix, AZ 85038 
 
OR  
 
Fax the completed form, using the following iPLEDGE fax number: 1-866-495-0660  
 
We thank you for your support in complying with the iPLEDGE Program.  
 
Sincerely, 

  

 
 

 
 

   

Ashish Anvekar 
Senior Director, Brand 
Ranbaxy Laboratories, Inc. 

Kishore Gopu 
Director, REMS   
Teva Pharmaceuticals USA 

John Franolic, Ph.D. 
Vice President of Regulatory Affairs 
VersaPharm Incorporated 

Eric H. Davis, M.D. 
Director, Medical Services 
Global Product Safety & Risk Management 
Mylan Pharmaceuticals 

Karin Greenberg, Pharm.D., BCPS 
Sr. Director and Global Head of Pharmacovigilance  
Dr. Reddy’s Laboratories, Inc. 
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Wholesaler Registration (continued) 

 

SAFETY NOTICE  

Isotretinoin must not be used by female patients who are or may become pregnant. There is an 
extremely high risk that severe birth defects will result if pregnancy occurs while taking 
isotretinoin in any amount, even for a short period of time. Potentially any fetus exposed during 
pregnancy can be affected. There are no accurate means of determining whether an exposed fetus 
has been affected. Because of this toxicity, isotretinoin can only be marketed under a special 
restricted distribution program. This program is called iPLEDGE ™. Under this program, 
prescribers must be registered and activated with the iPLEDGE Program and can prescribe 
isotretinoin only to registered patients who meet all the requirements of iPLEDGE. Isotretinoin 
can be dispensed only by a pharmacy registered and activated with iPLEDGE. Registered and 
activated pharmacies can only receive isotretinoin from wholesalers registered with iPLEDGE. 
  
Patients on isotretinoin have been known to become depressed or to develop other serious mental 
health problems. Some people have had thoughts of hurting themselves or putting an end to their 
own lives. Some people tried to end their own lives and some have ended their own lives. There 
have been reports that people on isotretinoin were aggressive or violent. No one knows if 
isotretinoin caused these problems or behaviors, or if they would have happened even if the 
person did not take isotretinoin.  
 
Isotretinoin use has been associated with pseudotumor cerebri, a condition caused by increased 
pressure on the brain. This condition may occur more often in patients also taking tetracycline. 
Patients should be aware of other serious side effects, including problems with the skin, 
pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, 
or red and white blood cells. The most common, less serious adverse events include dry skin, 
chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients should be advised 
about these adverse events and routinely monitored by a doctor during treatment with 
isotretinoin. 
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Wholesaler Registration Form On Behalf of the Wholesaler Listed Below, I Acknowledge 
That: 

For the purpose of the iPLEDGE Program, the term wholesaler refers to a wholesaler and each of 
its individual distribution centers, a distributor and each of its individual distribution centers, 
and/or each warehousing chain pharmacy distribution center. To distribute isotretinoin, 
wholesalers must be registered with the iPLEDGE Program and agree to meet all iPLEDGE 
Program requirements for wholesaler distribution of isotretinoin products. Wholesalers must 
register with the iPLEDGE Program by signing and returning this agreement that affirms they 
will comply with all iPLEDGE Program requirements for distribution of isotretinoin. The 
registration of wholesalers that do not abide by the terms of the agreement will be revoked after 
an investigation process, and manufacturers of FDA approved isotretinoin products will not 
continue to provide them with isotretinoin for distribution. Each distribution center operated by a 
wholesaler must register if they are to distribute isotretinoin. These requirements include:  

• Registering prior to distributing isotretinoin and registering annually thereafter 
• Distributing only FDA approved isotretinoin product obtained directly from the 

isotretinoin manufacturers (or delegate) or another registered wholesaler 
• Beginning November 1, 2005 only ship isotretinoin to: 

 Wholesalers registered in the iPLEDGE Program with prior written consent 
from the manufacturer, or 

 Pharmacies licensed in the US and registered and activated in the iPLEDGE 
Program 

• Notifying immediately the isotretinoin manufacturer (or delegate) of any 
nonregistered and/or nonactivated pharmacy or unregistered wholesaler that attempts 
to order isotretinoin 

• Complying with inspection of wholesaler records by the isotretinoin manufacturer (or 
delegate) for verification of compliance with the iPLEDGE Program 

• Returning to the manufacturer (or delegate) any undistributed product if registration 
is revoked by the iPLEDGE Program or if the wholesaler chooses to not reregister 
annually. 

An agreement must be completed for each distributor center. 

I am authorized to execute this agreement on behalf of the wholesaler (and its distribution 
centers, if applicable) 
 

Wholesaler Name _________________________________________________________ 

iPLEDGE Program 
P.O. Box 29094 
Phoenix, AZ 85038 
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     (Type or Print) 

Distribution Center’s DEA# ________________________________________________ 

Distribution Center’s Address _______________________________________________ 

Distribution Center’s City __________________________________________________ 

Distribution Center’s State __________ Distribution Center’s ZIP __________________ 

Distribution Center’s Phone Number __________________________________________ 

Distribution Center’s Fax Number ____________________________________________ 

Authorized Representative __________________________________________________ 
       (Print First, MI, Last) 

Title ___________________________________________________________________ 

E-mail Address for Key Contact   ____________________________________________ 

E-mail Address for Pharmacy Eligibility File Delivery*___________________________ 

Authorized Representative’s Signature ________________________________________ 

Date ______/______/______ 
          Month          Day             Year 

*The list of registered and activated pharmacies will be e-mailed to this address daily. 

 

This agreement expires 12 months from agreement date. Annual registration is required. 
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www ipledgeprogram.com        1-866-495-0654 

Wholesaler Product Return Letter 

Isotretinoin Return Customer Instruction Guide - Wholesaler  

Wholesaler Name  
Address 1  
Address 2  
City, State Postal Code  
 
Dear Wholesaler:  
 
You are no longer registered in the iPLEDGE Program for the following reason:  
  

• Your facility is closing, and will no longer be a wholesaler in the iPLEDGE Program.  
 
Therefore, you are required to return all isotretinoin inventories in stock effective immediately.  
 
This action is pursuant to the FDA approval of the iPLEDGE Program through the special 
restricted distribution program. If you have questions about your status in the iPLEDGE Program, 
please call 1-866-495-0654 or visit www.ipledgeprogram.com for more information.  
 
Action required by a wholesaler no longer registered in the iPLEDGE Program:  

• Immediately remove all isotretinoin from your stock.  
• If you have isotretinoin inventory, please call 1-866-495-0654 for further instructions on 

returning this product to the manufacturer.  
 
 
Sincerely,  
 
 
 
iPLEDGE Program 
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www ipledgeprogram.com        1-866-495-0654 

Wholesaler Product Return Letter (continued) 

SAFETY NOTICE  

Isotretinoin must not be used by female patients who are or may become pregnant. There is an 
extremely high risk that severe birth defects will result if pregnancy occurs while taking 
isotretinoin in any amount, even for a short period of time. Potentially any fetus exposed during 
pregnancy can be affected. There are no accurate means of determining whether an exposed fetus 
has been affected. Because of this toxicity, isotretinoin can only be marketed under a special 
restricted distribution program. This program is called iPLEDGE. Under this program, 
prescribers must be registered and activated with the iPLEDGE Program and can prescribe 
isotretinoin only to registered patients who meet all the requirements of iPLEDGE. Isotretinoin 
can be dispensed only by a pharmacy registered and activated with iPLEDGE. Registered and 
activated pharmacies can only receive isotretinoin from wholesalers registered with iPLEDGE.  
 
Patients on isotretinoin have been known to become depressed or to develop other serious mental 
health problems. Some people have had thoughts of hurting themselves or putting an end to their 
own lives. Some people tried to end their own lives and some have ended their own lives. There 
have been reports that people on isotretinoin were aggressive or violent. No one knows if 
isotretinoin caused these problems or behaviors or if they would have happened even if the 
person did not take isotretinoin.  
 
Isotretinoin use has been associated with pseudotumor cerebri, a condition caused by increased 
pressure on the brain. This condition may occur more often in patients also taking tetracycline. 
Patients should be aware of other serious side effects, including problems with the skin, 
pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, 
or red and white blood cells. The most common, less serious adverse events include dry skin, 
chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients should be advised 
about these adverse events and routinely monitored by a doctor during treatment with 
isotretinoin.  
 
 

 
 

iPLEDGE, an enhanced pregnancy risk management program designed to minimize fetal exposure to isotretinoin, has been approved by the FDA through a special 
restricted distribution program  
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FDA REMS Submission  

 
Prescriber Screens Inventory 

 
 

iPLEDGE Program 
 
 
 

Revised: May 2016 
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Prescriber Screens Inventory: 
 

 Common – Header and Footer  
 Prescriber Registration – from Prescriber Home Page  
 Prescriber Home Page 
 Prescriber Home Page (Alternate) 
 Prescriber Activation 
 Register New Patient 

 FRP 
 FNRP 
 Confirm FNRP 

 MALE 
 Confirm MALE 

 About Isotretinoin 
 About iPLEDGE 
 Manage Patients 

 Program Status Descriptions by Patient Type (info button) 
 Edit Patient Demographics Button 
 Confirm Patient Counseling Button – FRP/FNRP 
 Edit Patient Contraception Button 
 Post-therapy Pregnancy Test Button 
 Check Patient Status Button – FRP/FNRP 
 Re-Register Patient Button 
 FRP 
 FNRP 
 MALE 

 Change Patient Type Button 
 FRP 
 FNRP 

 Discontinue Patient Button 
 Report Pregnancy Button 

 Prescriber Information 
 Order Materials 
 Update My Information 

 Edit Prescriber Demographics 
 Change DOPS 
 Change Password 

 Accept Patient 
 Manage Delegates/Designees 
 My Program Status 
 Find a Participating Pharmacy 
 FAQs/How To’s 
 Action Required List 
 Terms of Use 
 Safety Notice 
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Common – iPLEDGE Web page header/footer 
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Prescriber Registration – For Prescribers (Button) from Public Home Page
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Prescriber Home Page – Activated Prescriber not within 30 days of 
expiration. 
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Prescriber Home Page – Prescriber in Program Status “Registered” or 
activated Prescriber whose activation expires within 30 days. 
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Prescriber - Prescriber Activation
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Prescriber - Prescriber Activation - Compliance Notice
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Prescriber - Prescriber Activation Complete
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Prescriber - Register New Patient
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Prescriber - Register New Patient – FRP
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Prescriber - Register New Patient – FRP
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Prescriber - Register New Patient – FRP
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Prescriber - Register New Patient – FRP
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Prescriber - Register New Patient – FRP – Patient not unique
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Prescriber - Register New Patient – FRP
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Prescriber - Register New Patient – FRP 
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Prescriber – Register New Patient - FNRP
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Prescriber - Register New Patient – FNRP – Acknowledgement
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Prescriber - Register New Patient – FNRP – Determine Patient Category 
Question 1 of 3  
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Prescriber - Register New Patient – FNRP – Determine Patient Category 
Question 2 of 3
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Prescriber - Register New Patient – FNRP – Determine Patient Category 
Question 3 of 3

  

Reference ID: 3956479 



    
Page 23 of 151 

Prescriber - Register New Patient – FNRP – Review Patient Category – 
System determines patient is FNRP
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Prescriber - Register New Patient – FNRP – Patient Information
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Prescriber - Register New Patient – FNRP – Patient Information
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Prescriber - Register New Patient – FNRP – Patient Information Review
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Prescriber - Register New Patient – FNRP – Patient Identification Number
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Prescriber - Register New Patient – FNRP – Finish
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Prescriber - Register New Patient – FNRP – Continue option to confirm 
FNRP

  

Reference ID: 3956479 



    
Page 30 of 151 

Prescriber - Register New Patient – FNRP – Confirm FNRP complete
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Prescriber - Register New Patient – FNRP – Review Patient Category – 
System determines patient is FRP 
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Prescriber - Register New Patient – FNRP – Request FNRP Status
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Prescriber - Register New Patient – MALE
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Prescriber - Register New Patient – MALE – Patient Information
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Prescriber - Register New Patient – MALE – Patient Information
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Prescriber - Register New Patient – MALE – Patient Information Review
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Prescriber - Register New Patient – MALE – Patient Uniqueness – Override 
Code
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Prescriber - Register New Patient – MALE – Identification Number Entry
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Prescriber - Register New Patient – MALE – Finish
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Prescriber - Register New Patient – MALE – Continue to Confirm after 
Finish
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Prescriber - Register New Patient – MALE – Confirm complete
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Prescriber – About Isotretinoin
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Prescriber – About iPLEDGE
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Prescriber - Manage Patients
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Prescriber - Manage Patients – Request Exemption button
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Prescriber - Manage Patients – Request Exemption Option Selected
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Prescriber - Manage Patients – Report Tanner Stage Change button 
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Prescriber - Manage Patients – Status Column – Red info button - SAMPLE
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Prescriber - Manage Patients – Edit Patient Demographics Button
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP - 
Confirm
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP - 
Contraception
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP - 
Abstinence selected as Primary – Message
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP - 
Abstinence selected as Primary – Confirmation of Important Message  

 
A secondary method will not be allowed to be entered if abstinence is selected 
as the primary method.  
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP - 
Did not fill Rx in previous window – Message
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP – 
Pregnancy Result
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP – 
Pregnancy Result (after closing of popup message)  
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Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP – 
Pregnancy Result (after confirming receipt of laboratory test) 

  

Reference ID: 3956479 



    
Page 58 of 151 

Prescriber - Manage Patients – Confirm Patient Counseling Button – FRP - 
Finish

  

Reference ID: 3956479 



    
Page 59 of 151 

Prescriber - Manage Patients – Confirm Patient Counseling Button – Male - 
Confirm
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Prescriber - Manage Patients – Confirm Patient Counseling Button - Male - 
Finish
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Prescriber - Manage Patients – Edit Patient Contraception Button 
Patient is in Window 1, or previous prescription window contraception 
selection is non-Abstinence. 
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Prescriber - Manage Patients – Edit Patient Contraception Button 
Patient’s previous prescription window contraception selection is Abstinence. 
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Prescriber - Manage Patients – Post-therapy Pregnancy Test Button – 
Specimen Collection Date
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Prescriber - Manage Patients – Post-therapy Pregnancy Test Button – 
Pregnancy Test Type
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Prescriber - Manage Patients – Post-therapy Pregnancy Test Button - Enter 
Post-therapy Pregnancy Test Results - Finish
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Prescriber - Manage Patients – Check Patient Status Button – FRP
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Patient Program Status Screen – More Information
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Prescriber - Manage Patients – Check Patient Status Button – FRP – Patient 
with expired Rx window
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Prescriber - Manage Patients – Check Patient Status Button – Male/FNRP
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Prescriber - Manage Patients – Re-Register Patient Button
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Prescriber - Manage Patients – Re-Register Patient Button – Patient linked to 
a different Prescriber
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Prescriber - Manage Patients – Re-Register Patient Button – FRP

  

Reference ID: 3956479 



    
Page 73 of 151 

Prescriber - Manage Patients – Re-Register Patient Button – FRP – In-Office 
Pregnancy Test Results
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Prescriber - Manage Patients – Re-Register Patient Button – FRP – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – FRP – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – FRP – Patient 
Information Review
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Prescriber - Manage Patients – Re-Register Patient Button – FRP – Finish
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – 
Determine Patient Category
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – 
Determine Patient Category – Question 1 of 3 
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – 
Determine Patient Category – Question 2 of 3  
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – 
Determine Patient Category – Question 3 of 3  
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – System 
determines Patient Category as FRP 
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Prescriber - Manage Patients – Re-Register Patient Button – Request FNRP 
Status
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Patient 
Information Review
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Prescriber - Manage Patients – Re-Register Patient Button – Request FNRP 
Status – Finish
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – System 
determines Patient Category as FNRP 
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Patient 
Information Review
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Prescriber - Manage Patients – Re-Register Patient Button – FNRP – Finish
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Prescriber - Manage Patients – Re-Register Patient Button – MALE
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Prescriber - Manage Patients – Re-Register Patient Button – MALE – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – MALE – Patient 
Information
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Prescriber - Manage Patients – Re-Register Patient Button – MALE – Patient 
Information Review
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Prescriber - Manage Patients – Re-Register Patient Button – MALE – Finish
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Prescriber - Manage Patients – Change Patient Type Button – Change to FRP
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Prescriber - Manage Patients – Change Patient Type Button – Change to FRP 
– No PT Results
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Prescriber - Manage Patients – Change Patient Type Button – Change to FRP 
– No PT Results – Finish
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Prescriber - Manage Patients – Change Patient Type Button – Change to FRP 
– Negative Pregnancy Test Results
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Prescriber - Manage Patients – Change Patient Type Button – Change to FRP 
– Negative PT Results – Finish
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP

  

Reference ID: 3956479 



    
Page 105 of 151 

Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP – Determine Patient Category
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP – Determine Patient Category – Question 1 of 3 
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP – Determine Patient Category – Question 2 of 3 
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP – Determine Patient Category – Question 3 of 3 
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP – Determine Patient Category – Review 
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
FNRP – Determine Patient Category – Review 
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Prescriber - Manage Patients – Change Patient Type Button – Change to 
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Designee Screens Inventory: 

The following are Designee specific screens and shared Designee and Prescriber screens. Only 
the initial screen display of the shared Designee and Prescriber screens are included here; 
complete screen sequences are listed under the Prescriber Screen Inventory document. 

 Common – Header and Footer 
 Designee Home Page 
 Designee Activation - Compliance Notice 
 Designee Activation Complete 
 Designee Acting on Behalf of Prescriber - Verification 
 Designee Acting on Behalf of Prescriber – Register New Patient* 
 About Isotretinoin 
 About iPLEDGE 
 Designee Acting on Behalf of Prescriber – Manage Patients* 
 Prescriber Information 
 Designee Acting on Behalf of Prescriber – Order Materials 
 Update My Information – (Designee Change Password and Change DOPS) 
 Designee Acting on Behalf of Prescriber – Update My Information (Prescriber) 
 Designee Acting on Behalf of Prescriber – Accept Patient 
 Designee Acting on Behalf of Prescriber – Manage Delegates/Designees* 
 My Program Status – (Designee) 
 Find a Participating Pharmacy 
 FAQs/How To’s* 
 Designee Acting on Behalf of Prescriber – Action Required List 
 Terms of Use 
 Safety Notice 

*See additional feature web pages under Prescriber Web Pages 
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Common – iPLEDGE Web page header/footer
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Designee Home Page:
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Designee Activation - Compliance Notice
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Designee Activation Complete
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Designee Acting on Behalf of Prescriber - Selected Prescriber Verification
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Designee Acting on Behalf of Prescriber – Register New Patient
 

Page 8 of 25
 

Reference ID: 3956479
 



    
   

    

 
  

Designee – About Isotretinoin
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Designee – About iPLEDGE 
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Designee Acting on Behalf of Prescriber – Manage Patients
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Designee – Prescriber Information
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Designee – Order Materials
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Designee – Update My Information
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Designee – Update My Information – Change Password
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Designee – Update My Information – Change DOPS
 

Page 16 of 25
 

Reference ID: 3956479
 



    
   

    
   

 
  

Designee Acting on Behalf of Prescriber – Update Contact Information - Edit 

Prescriber Demographics 
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Designee Acting on Behalf of Prescriber – Accept Patient
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Designee Acting on Behalf of Prescriber – Manage Delegates/Designees 
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Designee - My Program Status  
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Designee – Find a Participating Pharmacy 
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Designee – FAQs/How To’s
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Designee – Action Required List
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Designee – iPLEDGE Terms of Use
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Designee – Safety Notice
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Public and Common Screens Inventory: 

 Common – Header and Footer  
 Public – Home Page  
 Public – Office Staff Designee Registration - New Page 
 Patient Information 
 About Isotretinoin  
 About iPLEDGE  
 Prescriber Information 
 Find a Participating Pharmacy 
 FAQs 
 Terms of Use 
 Safety Notice  
 Forgot Password?  link 
 User login timed out  
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Public Home Page
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Common – Patient Information
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Public – Prescriber Information
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Public – FAQs/How To’s
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Pharmacy Screens Inventory: 

 Common – Header and Footer  
 Pharmacy Registration – from Public Home Page 
 Pharmacy Home Page – Suspended Pharmacy Login 
 Pharmacy Home Page – Registered or Activated Pharmacy whose activation expires 

within 30 days. 
 Pharmacy Home Page – Activated Pharmacy not within 30 days of expiration.  
 Activate Pharmacy Registration 
 Pharmacy Information 
 About Isotretinoin  
 About iPLEDGE  
 Fill Prescription – Prescription fill denial 
 Fill Prescription – Confirm Patient 
 Fill Prescription – Request Authorization 
 Fill Prescription – Authorized 
 Reverse Prescription 
 Reverse Prescription – Forgot RMA?  Link 
 Reverse Prescription – Verify RMA 
 Reverse Prescription – Reversed 
 Find a Patient  
 Find Wholesaler  
 My Program Status 
 Order Materials 
 Update My information 
 Find a Participating Pharmacy 
 FAQs/How to’s 
 Terms of Use 
 Safety Notice  
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Common – iPLEDGE Web page header/footer 
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Pharmacy Registration – For Responsible Site Pharmacists (Button) from 
Public Home Page
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Pharmacy Home Page – Suspended Pharmacy log in
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Pharmacy Home Page - Pharmacy in Program Status “Registered” or 
activated Pharmacy whose activation expires within 30 days. 
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Pharmacy Home Page  - Activated Pharmacy not within 30 days of expiration. 
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Pharmacy - Activate Pharmacy Registration (1 of 2) 
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Pharmacy - Activate Pharmacy Registration (2 of 2) 
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Pharmacy - Pharmacy Information  
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Pharmacy – Find a Patient – NEW Menu item 
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Pharmacy – Find a Patient – NEW Screen 

   

Reference ID: 3956479 



    
Page 25 of 40 

Pharmacy – Find Wholesaler
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