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Date: Click here to enter a date.

[Company]
[Address]

Re:	Sponsor Authorization for:
· United States Food and Drug Adminsitraton  to share non-public information with the World Health Organization’s  Regulation of Medicines and Other Health Technologies Unit
· [bookmark: _Hlk3809247]United States Food and Drug Adminsitraton  and the World Health Organization’s Regulation of Medicines and Other Health Technologies Unit to post certain non-public information on public websites
Dear [Company] Official:

[bookmark: _Hlk1642157]This letter is in reference to all PEPFAR Applications (as defined below) and the products contained therein, that [Company] has submitted or will submit under the President's Emergency Plan for AIDS Relief (PEPFAR). 

[bookmark: _Hlk532390619]PEFPAR Applications include the following types of applications: (i) original new drug applications (NDAs) and abbreviated new drug applications (ANDAs) that have received United States Food and Drug Administration (FDA) tentative approval; (ii) NDAs and ANDAs that have received FDA tentative approval, and which have been amended to reflect certain changes that have subsequently been permitted by FDA; (iii) original NDAs and ANDAs that have received FDA approval; and (iv) supplements to NDAs and ANDAs that have received FDA approval.  PEPFAR Applications also include any of the applications identified in (i) to (iv) that were not submitted under the PEPFAR Program, but whose sponsors have requested the FDA to list the applications on the FDA PEPFAR list of antiretrovirals (ARVs) and have met FDA’s recommendations for the submission of stability data to support use in countries with hot and dry or hot and humid conditions[footnoteRef:1].  In such a case, [Company]  must submit a request in writing to have its applications and products be placed on the PEPFAR list and sign the enclosed Sponsor’s Authorization form. [1:  See the guidance for industry Fixed Dose Combinations, Co-Packaged Drug Products, and Single-Entity Versions of Previously Approved Antiretrovirals for the Treatment of HIV (October 2006). FDA updates guidances periodically.  To make sure you have the most recent version of a guidance, check the FDA Guidances (Drugs) web page at http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm.
] 


Most products in PEPFAR Applications are products reviewed by the World Health Organization Regulation of Medicines and Other Health Technologies Unit (WHO/RHT) for its pre-qualification list.  FDA wishes to assist with WHO's posting of such products, thereby facilitating access to these products. See Section II for the specific information that may be posted at WHO’s discretion.

In order to accomplish this, FDA would like to take the actions described in Sections I and II below for PEPFAR Applications.  FDA is seeking [Company]’s consent to these actions.  These actions would take place at the time of a decision action i.e., tentative approval, approval, and permitted by FDA on PEPFAR Applications.

I.	Authorization for FDA to Share Non-public Information with WHO 

In 2005, FDA entered into a Mutual Confidentiality Arrangement with WHO’s Quality Assurance and Safety:  Medicines Unit (WHO/QSM), which has since been merged into WHO’s Regulation of Medicines and Other Health Technologies Unit (WHO/RHT).  See copy attached.  WHO/RHT has succeeded to the functions and responsibilities of WHO/QSM and has committed to continue to protect any non-public information provided previously or in the future by FDA under the terms of the 2005 Mutual Confidentiality Arrangement between FDA and WHO/QSM.  The Mutual Confidentiality Arrangement satisfies the requirements of 21 C.F.R. § 20.89 “Communications with Foreign Government Officials” and enables FDA to share certain non-public review information with WHO/RHT in a manner that maintains the confidentiality of the information.

The PEPFAR Application information that will be most helpful to WHO/RHT review of these products will necessarily include confidential commercial information.  Information helpful to WHO/RHT reviews will also likely include trade secret information that is protected from public disclosure under 21 U.S.C. § 331(j).  A condition of FDA’s sharing such trade secret information with WHO/RHT is receipt of the written consent of the sponsor/submitter.  See 21 C.F.R. § 20.89 (c)(2).  FDA would like [Company]’s consent to FDA's sharing such trade secret information from your PEPFAR Applications with WHO/RHT for this purpose.

To that end, we are writing to obtain [Company]’s authorization for FDA to share trade secret information with the WHO/RHT on all PEPFAR Applications.  We are enclosing a Model Sponsor Authorization that FDA would like to receive from [Company].  This Sponsor Authorization will cover all PEPFAR Applications and the products contained therein, that [Company] has submitted or will submit under PEPFAR.  The Sponsor Authorization should be prepared on the official letterhead of the sponsor of the product.  Please review and complete the Sponsor Authorization and return it to FDA’s PEPFAR Coordinator as soon as possible so that FDA may proceed to facilitate WHO review of [Company]’s products.  In addition, please send a copy directly to WHO/RHT at the following address: 

World Health Organization
Department of Essential Medicines and Health Products (EMP) 
Attn: Head of Unit, Regulation of Medicines and Other Health Technologies:  
Avenue Appia 20
1211 Geneva 27
Switzerland
Tel. #: + 41 22 791 44 20
Fax #: + 41 22 791 15 98 

II. Authorization for FDA and WHO to Post Certain Non-Public Information on Their Public Websites

We are writing to obtain your permission to place certain non-public information for each PEPFAR Application on FDA’s publicly-available website and also to share this information with WHO for posting on its publicly-available website.  For each PEPFAR Application, the certain information that FDA and WHO may wish to make public shall include: 

1. [bookmark: _Hlk522621180]Application Number 
2. Established Name
3. Strength		
4. Dosage Form
5. Applicant 
6. Drug Product and Drug Substance Manufacturing Sites (name and address only) 		
7. Packaging Material and Pack 
8. Drug Labeling Information	
9. Drug Product Shelf-Life 
10. Storage Conditions 
11. [bookmark: _Hlk532379400]Certain Permitted Changes[footnoteRef:2]  [2:  Refers to changes submitted as amendments to applications that have received FDA tentative approval and for which FDA has subsequently issued a PEPFAR Permitted Letter. 
] 


The listing includes a combination of public and non-public information. FDA may also, on its public website, post the signed Sponsor Authorization Letter.  

[bookmark: _Hlk29825510]If you have any questions regarding this request, please contact FDA’s PEPFAR coordinator at FDAPEPFAR@fda.hhs.gov.  Please send your electronically signed Sponsor Authorization Letter to the FDA’s PEPFAR coordinator at FDAPEPFAR@fda.hhs.gov.


Sincerely yours,



Office of Global Policy and Strategy
Office of the Commissioner
U.S. Food and Drug Administration


Enclosures: 	
1. 2005 FDA – WHO/QSM Mutual Confidentiality Arrangement (WHO/RHT has succeeded to the functions and responsibilities of WHO/QSM and has committed to continue to protect any non-public information provided previously or in the future by FDA under the terms of the 2005 Mutual Confidentiality Arrangement).
2. Model Sponsor’s Authorization Letter
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