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AGREEMENT CONCERNING 
RESEARCH INVOLVING HUMAN SUBJECTS  

BETWEEN STANFORD HOSPITAL AND CLINICS  
AND STANFORD UNIVERSITY 

 
 
 THIS AGREEMENT (“Agreement”) concerning research involving human 
subjects is effective as of September 1, 2005 between THE BOARD OF TRUSTEES OF 
THE LELAND STANFORD JUNIOR UNIVERSITY (“SU”) and STANFORD 
HOSPITAL AND CLINICS (“SHC”).   
 

Recitals 
 
 Whereas, the US Department of Health and Human Services (“DHHS”) requires 
that institutions performing research involving human subjects that is supported by a 
federal department or agency supply an assurance to it that the research will be conducted 
in accordance to its regulations (Part 46 of Title 45 of the Code of Federal Regulations); 
 Whereas, the Federal Drug Administration (“FDA”) has similar regulations for 
other types of research involving human subjects (Part 50 of Title 21of the Code of 
Federal Regulations) as do other federal agencies; 
 Whereas, SU and SHC together and separately perform research involving human 
subjects; 

Whereas, SHC has filed an assurance as required by DHHS and as attached 
(“Assurance”) that designates SU’s institutional review board to review the research 
involving human subjects performed by SU and SHC together and separately; 

Whereas, SU has established a human research protection program (HRPP) that 
addresses the principles and standards of the Association for the Accreditation of Human 
Research Protection Programs, requires compliance with applicable laws such as the 
Common Rules (45 CRR Part 46) and FDA regulations relating to human subjects (21 
CFR Parts 50 and 56), and incorporate ethical standards such as the Belmont report; 
 Whereas, SHC wishes to continue to retain SU in order to be covered by the 
HRPP and have it perform the research review functions required by that Assurance and 
the federal laws administered by DHHS, the FDA, and other federal agencies; 
 Now, the parties agree as follows: 
 
1. Through this Agreement, SHC retains SU to incorporate it into the HRPP and 
carry out the primary activities of the HRPP on its behalf as specified in the HRPP, 
including the research review functions (“Research Review”) for research involving 
human subjects as required by DHHS and the FDA through the federal statute and 
regulations relating to such research in Part 46 of Title 45 and Part 50 of Title 21of the 
Code of Federal Regulations or any successor regulations as well as that required by any 
other federal agency that has adopted the Common Rule. 
 
2. SU agrees to file an assurance as required by DHHS and provide the Research 
Review to SHC in accordance with the terms of this Agreement through its Vice Provost 



Page 2 

and Dean of Research and Graduate Policy and its institutional review board currently 
known as the “Administrative Panel on Human Subjects In Medical Research” (“IRB”). 
 
3. SHC and SU agree to: 
 

a) Communicate, coordinate and cooperate as necessary to establish and 
maintain the HRPP; 

 
b) Maintain the assurances required by DHHS during the term of this 

Agreement; 
 

c) Abide by the provisions of their respective assurances in carrying out 
research involving human subjects that is covered by their assurances (e.g., at or by SU 
and SHC); and 
 

d) Abide by all laws applicable to research involving human subjects at or by 
SHC or SU. 
 
4. The duties of SU pursuant to Section 2 to provide the Research Review shall 
include but not be limited to: 
 

a) Establishing, maintaining, and overseeing the HRPP; 
 
b) Assisting SHC in drafting and seeking approval from DHHS for the 

Assurance and any amendments to the Assurance; 
 
 c) Establishing, staffing, and administering its IRB; 
 

d) Reviewing research involving human subjects through its IRB that is 
covered by the Assurance or is otherwise by or at SHC; 
 

e) Communicating with DHHS regarding the Assurance and compliance with 
the Assurance; and 
 

f) Communicating with the FDA (and any other federal agency that has 
adopted the Common Rule) regarding research involving human subjects falling under its 
jurisdiction and compliance with laws it administers relating to human subjects research 
conducted at or by SHC; and  

 
g) Investigating any complaints of human subjects, unanticipated problems 

under the research protocol, or any potential non-compliance with the research protocol 
or of the law related to research involving human subjects at or by SHC or otherwise 
covered by the Assurance and HRPP. 
 
5. SHC agrees to cooperate with SU and take all reasonable, necessary action to 
allow SU to carry out the HRPP, including but not limited to: 



a) Responding to questions and requests for information related to the Research 
Review; 

b) Allowing access to records, as allowed by law, which are relevant to the 
Research Review; 

c) Allowing access to facilities where the research is to be performed, including 
access for monitoring the ongoing research and witnessing the informed consent process 
and the implementation of the entire research protocol; 

d) Maintaining the confidentiality of human subjects information as required by 
law or as promised in an informed consent form to a human subject; 

e) Participating as necessary in reviews relating to human subjects and 
concerning possible non-compliance with the research protocol or laws, or unanticipated 
problems under the research protocol. 

6. This Agreement shall continue in effect so long as the Assurance is in effect. The 
parties agree to meet and confer in order to enter into a similar agreement for any new 
assurance covering human subject research by or at SHC prior to the expiration of the 
Assurance. 

Therefore, the parties have executed this Agreement in duplicate. 

STANFORD HOSPITAL THE BOARD OF TRUSTEES OF THE 
CLINICS LELAND STANFORD JUNIOR 

UNIVERSITY 

B By: 0, / 2 -4  d 
Arthur Bienenstock, Ph.D. 

Chief Operating Officer Vice Provost and Dean of Research 

Date: - and Graduate Policy l,! 'J 
Date: Z / / ~ ~ / C I ~ ~  
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AGREEMENT CONCERNING 
RESEARCH INVOLVING HUMAN SUBJECTS  

BETWEEN STANFORD UNIVERSITY AND  
LUCILE SALTER PACKARD CHILDREN’S HOSPITAL AT STANFORD 

 
 
 THIS AGREEMENT (“Agreement”) concerning research involving human 
subjects is effective as of September 1, 2005 between THE BOARD OF TRUSTEES OF 
THE LELAND STANFORD JUNIOR UNIVERSITY (“SU”) and LUCILE SALTER 
PACKARD CHILDREN’S HOSPITAL AT STANFORD (“LPCH@S”).   
 

Recitals 
 
 Whereas, the US Department of Health and Human Services (“DHHS”) requires 
that institutions performing research involving human subjects which is supported by a 
federal department or agency supply an assurance to it that the research will be conducted 
in accordance to its regulations (Part 46 of Title 45 of the Code of Federal Regulations); 
 Whereas, the Federal Drug Administration (“FDA”) has similar regulations for 
other types of research involving human subjects (Part 50 of Title 21of the Code of 
Federal Regulations) as do other federal agencies; 
 Whereas, SU and LPCH@S together and separately perform research involving 
human subjects; 

Whereas, LPCH@S has filed an assurance as required by DHHS and as attached 
(“Assurance”) that designates SU’s institutional review board to review the research 
involving human subjects perform by SU and LPCH@S together and separately; 

Whereas, SU has established a human research protection program (HRPP) that 
addresses the principles and standards of the Association for the Accreditation of Human 
Research Protection Programs, requires compliance with applicable laws such as the 
Common Rules (45 CRR Part 46) and FDA regulations relating to human subjects (21 
CFR Parts 50 and 56), and incorporate ethical standards such as the Belmont report; 
 Whereas, LPCH@S wishes to continue to retain SU in order to be covered by the 
HRPP and have it perform the research review functions required by that Assurance and 
the federal laws administered by DHHS, the FDA, and other federal agencies; 
 Now, the parties agree as follows: 
 
1. Through this Agreement, LPCH@S retains SU to incorporate it into the HRPP 
and carry out the primary activities of the HRPP on its behalf as specified in the HRPP, 
including the research review functions (“Research Review”) for research involving 
human subjects as required by DHHS and the FDA through the federal statute and 
regulations relating to such research in Part 46 of Title 45 and Part 50 of Title 21of the 
Code of Federal Regulations or any successor regulations as well as that required by any 
other federal agency that has adopted the Common Rule. 
 
2. SU agrees to file an assurance as required by DHHS and provide the Research 
Review to LPCH@S in accordance with the terms of this Agreement through its Vice 
Provost and Dean of Research and Graduate Policy and its institutional review board 
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currently known as the “Administrative Panel on Human Subjects In Medical Research” 
(“IRB”). 
 
3. LPCH@S and SU agree to: 
 

a) Communicate, coordinate and cooperate as necessary to establish and 
maintain the HRPP; 

 
b) Maintain the assurance required by DHHS during the term of this 

Agreement; 
 

c) Abide by the provisions of their assurances in carrying out research 
involving human subjects which is covered by their assurances (e.g., at or by SU or 
LPCH@S); and 
 

d) Abide by all laws applicable to research involving human subjects at or by 
LPCH@S or SU. 
 
4. The duties of SU pursuant to Section 2 to provide the Research Review shall 
include but not be limited to: 
 

a) Establishing, maintaining, and overseeing the HRPP; 
 
b) Assisting LPCH@S in drafting and seeking approval from DHHS for the 

Assurance and any amendments to the Assurance; 
 
 c) Establishing, staffing, and administering its IRB; 
 

d) Reviewing research involving human subjects through its IRB that is 
covered by the Current Assurance or is otherwise by or at LPCH@S; 
 

e) Communicating with DHHS regarding the Assurance and compliance with 
the Assurance; and 
 

f) Communicating with the FDA (and any other federal agency that has 
adopted the Common Rule) regarding research involving human subjects falling under its 
jurisdiction and compliance with laws it administers relating to human subjects research 
conducted at or by LPCH@S; and  

 
g) Investigating any complaints of human subjects, unanticipated problems 

under the research protocol, or any potential non-compliance with the research protocol 
or of the law related to research involving human subjects at or by LPCH@S or otherwise 
covered by the Assurance and HRPP. 
 
 



: 

a) Responding to questions and requests for informaiio~r related to thc Research 
Review; 

b) Allowing access to records, as allowed by law, which are relevant to the 
Research Review; 

c) Allowing access to facilities where the research is to be performed, including 
access for monitoring the ongoing research and witnessing the informed consent process 
and the implementation of the entire research protocol; 

d) Maintaining the confidentiality of human subjects information as required by 
law or as promised in an informed consent form to a human subject; 

e) Participating as necessary in reviews relating to human subjects and 
concerning possible non-compliance with the research protocol or laws, or 
unanticipated problems under the research protocol. 

6. This Agreement shall continue in effect so long as the Assurance is in effect. The 
parties agree to meet and confer in order to enter into a similar agreement for any new 
assurance covering human subjects research by or at LPCH@S prior to the expiration of 
the Assurance. 

Therefore, the parties have executed this Agreement in duplicate. 

LUCILE SALTER PACKARD 
CHILDREN'S HOSPITAL 
AT STANFORD 

THE BOARD OF TRUSTEES OF 
LELAND STANFORD JUNIOR 
UNIVERSITY 

By: By: 
Arthur Bienenstock, Ph.D. 

Senior Vice President Vice Provost and Dean of Research $,T 
Business Development 
& Strategic Planning 

and Graduate Studies 
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