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September 26, 2023 

VIA ELECTRONIC MAIL AND FEDERAL EXPRESS 

CMS FOIA Officer  
Centers for Medicare & Medicaid Services  
Mailstop N2-20-16  
7500 Security Boulevard  
Baltimore, MD 21244 
FOIA_Request@cms.hhs.gov 

Re: Freedom of Information Act Request  

To Whom It May Concern: 

Under the federal Freedom of Information Act (“FOIA”), 5 U.S.C. § 552, Latham & 
Watkins LLP (“Latham”) is requesting access to the following records, including, but not limited 
to, emails, formal and informal policies, standard operating procedures, guidelines, internal 
memoranda, internal and external communications, and any other relevant material (hereinafter, 
“all records”): 

• All records associated with the narrow exception process under which certain drugs 
approved under paper New Drug Applications (“NDAs”) or literature-based 
505(b)(2) NDAs might be classified as a noninnovator multiple source drug (also 
known as an “N drug”), including, but not limited to, all materials that the Centers for 
Medicare and Medicaid Services (“CMS”) uses to inform the evaluation of narrow 
exception requests; 

• All records associated with all applications seeking a determination from CMS that an 
applicant’s drugs qualify for the narrow exception and can be classified as 
noninnovator multiple source drugs (N drugs), including but not limited to the 
applications, and all corresponding decisions from CMS regarding these narrow 
exception applications;  

• All records associated with all internal communications regarding the terms 
“literature-based 505(b)(2) New Drug Applications,” “literature-based 505(b)(2) 
NDAs,” “paper New Drug Applications,” and “paper NDAs” including but not 
limited to CMS’s definition of the terms “literature-based 505(b)(2) New Drug 
Applications,” “literature-based 505(b)(2) NDAs,” “paper New Drug Applications,” 
and “paper NDAs”; and 
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• All records associated with all communications between CMS and the Food and Drug 
Administration (“FDA”) regarding the terms “literature-based 505(b)(2) New Drug 
Applications,” “literature-based 505(b)(2) NDAs,” “paper New Drug Applications,” 
and “paper NDAs,” including but not limited to: 

o Communications between CMS and FDA regarding the definitions of the 
terms “literature-based 505(b)(2) New Drug Applications,” “literature-based 
505(b)(2) NDAs,” “paper New Drug Applications,” and “paper NDAs”; and 

o Communications between CMS and FDA regarding the narrow exception 
process and/or narrow exception applications. 

In order to determine the status of this request for the purpose of assessing fees, Latham is 
a private business and is seeking information for use in the company’s business. If this request is 
denied, in whole or in part, please justify all denials by reference to specific exemptions under 
FOIA. Please also release all segregable portions of otherwise exempt material. Latham will pay 
all necessary fees. 

Latham requests that the information Latham is seeking be provided in electronic format. 
If you have any questions about handling this request, please contact Monica Groat at 202-637-
2281 or monica.groat@lw.com. 

Sincerely, 
 

Monica C. Groat 
Of Latham & Watkins LLP 
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