	CENTRAL DEPARTMENT OF ENERGY INSTITUTIONAL REVIEW BOARD (CDOEIRB)
Human Subjects Research Application (FWA0015568)

	The protocol must be submitted in typed form and all applicable items must be answered.  Please type responses in unshaded areas.


	Protocol Number
	

	Protocol Title:
	

	Principal Investigator:
	

	Institution/Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Co-Principal Investigator:
	

	Institution/Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Collaborating Institution(s):
	

	Funding Source:
	

	Funding Agreement Number:
	

	Estimated Annual Funding:
	

	Estimated Start Date:
	


	A.  OVERVIEW

	A.1 Please provide a brief description of the proposed studies in lay terms and include what hypotheses are being tested.

	


	B. PERSONNEL AND TRAINING

	B.1 In each box list personnel working on this protocol and their role.  

	NAME
ROLE


	Principal Investigators and co-Principal Investigators MUST take and pass a training course on human subjects research prior to commencement of work on non-exempt research.  CITI at www.citiprogram.org is preferred; however, the CDOEIRB may accept proof of training from other approved human subjects training. Documentation of training must be included in your “User Profile” in IRBNet if this is your first submission.  This documentation will continue to be flagged in future submissions.  Refresher training is required every three years.

	


	C. PROTOCOL

	C.1 Give full details of the exact protocol that will be followed.  For research involving surveys, questionnaires, etc., describe the setting and mode of administering the instrument (e.g., by telephone, on-line, individual, group) and the provisions for maintaining privacy and confidentiality.  Include the duration, intervals of administration and overall length of expected participation.  

	


	C.2 Detail what type of samples will be obtained (e.g., blood, urine, biopsy, x-ray, MRI), how many and often.

	


	C.3. Data collection

	C.3.a Describe how and from whom data will be collected and recorded.

	


	C.3.b Will it be associated with personal identifiers or coded to protect personal privacy?

	


	C.3.c Describe coding method.  Who will have access to the data and codes?

	


	C.3.d Where and how will the data be stored during the study and how will it be secured?

	


	C.3.e What will happen to the hard copy and computerized data after the study is completed?

	


	C.3.f How long will data be kept after the study completion and how will it be disposed of?

	


	C.3.g Will the data be used for any purpose other than this study?  If so, describe.

	


	C.3.h Do you intend to create a new database using information from this study? If so, will identifying information be included?

	


	If the data are subject to the DHHS HIPAA confirm that the institutions involved in this research are in compliance with the requirements of 45CFR Parts 160 and 164.
If the data will be transmitted to/from other institutions, confirm that the DOE policy governing PII is followed (http://www.bnl.gov/ora/files/doc/DOE.PII.doc)

	


	C.3.i Detail if subjects will be exposed to radiation, chemicals, pharmaceuticals or other physical agents or procedures.

	


	D. SUBJECT DESCRIPTION

	D.1 Number and type of subjects:

	


	D.2 Statistical justification:

	


	D.3 Inclusion/exclusion criteria (age range, health status, etc.):

	


	D.4 Will any vulnerable subjects be involved (fetuses, pregnant women, children, prisoners, DOE workers)?  If so, explain the rationale for their involvement.

	


	D.5 Recruitment: How and by whom will subjects be recruited?  Attach a copy of any advertisements, notices or letters used to recruit subjects.

	


	E. INFORMED CONSENT

	Please note:  You may request a waiver of informed consent (10 CFR 745.116(d)) or a waiver of DOCUMENTATION of informed consent (10 CFR 745.117(c)).  Please read both E.5 and E.6 to understand these requirements.

	E.1 Describe the full consent process, including how and where it will take place.  Explain how it will be structured to enhance independent and thoughtful decision-making.

	


	E.2 Who will obtain consent?

	


	E.3 How and by whom will it be determined an individual has the capacity to consent?

	


	E.4 Will any information be withheld from the subject (deception)?  If so, justify and describe plans for debriefing.

	


	E.5 Waiver of Informed Consent:  An IRB may waive the requirement to obtain informed consent (45 CFR 46.116(d)) provided it finds and documents that:  

· The proposed research presents no more than minimal risk to the subjects.
· A waiver of informed consent does not adversely affect the rights and welfare of subjects.
· It is impracticable to carry out the research without a waiver or alteration of informed consent.
· Whenever appropriate, the subjects will be provided with additional pertinent information about participation (i.e., Fact Sheet).
Your project must meet all of these criteria before a waiver of informed consent can be approved.
Are you requesting a waiver of consent as outlined in 45 CFR 46.116(d) described above? 
If yes, please explain your rationale for requesting a waiver of consent. 

	


	E.6 Waiver of Documentation of Informed Consent: An IRB may waive the requirement for the investigator to obtain a signed consent form (45 CFR 46.117(c)) for some or all subjects if it finds either:

· That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a break of confidentiality.  (Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern), or

· That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

Your project must meet at least one of these criteria before a waiver of informed consent can be approved.

Are you requesting a waiver of documentation of informed consent as outlined in 45 CFR 46.117(c) described above? 

If yes, please explain your rationale for requesting a waiver of documentation (signed) of informed consent.



	


	F. RISKS: Describe the potential risks (physical, psychological, social, economic, or other) and assess their likelihood and seriousness to the subjects Where appropriate, describe alternative treatments and procedures, including the risks and benefits of the alternative treatments and procedures to participants in the proposed research.

	F.1.a Physical

	


	F.1.b Psychological

	


	F.1.c Social

	


	F.1.d Economic

	


	F.1.e Other

	


	F.2 Describe in detail how each of these risks is minimized:

	


	F.3 How and who will handle unanticipated problems and adverse events?

	


	F.4 What facilities/equipment are provided to handle adverse events?

	


	G.  BENEFITS

	G.1 What potential benefits, if any, may individual subjects receive as a result of their participation in this research?

	


	G.2 What potential benefits to society may be expected from this research?  

	


	G.3 What is the overall risk classification of the research: minimal, more than minimal, significant, or unknown?
 

	


	G.4 What is the risk/benefit ratio of the research compared to that of available alternatives? 

	


	H. FINANCIAL CONSIDERATIONS

	H.1 Describe payment to subjects.  Will they be reimbursed for travel expenses? What conditions must be fulfilled to receive full or partial payments?

	


	H.2 What financial obligations will subjects incur as a result of participating in this study?  Will subjects have to pay for any of the treatment(s) they receive or for tests performed in the research?

	


	H.3 Who is responsible for paying for any subject injury as a result of the study?  Will subjects be compensated for out-of-pocket expenses or lost wages if they suffer a research-related injury?

	


	I. COLLABORATING INSTITUTIONS

	I.1 Describe arrangements or agreements with other institutions that directly affect the involvement of subjects in this research.  

	


	I.2 Is IRB review and approval required at the collaborating institution(s)?  If so, please attach a copy.

	


	J. Conflict of Interest.  Does any investigator on the protocol (including immediate family) have a significant financial conflict of interest with the sponsor of this protocol?  If so, explain.

	


	K. Unusual Aspects.  Please note any unusual aspects, if any, of this research that should be called to the attention of the CDOEIRB.

	


	L. INVESTIGATOR ASSURANCE

	I affirm to the best of my knowledge that all the above information is complete and accurate and agree to accept responsibility for this project in accordance with applicable Federal regulations and established CDOEIRB policies and procedures.  I accept primary responsibility for safeguarding the interests of subjects under study.  No changes will be made without prior approval from the CDOEIRB.  I will inform the CDOEIRB of any unanticipated problems or adverse events.
In addition, I accept the following responsibilities:

· I will obtain approval from the IRB prior to instituting any change in the project protocol.

· I will bring to the attention of the IRB the developments of any unexpected risks.

· I will submit a Continuing Review Application and status report at 12-month intervals or as indicated, attesting to current status of this project.
· I will submit a Request for Closure and status report upon completion of the project.
IRBNet submissions must contain all e-signatures prior to submission of the project for review. Typed and/or printed names and dates must be included here.  

	Principal Investigator
	
	DATE
	

	Co-Principal Investigator
	
	DATE
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