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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 Sponsors 
 
 
 
 
 
 
 
 
 
 
 

www.ipledgeprogram.com     1-866-495-0654 
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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. 

 

 

 

 

 

 

 

 

 

www.ipledgeprogram.com     1-866-495-0654 
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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. 
 
NOTE: This Wholesaler to Wholesaler Shipment Request Form is not required when shipping isotretinoin between 
distribution centers that are under the same parent company. 
 
 
[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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Patient – Comprehension Questions – 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 – Primary (Subsequent):  
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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: Passed  
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