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serious complications associated with mifepristone listed in the labeling of the drug.  
Modification of the Mifepristone REMS to allow dispensing of mifepristone by 
pharmacies requires the addition of certification of pharmacies that dispense the 
drug.

Your REMS must include elements to mitigate this risk, including at least the following: 
 Healthcare providers who prescribe the drugs have particular experience 

or training, or are specially certified
 Pharmacies, practitioners, or health care settings that dispense the drug 

are specially certified 
 The drug is dispensed to patients with evidence or other documentation of 

safe use conditions 

The REMS must include an implementation system to monitor, evaluate, and work to 
improve the implementation of the ETASU (as outlined above). Include an intervention 
plan to address any findings of non-compliance with the ETASU. 

The proposed REMS modification submission should include a new proposed REMS 
document and appended REMS materials, as appropriate, that show the complete 
previously approved REMS with all proposed modifications highlighted and revised 
REMS materials. 

In addition, the submission should also include an update to the REMS supporting 
document that includes a description of all proposed modifications and their potential 
impact on other REMS elements. Revisions to the REMS supporting document should 
be submitted with all changes marked and highlighted. 

Because we have determined that a REMS modification as described above is 
necessary to minimize the burden on the health care delivery system of complying with 
the REMS and to ensure that the benefits of the drug outweigh the risks, you must 
submit a proposed REMS modification within 120 days of the date of this letter.

Submit the proposed modified REMS as a Prior Approval supplement (PAS) to your 
ANDA.

Because FDA is requiring the REMS modifications in accordance with section 505-
1(g)(4)(B) of the FD&C Act, you are not required to submit an adequate rationale to 
support the proposed modifications, as long as the proposals are consistent with the 
modifications described in this letter.  If the proposed REMS modification supplement 
includes changes that differ from the modifications described in this letter, an adequate 
rationale is required for those additional proposed changes in accordance with section 
505-1(g)(4)(A) of the FD&C Act. 
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Prominently identify the submission with the following wording in bold capital letters at 
the top of the first page of the submission: 

NEW SUPPLEMENT FOR ANDA 091178/S-000
PRIOR APPROVAL SUPPLEMENT
PROPOSED MAJOR REMS MODIFICATION

Prominently identify subsequent submissions related to the proposed REMS 
modification with the following wording in bold capital letters at the top of the first page 
of the submission:

ANDA 091178/S-000
PROPOSED REMS MODIFICATION-AMENDMENT

To facilitate review of your submission, we request that you submit your proposed 
modified REMS and other REMS-related materials in Microsoft Word format. If certain 
documents, such as enrollment forms, are only in PDF format, they may be submitted 
as such, but the preference is to include as many as possible in Word format.

SUBMISSION OF REMS DOCUMENT IN SPL FORMAT

In addition to submitting the proposed modified REMS as described above, you can 
also submit the REMS document in Structured Product Labeling (SPL) format.  If you 
intend to submit the REMS document in SPL format, include the SPL file with your 
proposed REMS modification submission.

For more information on submitting REMS in SPL format, please email 
REMS_Website@fda.hhs.gov.

If you have any questions, call 
.

Sincerely,

{See appended electronic signature page}

Center for Drug Evaluation and Research
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