
 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20903 
www.fda.gov 

November 15, 2024  
          FOIA request #: 2015-5986 
 
Public.Resource.Org 
Attention: Carl Malamud 
1005 Gravenstein Highway North 
Sebastopol, CA 95472 
carl@media.org 
 
Dear Carl Malamud: 
 
This letter is in response to your Freedom of Information Act (FOIA) request July 22, 2015, and 
received by the Food and Drug Administration (FDA) on July 24, 2015. Your request asked for the 
following regarding LCDR Colburn’s services on the Boards of Directors of the American National 
Standards Institute and ASTM International between 01/01/2012 – 07/22/2015:  
 

• Legal Advisory LA-13-05 states “it is a best practice for agencies to commit the scope of an 
employee’s permissible activities to writing in a memorandum of understanding between the 
agency, the employee and the nonprofit organization.” I am requesting a copy of any such 
memoranda and supporting documents leading to the issuance of such memoranda. If instead 
LCDR Colburn’s service with ANSI and/or ASTM is or was in his individual capacity and not his 
official capacity, I would request any documents discussing such status and/or any waiver 
requested or approved. 
 

• Legal Advisory LA-13-05 states “the employee may not receive any supplementation of salary, 
including personal reimbursement of travel expenses, from the nonprofit organization” and any 
such reimbursement must come from the nonprofit organization directly to the government. I am 
requesting records detailing the amounts and nature of such reimbursements from ANSI and 
ASTM International 

 
• Legal Advisory LA-13-05 outlines a number of additional limitations, such as “limiting or 

prohibiting the employee from participating in the development of regulations that could affect 
the nonprofit organization.” I am requesting any memoranda, email, or other records that 
discuss instances where LCDR Colburn is limited or prohibited from working on matters with the 
nonprofit organization or has been recused, limited, or prohibited from working on matters for 
the government in his official capacity. 

 
The Center for Devices and Radiological Health (CDRH) conducted a reasonable search of:  
 
• Office of Strategic Partnerships and Technology Innovation (OST) 
 
After a reasonable search, we located 14 pages of records responsive to your request. Upon 
completion of our review, it has been determined that portions of the records require withholding 
pursuant to the FOIA (5 U.S.C. § 552) (b)(6). 
 
Exemption 6: Permits withholding of records and information about individuals when disclosure would 
be a clearly unwarranted invasion of personal privacy. 
 



 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20903 
www.fda.gov 

 
In determining to withhold such information, FDA considered 5 USC 552(a)(8)(i), when applicable, and 
whether FDA reasonably foresees that disclosure of such information would harm an interest protected 
by the relevant exemption(s) and whether disclosure is prohibited by law.   
 
In accordance with 45 CFR § 5.61 and 21 CFR § 20.41(b)(5), you have the right to appeal this 
determination. Your appeal should clearly identify the agency determination that is being appealed. It 
would be helpful if you provide specific reasons explaining why you believe the agency's adverse 
determination should be reconsidered. By filing an appeal, you preserve your rights under FOIA and 
give the agency a chance to review and reconsider your request and the agency’s decision. 
 
Your appeal must be mailed within 90 days from the date of this response, to: Director, Office of the 
Executive Secretariat, U.S. Food & Drug Administration, 5630 Fishers Lane, Room 1050, Rockville, MD 
20857, or emailed within 90 days from the date of this response to FDAFOIA@fda.hhs.gov.    
Please clearly mark both the envelope and your letter or email “FDA Freedom of Information Act 
Appeal.” Items arriving or delivered after 5 p.m. Eastern Time will be deemed received on the next 
workday. 
 
If you would like to discuss our response before filing an appeal to attempt to resolve your dispute 
without going through the appeals process, please contact Michael Jenack who processed this request 
by email at michael.jenack@fda.hhs.gov. You may also contact the FDA FOIA Public Liaison for 
assistance at: Office of the Executive Secretariat, US Food & Drug Administration, 5630 Fishers Lane, 
Room 1050, Rockville, MD 20857, email: FDAFOIA@fda.hhs.gov. 
 
If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of 
Government Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers mediation 
services to help resolve disputes between FOIA requesters and Federal agencies. The contact 
information for OGIS is: Office of Government Information Services, National Archives and Records 
Administration, 8601 Adelphi Road–OGIS, College Park, MD 20740-6001; Telephone:  202-741-5770; 
Toll-Free: 1-877-684-6448; email: ogis@nara.gov; Fax: 202-741-5769. 
 
X   The following charges may be included in a monthly invoice: 
 
Reproduction: $0.00 Search: $0.00  Review: $0.00 Other: $0.00 Total: $0.00  
 
DO NOT SEND ANY PAYMENT UNTIL YOU RECEIVE AN INVOICE  
 
 
       Sincerely, 
 
 
 

Leif M. Collins 
Assistant Director, FOI Disclosure Team A 
Division of Information Disclosure 
Office of Communication and Content Development 
Office of Communication, Information Disclosure,  

Training and Education (OCITE) 
Center for Devices and Radiological Health 
U.S. Food and Drug Administration 
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