
 
 

                                                                                                                            January 21, 2021 
 
Elizabeth A. Brehm, Esq. 
Informed Consent Action Network 
200 Park Avenue, 17th Floor 
New York, NY 10166 
 
 
 
In reply refer to file: 2020-8193  (IR#0367) 
 
 
 
Dear Ms. Brehm, 
 
This is in reply to your Freedom of Information Act request dated November 16, 2020, in which 
you requested  Summary Basis for Regulatory Action  OR Summary Basis of Approval  OR 
equivalent document, dated in or around 1989/1990 for the Pedvax HIB vaccine.   Your 
request was received in the Center for Biologics Evaluation and Research on November 18, 
2020.  
 
Enclosed is a Summary for Basis of Approval for PedvaxHIB that is responsive to your request. 
Please note that as these records have previously been disclosed, no review charges have 
been assessed. 
 
We have withheld portions of pages under Exemption (b)(4), 5 U.S.C. § 522(b)(4).  That 
exemption permits the withholding of trade secrets and commercial or financial information that 
was obtained from a person outside the government and that is privileged or confidential. 
 
You have the right to appeal this determination.  By filing an appeal, you preserve your rights 
under FOIA and give the agency a chance to review and reconsider your request and the 

   
 
Your appeal must be mailed within 90 days from the date of this response, to:  
 

Director, Office of the Executive Secretariat 
US Food & Drug Administration 
5630 Fishers Lane, Room 1050 
Rockville, MD 20857 
E-mail: FDAFOIA@fda.hhs.gov  
 

Please cle
 

 
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 Beth Brockner Ryan at 240-
402-8026.   
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