Initial Review 

CONSENT FORM

Checklist

	
	Protocol title:


	Date:

	
	PI:
	Reviewers:

	Category
	Requirements
	Comments

	Formatting
	1. Form 2514-1 template with fixed boiler plate language (no changes)

2. Pages numbered

3. Consents labeled appropriately (if more than one)
4. Pages numbered
5. Text is written at or below 8th grade reading level
	

	Purpose of Study
	1. Purpose statement is evident
2. Statement describing why subject is being invited to participate (“you are being invited because…”) should be included
	

	Study Qualifications
	A clear list of inclusion/exclusion criteria are presented (sometimes titled “who should participate” or “who should not participate”)
	

	Procedures
	1. Duration of study and number of visits (in hours, days or weeks)
2. Specify whether In-patient or Out-patient visits

3. Description of screening procedures/tests
4. Explanation of any experimental procedures/medications

5. Explanation of non-research medications if applicable

6. Explanation of any pre-entry requirements such as medication taper or washout
7. Description of subject monitoring, follow-up and contact information for problems

8. Genetics – sample storage, confidentiality protections

9. Study completion procedures are specified including transition of subjects to outside caregivers if study involves clinical care for any period of time
	


	Risks, Hazards and Discomforts
	1. Foreseeable risks are described and itemized, with an estimate of their likelihood, description of measures to prevent risks, and description of actions that will be taken if occurs
2. What will happen if subjects worsen during study participation

3. Risk of hospital admission or commitment needs to be explicit (cassette language available)

4. Description of conditions for study withdrawal or termination

5. If medication washout or delay of treatment is involved this risk is clearly described

6. Additional Considerations:

Radiation exposure risks

Pregnancy testing

Contraception required

HIV testing

Blood drawing


	

	Potential Benefits
	1. Compensation is not to be listed as a benefit
2. If no benefit this should be first statement in this section
	

	Test Results
	1. Will subjects be informed of their individual test results?  If children – will parents be informed of results.
2. What actions will be taken if abnormal results (clinically significant) are found?

3. Is there a distinction between research results and clinical test results?
	

	Reporting of Abuse
	For protocols involving children there should be a statement about legal requirement for reporting evidence of abuse, if identified (cassette language available)
	

	Alternatives to Participation 
	Any studies that include subjects with a psychiatric diagnosis must include a statement of alternatives to study participation that describes the usual standard of care for the disorder
	

	Compensation
	If compensation is provided it may be included in consent either with or without exact dollar amounts.  
	

	HIV Boiler Plate
	If HIV testing included boiler plate language for this must be included
	

	Other Pertinent Information
	Fixed boiler plate language cannot be revised

Item #4 needs to include contact #’s 
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