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 Dartmouth-Hitchcock Medical Center

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS

Request to Rely on Dartmouth College CPHS 
To be attached to IRB Reliance Agreement and

 Responsibilities and Communication Plan 
Section 1: Dartmouth College Investigator (For completion by the Dartmouth College research team)
Dartmouth PI:  Jay Buckey, M.D.


CPHS #: 24438
Name of Study: Multicenter Registry for Hyperbaric Oxygen Therapy
What research activities will the external site undertake as part of this project:
☑︎ Entire project as currently CPHS approved  ☐  Recruitment only ☐  Interviews or focus groups

☐  Data Analysis only  ☐  Other:
Management of external site conduct: Please provide a brief description of your plans to provide oversight and support to the relying sites (e.g. communication with local site, role of research coordinator): 
The management of the registry is outlined in the “Amended and Restated Hyperbaric Oxygen Treatment Registry Consortium Agreement.” For this registry Dartmouth will the necessary REDCap tools to support data collection at the site. Communications will take place via phone, e-mail, and at the yearly steering committee meeting.
Section 2: Relying Organization Information:
1. Legal name of the Relying Organization and FWA number: 
1a. If any, list name of each site within the Relying Organization purview where research activities for this study will take place (e.g. schools, clinics) or indicate ‘none’:
Note:  Contact and PI information is requested below. 
2.
Local Context--Describe any Relying Organization's local policies, requirements, and community attitudes such as religious, ethical, ethnic or economic, regarding the conduct of human research that the Dartmouth College CPHS must account for during its review process or indicate ‘none.’
3.
State laws--Identify and cite any special laws (such as experimental bill of rights, age of majority, laws related to protected health information, reporting requirements, legally authorized representatives) that govern the conduct of research at the Relying Organization or indicate ‘none.’
4.
Relying Organization Policies/Requirements--Identify or describe any Relying Organization's policies or requirements related to the conduct of human research that the Dartmouth College CPHS must account for during its review process or indicate ‘none.’ 
5.
Policies and Procedures--Describe how research personnel at the Relying Organization have access to policies and procedures regarding the conduct of research:
6. Has the organization been subject to any governmental inquiries or investigations over the past three years that may be material to the activities that would be conducted under the proposed IRB Authorization Agreement?    NO     YES 

If yes, describe and include, without limitation, research compliance problems or investigations, and the status of such matters.

For more information about responsibilities and processes, please refer to the following:

For studies under the Smart IRB agreement- terms of the agreement and SOP;

For studies under the Dartmouth template IAA- Dartmouth Responsibilities and Communication Plan.

It is the responsibility of the local site to ensuring there are appropriate levels of expertise on site to conduct the research as approved.  And that research staff have received human subjects protections education. The local site is also responsible for ensuring research is conducted in an unbiased manner including conflict of interest review as applicable.
Provide the Relying Organization's contact information:

Research team contact name: _____________________________________________________

Telephone Number: _________________________________________________
Email Address: _____________________________________________________

IRB contact name: _________________________________________

Provide Relying Organization's Principal Investigator information:
Investigator’s Name: __________________________________________________

Investigator’s Site/Organization Name (if different from above): ___________________
____________________________________________________________________
Investigator’s Email Address: ___________________________________________

Investigator’s Telephone Number: ________________________________________
Name and telephone number of person completing this form: 

_________________________  ________________________________________________________

CPHS review fee ($   ):
The CPHS may charge a fee for provision of IRB review for external sites.  
The fee is based on level of review (expedited or full committee) 

For Dartmouth College CPHS staff use only:

Received by: _________________________________________________________________
Date received: ________________________________________________________________
Relying Organization Evaluation completed: ________________________________________
Approval to be IRB of Record received: ___________________________________________
Authorization Agreement executed: _______________________________________________

CPHS review fee: _____________________________________________________________
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