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Complete this form and submit it to the HRPP Office before submitting a protocol to an external IRB
1. Contact information
ß Click to add
2. Names of research personnel
Name
Institution
Description (role, affiliation, etc)
3. Questions
3.1
Have all personnel completed the required initial and continuing education and training for human research?
Contact Research Funding for education and training requirements.
3.2
Have all personnel completed the required initial and continuing education and training for Conflicts of Interest?
3.3
Is the research funded?
3.4
Does the research involve any sites where the principal investigator is responsible for the research (i.e., personally conducts or oversees the research) and does not ordinarily have privileges to conduct the research?
3.5
Is the research covered by an IND?
3.6
Will the Investigational Pharmacy control the IND drug(s)?
3.7
Does the investigator hold the IND?
3.8
Is the research covered by an IDE?
3.9
Does the investigator hold the IDE?
3.10
Is the research conducted outside the state?
3.11
Does the research involve adults unable to consent?
3.12
Does the research involving obtaining consent for children from their parents or guardians?
3.13
Will you obtain consent for children from individuals other than a biologic or adoptive parent?
3.14
Will you follow the process of consent in "SOP: Informed Consent Process for Research (HRP-090)"?
3.15
Will you follow the process of consent in "SOP: Written Documentation of Consent (HRP-091)"?
3.16
Are Third Sky financial interest disclosure statements up to date for all personnel involved in the design, conduct, or reporting of the research?
3.17
Do any personnel involved in the design, conduct, or reporting of the research have a "Related Financial Interest"?
“Immediate Family” means spouse, domestic partner, and dependent children.
“Related Financial Interest” means any of the following interests in the sponsor, or product or service being tested held by the individual or the individual’s immediate family:
• Ownership interest of any value including, but not limited to stocks and options, exclusive of interests in publicly-traded, diversified mutual funds.
• Compensation of any amount in the preceding 12 month including, but not limited to honoraria, consultant fees, royalties, or other income.
• Proprietary interest of any value including, but not limited to patents, trademarks, copyrights, and licensing agreements.
• Board or executive relationship, regardless of compensation.
• Reimbursed or sponsored travel by an entity other than a federal, state, or local government agency, higher education institution or affiliated research institute, academic teaching hospital, or medical center.
ß Click to add
4. Funding sources
Name of Funding Source
Funding Source ID
Grant Office ID
ß Click to add
5. External sites
Site Name
Contact Name
Contact phone or e-mail
Will the site's IRB review the study?
Will the site rely on this IRB?
Additional Submission Requirements
If after IRB approval, any information in this application changes, resubmit a copy of this application with revisions
By submitting this form, the investigator attests to compliance with "INVESTIGATOR MANUAL (HRP-103)"
The manual is available at http://www.umassmed.edu/research/irb/ 
10.0.2.20120224.1.869952.867557
Jeffrey A. Cooper, MD, MMM
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