
















































be met either by completing a CITI refresher course or other training required or 
approved by the Office of Research Administration. 

(c) Additional Training. In addition to H+H's required training as
described above, the Research Team is required to satisfy any initial and continuing 
Human Subject protection training and education required by his or her respective 
IRB or Facility's medical staff bylaws. 

3.2.2 FRRC Training. In order to be eligible to sit on the Facility Research 
Review Committee, members must participate in and complete selected modules of training 
offered by the DHHS's National Institute of Health ("NIH"), as determined by the Office of 
Research Administration. 

3.2.3 Training for Other Research Personnel. Others who are involved in the 
review of Research at H+H, such as the Facility Research Coordinator and Facility Executive 
Directors, must participate in and complete selected modules of training offered by the DHHS's 
NIH, as determined and deemed necessary by the Office of Research Administration. 

SECTION 4. H+H RESEARCH APPROVAL PROCESS 

4.1 Policy. 

In order to ensure that researchers comply with Federal, State, City and Corporate policies and 
regulations that guide Human Subjects Research at H+H, all Research Projects must undergo the 
approval process described herein. 

H+H approval will not be granted unless an IRB determination as to the type of review required 
for the Research Project (Full Board, Expedited or Exempt) has been made. After review and 
approval or determination of Exempt status, as applicable, by the designated IRB, Research 
Projects will be reviewed by the FRRC, then H+H Facility executive officers and lastly, the Office 
of Research Administration. 

Please see Exhibit 4 for the Research Project Approval Process Map. 

4.2 Procedures. 

4.2.1 STEP I: Pre-Approval of the Research Project. This phase is to determine 
a Research Project's operational and financial practicability at H+H. Before submitting a 
Research application for funding from a Grantor or a Sponsor, whether or not in collaboration with 
another institution, department or colleague, the Principal Investigator must have a feasibility 
consult with the FRC of the impacted Facility(ies) to confirm that the Research Project can be 
accommodated by the implicated departments and individuals at the Facility and that sufficient 
funds will be requested from the Grantor or Sponsor for the conduct of the Research Project at 
H+H or using H+H patients. This Step I must be complied with by any Principal Investigator 
where H+H will be a grantee or subgrantee under any funding received from a Grantor or Sponsor 
or for any other Research Project where H+H Facilities or patients will be used or will participate. 
The FRC can involve as many expert reviewers as needed, and the Principal Investigator may 
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request that the Facility's Executive Director or Medical Director be included in the feasibility 
review. 

(a) Multi-Facility Research Projects. Where a Principal Investigator
intends to conduct Research at multiple H+H Facilities, the Principal Investigator 
must contact the Office of Research Administration to facilitate pre-approval. In 
addition, a Facility, Principal Investigator must be identified for each Facility 
participating in the Research Project. 

(b) Multi-Site Research Projects. Where the Research Project is to be
part of a multi-site Research Project that will rely on a single IRB, the Principal 
Investigator must identify the single IRB of record so that the Office of Research 
Administration can evaluate if an appropriate IRB Authorization Agreement is in 
place with the identified single IRB. 

(i) Multi-Site Research Projects funded by the NIH. Consistent
with the NIH Policy on the Use of a Single Institutional Review Board for 
Multi-Site Research ("NIH Single IRB Policy"), H+H requires the use of a 
single IRB of record for all non-exempt Research Projects funded by the 
NIH that are carried out at more than one site in the United States. A 
Principal Investigator who wishes to submit an application for funding to 
the NIH for a multi-site Research Project must first submit a plan for the 
use of a single IRB to the Office of Research Administration. The plan must 
include a statement confirming that participating sites will adhere to the 
NIH Single IRB Policy and must describe how communication between 
sites and the single IRB will be handled. Upon approval from the Office of 
Research Administration, the Principal Investigator may submit this plan to 
the applicable NIH Institute/Center.22

(1) If, in delayed-onset Research, a single IRB has not
yet been identified at the time the Principal Investigator intends to 
submit an application for funding for a multi-site Research Project 
to the NIH, the Principal Investigator must submit a written 
certification to the Office of Research Administration stating that he 
or she will follow the NIH Single IRB Policy and will obtain Office 
of Research Administration approval of the single IRB before 
initiating the multi-site Research Project. The Principal Investigator 
may submit his or her application for funding to the applicable NIH 
Institute/Center immediately thereafter. 

(c) Collaborative Research Projects with Affiliates.

(i) Designation of Facility Principal Investigator. Before any
Research Project can be undertaken with an Affiliate, an H+H Principal 
Investigator must be designated at the Facility(ies) at which the Research 
Project will take place. The designation of the H+H Principal Investigator 
must be on record with the Office of Research Administration before 
conduct of the Research Project can begin at the Facility(ies). Upon written 
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