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Acutane (Isotretinoin) 
 

Acutane is indicated for the treatment of severe recalcitrant nodular acne. Nodules are inflammatory 
lesions with a diameter of 5 mm or greater. The nodules may become suppurative or hemorrhagic. 
"Severe," by definition, means "many" as opposed to "few or several" nodules. Because of significant 
adverse effects associated with its use, isotretinoin should be reserved for patients with severe nodular 
acne who are unresponsive to conventional therapy, including systemic antibiotics. In addition, 
isotretinoin is indicated only for those female patients who are not pregnant, because isotretinoin can 
cause severe birth defects. 
 
A single course of therapy for 15 to 20 weeks has been shown to result in complete and prolonged 
remission of disease in many patients. If a second course of therapy is needed, it should not be 
initiated until at least 8 weeks after completion of the first course, because experience has shown that 
patients may continue to improve while off isotretinoin. The optimal interval before retreatment has 
not been defined for patients who have not completed skeletal growth. 
 

Special Prescribing Requirements 
Because of isotretinoin's teratogenicity and to minimize fetal exposure, isotretinoin is approved for 
marketing only under a special restricted distribution program approved by the Food and Drug 
Administration. This program is called iPLEDGE®. Isotretinoin must only be prescribed by prescribers 
who are registered and activated with the iPLEDGE Program. Isotretinoin must only be dispensed by a 
pharmacy registered and activated with iPLEDGE, and must only be dispensed to patients who are 
registered and meet all the requirements of iPLEDGE. 
 

Contraindications and Warnings 
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 short periods 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. 
 
If pregnancy does occur during treatment of a female patient who is taking isotretinoin, isotretinoin 
must be discontinued immediately and she should be referred to an Obstetrician-Gynecologist 
experienced in reproductive toxicity for further evaluation and counseling. 
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iPLEDGE: 
If you are being prescribed Accutane you must complete The iPLEDGE Program: 
 
The iPLEDGE Program is a computer-based risk management program designed to further the public 
health goal to eliminate fetal exposure to isotretinoin through a special restricted distribution program 
approved by the FDA. The program strives to ensure that: 

• No female patient starts isotretinoin therapy if pregnant 

• No female patient on isotretinoin therapy becomes pregnant 
 

This enhanced program is a SINGLE pregnancy risk management program for prescribing and 
dispensing all isotretinoin products (brand and generic products). The iPLEDGE Program requires 
registration of all wholesalers distributing isotretinoin, all healthcare professionals prescribing 
isotretinoin, all pharmacies dispensing isotretinoin, and all male and female patients prescribed 
isotretinoin. This program is designed to create a verifiable link between the negative pregnancy test 
and the dispensing of the isotretinoin prescription to the female patient of reproductive potential. The 
iPLEDGE Program requires that all patients meet qualification criteria and monthly program 
requirements. Before the patient receives his/her isotretinoin prescription each month, the prescriber 
must counsel the patient and document in the iPLEDGE Program system that the patient has been 
counseled about the risks of isotretinoin. 
 
There are also additional qualification criteria and monthly requirements for female patients of 
reproductive potential. 
 
Female Patients: 
As part of the ongoing risk management of isotretinoin products, it is crucial that a female of 
reproductive potential selects and commits to use two methods of effective contraception 
simultaneously for one month before, during, and for one month after isotretinoin therapy. She must 
have 2 negative urine or blood (serum) pregnancy tests with a sensitivity of at least 25 mIU/ml before 
receiving the initial isotretinoin prescription. The first pregnancy test is a screening test and can be 
conducted in the prescriber's office. The second pregnancy test must be done in a CLIA-certified 
laboratory according to the package insert. Each month of therapy, the patient must have a negative 
result from a urine or blood (serum) pregnancy test conducted by a CLIA-certified laboratory prior to 
receiving each prescription. 
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Each month, the prescriber must enter the female patient's pregnancy results and the 2 methods of 
contraception she has been using in the iPLEDGE Program system. The iPLEDGE Program system 
verifies that all criteria have been met by the prescriber, patient, and pharmacy prior to granting the 
pharmacy authorization to fill and dispense isotretinoin. The pharmacist must obtain authorization 
from the iPLEDGE Program system via the internet (www.ipledgeprogram.com), telephone (1-866-495-
0654) or through electronic telecommunication verification (via submission of an isotretinoin 
prescription claim) prior to dispensing each isotretinoin prescription for both male and female patients. 
 
iPLEDGE toll free phone number: 1-866-495-0654 
 
I agree to fully participate in the iPLEDGE Program. I understand and agree that all services rendered 
will be charged directly to me, and I am personally responsible for payment. I further agree that in the 
event of non-payment, to bear the cost of collection, and/or court costs and reasonable legal fees, 
should they be required. By signing below, I acknowledge that I have read the foregoing informed 
consent, have had the opportunity to discuss any questions that I have with my doctor to my 
satisfaction, and consent to the treatment described above with its associated risks. I understand that I 
have the right not to consent to this treatment and that my consent is voluntary. I hereby release the 
facility, the person prescribing Acutane and the facility from liability associated with this procedure.  

 
__________________________________________________  ________________________ 
Signature Date 

__________________________________________________  ________________________ 
Witness Signature Date 
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Frequently asked questions about the iPLEDGE Program 
 

1. What are the steps for first-time login to the iPLEDGE Program? 
Once registered, you will receive your username and password in the mail. Upon first login to the 
iPLEDGE Program you will be asked to select a personal 4-digit numeric password and select a date of 
personal significance. The selection of a personal password is a security feature that ensures password 
confidentiality. A date of personal significance is collected by the iPLEDGE Program system as 
confidential data that will be asked of you for identity authentication purposes should you require 
assistance from a Customer Service Representative during your participation in the iPLEDGE Program. 
The date of personal significance can be any memorable date such as an anniversary date. 
 
If you are logging into the iPLEDGE Program via phone or web for the first time you will enter your 
Username and Password from the user form that was mailed to you. Immediately after you have 
successfully logged in the system will ask you to select your personal password. You will be asked to 
enter the old (original) password from your user form and then you will enter a new 4-digit number of 
your choice. You will use the new password you have just chosen to login again in the future. To 
continue, you will be asked for your new password, then you will be asked to enter your date of 
personal significance twice. Upon successful entry of the date of personal significance the iPLEDGE 
Program system will proceed to your main menu of options and you may begin performing functions. 
 

2. How do I register with the iPLEDGE Program and receive my username and password? 
Patients do not register in the iPLEDGE Program. Prescribers must register their patients. The 
prescriber will provide the patient with an ID card with a username. After the prescriber registers the 
patient, the patient's password will be mailed. The patient should receive the password within five to 
ten days. 
 

3. At what date and time does my prescription window close? 
Once all requirements are completed, and Females of Reproductive Potential have completed their 
comprehension questions successfully, the iPLEDGE Program system will inform you that you may 
obtain your prescription. Patients will be provided with a message that states the ending date and time 
to obtain their prescription. This message gives patients the exact date and time when their 
prescription window will close. For example, the message will read: 
"You may obtain your prescription any time before 11:59 PM Eastern Time on 11/21/2017." 
Callers using the automated phone system will hear the same message. Patients that are "Qualified to 
Receive Drug" may also use the "Program Status" feature to verify the ending date and time to obtain 
their prescription. Please allow ample time, as the system works on Eastern Time and the pharmacy 
must obtain authorization from the iPLEDGE Program before the prescription can be dispensed. 
 


