
	HUMAN SUBJECTS RESEARCH PROTOCOL

	

	Use of this template (outline) is suggested when submitting a research protocol to the IRB. Your responses should be in terms which may be understood by a non-specialist.  
Please complete all sections of this template.  If any section is not applicable, list the heading and simply indicate “N/A”.   
Instructions are bracketed and in italics.  Please remove instructions prior to submission.

	

	I. Project Title   

	II. Date of Submission

	III. Starting and Ending Dates of Project

	IV. Investigators and Staffing
[In the table below (add additional rows as needed), indicate: (1) key project personnel, (2) their qualifications, and (3) a brief description of their responsibilities.]

Primary Investigator:

Department:

Phone number:

Email address:
If P.I. is a student, then complete next line:


Advisor’s name:

Please list all personnel (including P.I.) who will assist in conducting research in the table below:
NAME OF INDIVIDUAL

QUALIFICATIONS

RESPONSIBILITIES



	

	V. Funding Sources
[If receiving funding for this research, please identify the funding agency.  If not funded, state “No funding.”]



	

	VI. involvement of Other Organizations
[If research will be conducted through other organizations, e.g., elementary schools, please list the name of each organization, and the name of the gatekeeper of the organization, e.g., the principle of the elementary school.  Attach a letter of approval from each gatekeeper.]

 

	

	VII. Hypothesis 
[Briefly state the problem, background, importance of the research, and goals of the proposed project.] 



	

	VIII. Research Method and Design
[Include a brief description of the project design including the setting in which the research will be conducted and procedures.] 



	


	

	IX. Human Subjects Involvement
[Please complete all sections of the Human Subjects Instructions.  If section is not applicable, indicate “N/A”.]

	

	A.  Description
[Provide a detailed description of the proposed involvement of human subjects in the work. Specifically, state:

The procedures the participants will take part in, in a step-by-step chronological manner.

Where the research will take place.

How long the research will take for the participant (for each meeting and total).]


	

	B.  Subject Population
[Describe the subject population in terms of sex, race, ethnicity, age, etc., including the number of participants.  Describe your access to the population that will allow recruitment of the necessary number of participants. State any inclusion/exclusion criteria used to select participants.  Explain the rationale for the involvement of vulnerable populations (e.g., children, the cognitively impaired, or prisoners).] 



	

	C.  Research Material
[Explain how information will be obtained from the subjects (e.g., interviews, surveys, observations, reviewing participants’ work, using pre and post test results as data). Attach any surveys, interview questions, or the like. ]


	

	D.  Recruitment Plan
[Describe plans for the recruitment of subjects. If you plan to involve special cases of subjects, such as children, the cognitively impaired, prisoners or others who are likely to be vulnerable, describe any special recruitment procedures for these populations.  Attach any recruiting materials.]



	

	E. Potential Benefits

[Describe any direct or guaranteed benefit (e.g., cash payment, gift card, course credit, free treatment).  If payments will be made, how will payment be received- cash or check, mailed or handed out?  Will payments affect confidentiality? Note that excessive payments may be considered coercive.  If students will receive extra credit or course credit, state the alternative method(s) of earning the credit that must be made available to those who do not wish to participate.]


	

	F.  Potential Risks
[Describe potential risks whether physical, psychological, social, legal, or other and assess their likelihood and seriousness. Example risks include physical injury, allergies to materials used in study, loss of privacy, and emotional discomfort (anxiety, stress, depression).]


	

	G.  Risk Reduction
[Describe the procedures for protecting against or minimizing each potential risk listed above. For example, risk of loss of privacy may be reduced by storing all research material in a locked cabinet, by using codes rather than participant names on surveys, by conducting an anonymous study or other methods.  If risk of emotional discomfort is high, provide the subjects with a list of referrals for counseling and attach to the informed consent document.]
 


	H.  confidentiality
[Describe how the confidentiality of research data will be protected (e.g., physical controls on the data; access controls to the data; coding of data; legal controls, such as a Federal Certificate of Confidentiality; statistical methods; or reporting methods).]



	

	I.  Risk/Benefit
[Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and in relation to the importance of the knowledge that may reasonably be expected to result.]


	

	J.  Consent Issues

	

	1.  Consent Process
[Indicate who will be asked to provide consent/assent, who will obtain consent/assent, what language (e.g., English, Spanish) will be used by those obtaining consent/assent, where and when will consent/assent be obtained, what steps will be taken to minimize the possibility of coercion or undue influence, and how much time will subjects be afforded to make a decision to participate.  If a translator will be used, identify whether the translator will be a family member of the participant.  Attach consent form(s).]


	

	2.  Special Consent Provisions
[If some or all subjects will be cognitively impaired, or have language/hearing difficulties, describe how capacity for consent will be determined.  If you anticipate the need to obtain informed consent from legally authorized representatives (LARs), please describe how you will identify an appropriate representative and ensure that their consent is obtained.]


	

	3. [If request is being made to waive some or all  elements of informed consent from subjects or permission from parents, explain why: (1) the research involves no more than minimal risk to the subjects, (2) the waiver or alteration will not adversely affect the rights and welfare of the subjects, (3) the research could not practicably be carried out without the waiver or alteration; and (4) whether or not subjects will be debriefed after their participation.  

	

	4.  [If request is being made to waive documentation of consent, provide a justification for waiver based on one of the following two elements AND include a description of the information that will be provided to participants: (1) 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 breach of confidentiality.  Subject will be asked whether they want documentation linking them with the research, and each subject’s wishes will govern; or (2) 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.]


	

	5.  [If applicable, explain the Assent Process for children or decisionally impaired subjects.  Attach assent form.]


	

	6.  [If request is being made to waive the requirement to obtain assent from children  age 6 or higher, or decisionally impaired subjects, explain why: (1) why some or all of the individuals  age 6 or higher will not be capable of providing assent based on their developmental status or impact of illness; (2) the research holds out a prospect of direct benefit not available outside of the research; and/or (3) [a] the research involves no more than minimal risk to the subjects, [b] the waiver or alteration will not adversely affect the rights and welfare of the subjects, [c] the research could not practicably be carried out without the waiver or alteration; and [d] whether or not subjects will be debriefed after their participation.]


	X. Other
[If there are issues which the board should consider which do not fall into any category above, please describe them here.]
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