








































































































Human Research Protection Program
Committee on Human Research

Notice of Exempt Certification

Principal Investigator Co-Principal Investigator

Study Title: Humanized Mouse Models for HIV Therapeutics Development
IRB #: 13-10683
Reference #: 061685

Committee of Record: Parnassus Panel
Type of Submission: Submission Correction for Initial Review Submission Packet
Certification Date: 04/15/2013 Expiration Date: 04/14/2016

IRB Comments (if applicable): 
Although this study was submitted on an expedited application, the CHR has determined that it qualifies for 
exempt category 4 and has certified the study as exempt.

This research qualifies as exempt under the following category:
(4) Research involving the collection or study of existing data, documents, records, pathological specimens, or 
diagnostic specimens, if these sources are publicly available or if the information is recorded by the 
investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the 
subjects.

The requirement for individual HIPAA authorization is waived for all subjects. The use or disclosure of the 
requested information does not adversely affect the rights and welfare of the individuals and involves no more 
than a minimal risk to their privacy based on, at least, the presence of the following elements:  

Modifications: For exempt research only, researchers can make minor changes to the study without notifying 
CHR. However, significant changes must be submitted to the CHR. The CHR website includes examples of 
minor vs. significant changes. All changes must follow UCSF guidance, and some changes are not allowed in 
the consent materials. 

Expiration Notice: The iMedRIS system will generate an email notification eight weeks prior to the expiration 
of this study’s approval.  However, it is your responsibility to ensure that an application for continuing review 
approval has been submitted by the required time. In addition, you are required to submit a study closeout 
report at the completion of the project.

Approved Documents: To obtain a list of documents that were approved with this submission, follow these 
steps: Go to My Studies and open the study – Click on Submissions History – Go to Completed Submissions – 
Locate this submission and click on the Details button to view a list of submitted documents and their 
outcomes. 

For a list of all currently approved documents, follow these steps: Go to My Studies and open the study – Click 
on Informed Consent to obtain a list of approved consent documents and Other Study Documents for a list of 



other approved documents. 

San Francisco Veterans Affairs Medical Center (SFVAMC): If the SFVAMC is engaged in this research, you 
must secure approval of the VA Research & Development Committee in addition to CHR approval and follow 
all applicable VA and other federal requirements. The CHR website has more information. 







 

 
Human Research Protection Program

Institutional Review Board (IRB)
 

Exempt Certification
 
 
Principal Investigator

Study Title: Humanized Mouse Models for HIV Therapeutics Development
IRB #: 13-10683
Reference #: 252589
 
Committee of Record: Parnassus Panel
Type of Submission: Continuing Review Submission Form
Certification Date: 05/23/2019
 
IRB Comments:

This research qualifies as exempt under the following Common Rule 1991 category: 
(4) Research involving the collection or study of existing data, documents, records, pathological 
specimens, or diagnostic specimens, if these sources are publicly available or if the information 
is recorded by the investigator in such a manner that subjects cannot be identified, directly or 
through identifiers linked to the subjects. 

HIPAA Determinations: 
The requirement for individual HIPAA authorization is waived for all subjects. The use or 
disclosure of the requested information does not adversely affect the rights and welfare of the 
individuals and involves no more than a minimal risk to their privacy based on, at least, the 
presence of the following elements: (1) an adequate plan to protect the identifiers from improper 
use and disclosure; (2) an adequate plan to destroy the identifiers at the earliest opportunity 
consistent with conduct of the research, unless there is a health or research justification for 
retaining the identifiers or if such retention is otherwise required by law; (3) adequate written 
assurances that the requested information will not be reused or disclosed to any other person or 
entity, except as required by law, for authorized oversight of the research study, or for other 
research for which the use or disclosure of the requested information would be permitted by the 
Privacy Rule; (4) the research could not practicably be conducted without the waiver; and (5) the 
research could not practicably be conducted without access to and use of the requested 
information. 
 
Modifications: For exempt research only, researchers can make minor changes to the study without 
notifying UCSF IRB. However, significant changes must be submitted to the UCSF IRB. The UCSF IRB 
website includes examples of minor vs. significant changes. All changes must follow UCSF guidance, and 



some changes are not allowed in the consent materials. 

Study Closeout Report: This study does not have an expiration date. However, you are required to 
submit a study closeout report at the completion of the project. 

For a list of all currently approved documents, follow these steps: Go to My Studies and open the study – 
Click on Informed Consent to obtain a list of approved consent documents and Other Study Documents 
for a list of other approved documents. 
 
San Francisco Veterans Affairs Medical Center (SFVAMC): If the SFVAMC is engaged in this 
research, you must secure approval of the VA Research & Development Committee in addition to UCSF 
IRB approval and follow all applicable VA and other federal requirements. The UCSF IRB website has 
more information. 




