New York State - Department of Health

Institutional Review Board

TEMPLATE:  Consent to Participate in Human Research Study
	Title of Project:
            Title of Project should reflect nature of research being conducted. 

Principal Investigator:
Name(s) of Principal Investigator(s)

Address:
                        Principal Investigator’s address 

Phone Number:
           Principal Investigator’s  phone number


	 Purpose of the Research Study 

Provide an explanation of the research being conducted in simple language.  The IRB requires consent forms to be written at or below the 8th grade reading level and to explain the research using as few technical terms and jargon as possible.


(Insert Text):

	Description of the Research
Describe the procedures of the study, the approximate number of participants and what they are expected to do. Also include a description of procedures that are required as part of the research and those that are optional (future testing of specimens, for example).


(Insert Text):

	Potential Benefits

Describe any benefits that the participant will receive as a result of participating in this research.  Also describe if there is no direct benefit, but the study will provide future benefit to others.


(Insert Text):

	Potential Ri    Potential Risks and Discomforts

Describe both the probability and magnitude of harms/risks; including physical, psychological, social and economic.


(Insert Text):

	Alternatives to Participation

A discussion of alternate methods of treatment that may be beneficial, if applicable. 


(Insert Text):

	Confidentiality

Provide a full explanation of confidentiality protections the investigator plans to use, including: a ) where the data will be stored; b) who will have access to the stored data; c) how long the data will be kept; d) how the data will be reported.  Describe any foreseeable risks to maintaining confidentiality and how these will be minimized.  Explain certificate of confidentiality (if applicable).  Include the following statement, “The NYS IRB has the authority to inspect consent records and data files to assure compliance with approved procedures”. 


(Insert Text):

	Costs

                                              
Describe any costs to be incurred by the participant such as lost time from work, mileage, etc.
  Indicate length of time of participation.


(Insert Text):

	Compensation/Reimbursements      
Describe any payment to be offered for participation, when it will be given, and any conditions of full
 or partial payment.


(Insert Text):

	Voluntary Participation
Include a statement emphasizing that participation is voluntary and that subjects can discontinue the research activity at any time (or decline to answer specific questions) without reprisal or penalty.  Participants must receive a copy of the signed consent form for their records.


(Insert Text):

	Withdrawal or Termination of Participation

Describe how to withdraw from the study and what will happen to documents/specimens already collected.  It may also be necessary to describe the circumstances by which the researcher may terminate a subject’s participation (i.e. in the case of a clinical trial where there is concern regarding the intervention).


(Insert Text):

	Contact Person(s)

1) Give the name and phone number of a study contact person for any questions regarding the study 2) give the name of the IRB contact person, Mr. Tony Watson, Program Director, New York State Department of Health Institutional Review Board at (518) 474-8539 for any questions regarding human research study participation.


(Insert Text):

	Disclosure of Financial Interests
Disclose any financial interests of the PI(s).



(Insert Text):

	Additional Consent Requirements (as applicable)

HIPAA-compliant consent language

Genetic testing (79-l) requirements

Reasons for dismissal from study 

Compensation for injury


	Signature of Research Subject and Date


The signature of the subject and/or subject’s authorized representative must be obtained indicating an agreement to participate. The date (which should be in the subject’s writing) is meant to indicate that consent was obtained prior to the subject’s involvement in any research procedures.




(Insert Signature and date line here):

	Signature of Witness/ Person Obtaining Consent


The signature of an auditor/witness attests to the fact that the form was read by or read to the subject, that an explanation of the research was given, that questions from the subject were solicited and answered to the subject’s satisfaction, and that, in this person’s judgment, the subject voluntarily agreed to participate. This signature is not required by the federal regulations; however, the IRB may require this signature for some research that presents greater than minimal risk to subjects.




(Insert Signature and date line here):
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