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Human Subjects Research Leadership Interview

1. HRP.1: How have the leaders of the hospital and research programs established and promoted a code
of ethical professional behavior?

2. HRP.2: How have the leaders identified the scope and potential research topics?

3. HRP.3: How do you know that sponsors of research within the hospital comply with the hospital’s
policies and procedures for the monitoring and evaluation of the quality and safety of the research?

4.  HRP.4: What types of research have the leaders defined as exempt from the research review process?

5. HRP.5: What requirements for managing conflicts of interest has the hospital specified?

6. HRP.6: Do hospital leaders learn of near misses and adverse events related to the care of study
patients?

Human Subjects Research Process Interview
The following are a few sample questions:

1. HRP.3.1:
*  ME 2: Are all contracts with research organizations in compliance with your hospital’s policy
to determine the activities and responsibilities of the contract research organization?
*  ME.3: Do all contracts contain the required quality and safety program provided by the
contract research organization or the sponsor?
*  ME.4: How do you know the sponsor is monitoring the contract and is responsible for the
quality and integtity of the research data?
2. HRP.6: Have any adverse events related to research been reported within the hospital during the
previous 12 months? If so, were the events analyzed and acted upon as necessary?
HRP.6: How does pharmacy manage study drugs?
4. HRP.7.1: How are patients and families informed about how to gain access to research trials?

&

Documents/Materials Needed
1. All reports of adverse events related to research subjects
2. Evidence of integration with programs for tesearch-related medication and hazardous materials
management, such as policies, inventories of equipment, and inventories of hazardous materials.
3. Evaluation of staff patticipating in research is incotporated into SQE standards.
Review of at least five human subjects research projects (inpatient or outpatient) currently underway.
5. Review will include subjects entered in protocols as follows:
a. For triennial surveys, subjects entered in protocols 12 months prior to survey (but not before
1 September 2013, the publication date of these standards)
b. For initial surveys, subjects entered in protocols 4 months prior to survey (but not before 1
September 2013, the publication date of these standards)
6. Information regarding any study patients who had adverse events reported as follows:
a. For triennial surveys, subjects having adverse events 12 months prior to survey (but not
before 1September 2013, the publication date of these standards)
b. For initial surveys, subjects having adverse events 4 months prior to survey (but not before
1September 2013, the publication date of these standards)
All hospital contracts for the conduct of research by outside entities
8. Other relevant documents for discussion of HRP.3.1, including ME.1: the establishment and
implementation of a process to determine the activities and responsibilities of a contract research
organization
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