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APPENDIX 141 
 142 

Dear [insert name of Director, Office of Generic Drugs]:  143 

On behalf of [insert name of prospective ANDA applicant], I authorize the United States Food 144 
and Drug Administration (FDA) to disclose the information described below to [insert name of 145 
RLD holder].  I understand that the information that is disclosed may contain confidential 146 
commercial or financial information or trade secrets within the meaning of 18 U.S.C. § 1905, 21 147 
U.S.C. § 331(j), and 5 U.S.C. § 552(b)(4) that is exempt from public disclosure under those 148 
statutory provisions and/or relevant FDA regulations.  I acknowledge that once this information 149 
is shared with [insert name of RLD holder], it may not be subject to the same protections from 150 
disclosure that would otherwise be applicable.  I agree to hold FDA harmless for any injury 151 
caused by FDA's sharing the information. 152 

Information to be shared: FDA has received a request from [insert name of prospective ANDA 153 
applicant] for assistance in obtaining supplies of [insert name of drug product] for the purpose 154 
of testing a proposed generic [active ingredient] product against [brand drug name] as the 155 
reference listed drug.  [Insert name of prospective ANDA applicant] has submitted for FDA’s 156 
review study protocols that include safety precautions for testing comparable to those set forth in 157 
the FDA-mandated REMS for [brand drug name].   158 

Authorization is given to FDA to disclose the above-mentioned information which may include 159 
confidential commercial or financial information or trade secrets. As indicated by my signature, I 160 
am authorized to provide this consent on behalf of [insert name of prospective ANDA 161 
applicant] and my full name, title, address, telephone number, and facsimile number are set out 162 
below for verification.  163 

 164 

Sincerely,  165 

(Signature)  166 

(Printed name)  167 

(Title)  168 

(Telephone & Facsimile Numbers) 169 

  170 
 171 
 172 


