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STUDY NUMBER
Sherry George, Program Analyst

Food and Drug Administration, Division of Safety Compliance - Human Subjects Protection Branch

10903 New Hampshire Avenue, White Oak, Building 51, Room 5331

Silver Spring, MD 20993

(301) 796-3403 - Direct line  Fax: (301)847-8748  sherry.george@fda.hhs.gov

Or

Anthony Hawkins, Consumer Safety Officer

FDA/CBER/Office of Compliance and Biologics Quality

10903 New Hampshire Avenue,, Building 71, Room 5132

Silver Spring, MD 20993-0002  

240-402-8950   anthony.hawkins@fda.hhs.gov 

Principle Investigator

Ph: 1234567  XXXX@chla.usc.edu

Applicant Organization:

Children’s Hospital of Los Angeles

4650 Sunset Blvd.

Los Angeles, CA 90027

Dear Sherry George / Anthony Hawkins,

The following information is being provided with our request for a Certificate of Confidentiality for the following study; STUDY NUMBER: TITLE
1. Investigational New Drug (IND) number - 123456
2. Drug name – FULL DRUG NAME BEING TESTED IN THE STUDY
3. Name and address of IND sponsor (Holder of the IND) OR If the applicant is not the holder of the IND, please attach the signed 1572 provided to the IND sponsor and have the IND sponsor provide documentation (email is satisfactory) that the applicant is the authorized investigator for the study (*The protocol signature page signed by both the PI and Sponsor should work for this situation) AND *say See attached 1572. – Attach it and the protocol signature page.
Example: Gilead Sciences, Inc.

333 Lakeside Drive
Foster City, CA 94404
Phone: (650) 574-3000
Fax: (650) 578-9264

4. Name of entity (e.g., university, center, manufacturer, etc.) that should be named as the holder of the certificate; Children’s Hospital of Los Angeles

5. Concise description of the study aims and research methodology; include number, source and description of the human subjects. *Please see the attached IRB application. – Make a PDF of the print friendly version of the IRB application 
6. Reasons for requiring confidentiality. Example: The CHLA IRB has requested that we obtain a CoC due to the infectious disease  testing for HIV/HEP. Sensitive information regarding HIV/HEPATITIS status as well as quality of life surveys are being collected. This information, if disclosed, could expose subjects or their families to adverse economic, legal, psychological or social consequences.

7. Means used to protect subjects’ identities (e.g., coded by number, kept in locked files). Example: *Data and/or specimens will be labeled with a code that the research team can link to personal identifying information (Coded). Research data and/or specimens will be protected against inappropriate use or disclosure by; being kept in a locked office/storage unit, restricted access to only authorized study personnel, kept on a secure computer/laptop with individual ID plus password protection, encryption of digital data, network restrictions, security software (firewall, antivirus, anti-intrusion) is installed and regularly updated in all servers/workstations/laptops, and other devices used in the study, restrictions are placed on copying study related materials, and access rights are terminated when authorized study personnel leave the study.

8. Assurances – Please see attached signed letter of Assurance.
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