KESSLER FOUNDATION RESEARCH CENTER

INSTITUTIONAL REVIEW BOARD     


CONSENT TO PARTICIPATE IN A RESEARCH STUDY

(Please see instructions for completing this form in Attachment A, Section II A.4)

(Please DO NOT change the margins of this document as sufficient space is needed for applying the IRB approval stamp on each page)
TITLE OF STUDY:  
RESEARCH STUDY #:
I, _____________________________________, have been asked to participate in a research study under the direction of Dr(s).__________________________. Other professional persons who work with (him/her/them) as study staff may assist or act for (him/her/them). All research projects carried out at Kessler Foundation Research Center are covered by the rules of both the Federal Government and Kessler Foundation Research Center.

PURPOSE:

The purpose of this research study is. . .

(State the purpose/objectives of the research in lay language using 8th grade English)
DURATION:

My participation in this study will last for about __________________________.

PROCEDURES:

I have been told that, during the course of this study, the following will occur:

Describe in lay language using 8th  grade English, step by step (in first person), what will happen to the participant. This description should include, but not be limited to, such items as:
· The overall design of the study.

· Methods and probability of assignment, randomization, controls and placebos.

· Brief summary of blinding procedures, if applicable.



· Procedures to be performed, including frequency and follow-up.

· Distinction between those procedures that are experimental and those that are part of standard care.

· Medications (including placebo) to be administered and the method, dose, and frequency of administration.

· Number, frequency and duration of visits, or time required of participants already on site.

· Specimens to be collected, including frequency and size/amount.

· Specific requirements of the research participant, e.g., post-treatment follow-up, diary cards, questionnaires, etc.

PARTICIPANTS:
I will be one of about _________ (number) participants in this study.

State the total number of participants to be enrolled in the study, the number for each site if a multicenter study, and the number in each arm of the study.  State any specific requirements of the participant for inclusion in the study (e.g., age, sex).
INCLUSION CRITERIA:
Provide a summary, in lay language, of the criteria for enrollment in this study.

EXCLUSIONS:
If any of the statements below apply to me, I need only tell the researcher that one or more of the statements pertain to me.  To ensure my privacy and confidentiality, I need not reveal which of the statements apply to me.  If I choose to tell the investigator which of the statements apply to me, the information will be kept strictly confidential.


I will inform the researcher if any of the following statements apply to me:

(List study exclusion criteria in lay language)

RISKS/DISCOMFORTS:
I have been told that the study described above may involve the following risks and/or discomforts:


(For each procedure/intervention, describe the potential, immediate and long-term discomforts, hazards, and risks - include physical, psychological, social, and reproductive risks.  If the incidence of these risks or discomforts is known, it should be stated.)
(If applicable) If I become pregnant during the course of the study, I should notify the principal investigator of this fact as soon as possible since the risks to the fetus or me are unknown.

There also may be risks and discomforts that cannot be foreseen.

BENEFITS:
I have been told that the benefits of participating in this study may be:

(Describe potential benefits, to the individual and to society in general, that might result from the research.  If the individual participant will receive NO DIRECT BENEFIT, this must be stated.)

However, I may receive no personal benefit from participating in this study.

(OR)
I have been told that I will receive no direct benefit from my participation in this study, but the information obtained from this investigation may help the researchers to better understand . . .

ALTERNATIVES:
The following alternative procedures or treatments are available if I choose not to participate in this study:

(State the course of treatment that will be available if the subject does not choose to participate in the study.  If there are no alternatives, state that the only alternative is not to participate in the study.)


NEW FINDINGS:
During the course of the study, I will be told about any new findings that might affect my willingness to remain in the study.

CONFIDENTIALITY:
Every effort will be made to maintain the confidentiality of my study records.

Officials of Kessler Foundation Research Center, the sponsoring company - (name of company), and the U.S. Food and Drug Administration (if applicable), will be allowed to inspect sections of my medical and research records related to this study.  If the findings from the study are published, I will not be identified by name.  My identity will remain confidential unless disclosure is required by law.
FINANCIAL COSTS TO THE PARTICIPANTS:
I understand that my participation in this study may incur the following (increased/decreased) costs to me.  Some of these costs may be covered by my health insurance provider.

(Indicate who is to bear the expense of tests, procedures, hospitalization, etc., done solely for research purposes.  If participation increases/decreases the cost to the subject, so state.)
(OR)
I understand there will be no cost to me for my participation in this study.

PAYMENT FOR PARTICIPATION:
I have been told that I will receive $___________ for my participation in this study according to the following schedule:

(Include this statement if subjects are to be paid or reimbursed for participation.  Specify the dollar amount and the payment schedule or other forms of reimbursement.  Address the matter of prorating payments  if the participant withdraws or if the investigator terminates the study.)

MEDICAL THERAPY FOR INJURY:
(Choose the appropriate paragraph below)

FOR RESEARCH INVOLVING NO RISK OF PHYSICAL INJURY:
Medical therapy will be arranged for me by the Principal Investigator for any physical injuries sustained as a direct consequence of my participation in this research. My health insurance carrier, managed care provider or other third party payer will be billed for the cost of this medical therapy.  All claims for unreimbursed expenditures for medical therapy should be made to the Principal Investigator.  I understand that there will be no cost to me for the therapy.  However, no other financial compensation is offered to me in the event of physical injuries sustained as a direct consequence of my participation in this research.

FOR RESEARCH ON VOLUNTEERS INVOLVING MORE THAN MINIMAL RISK (for unsponsored research):
If I participate in this study, I will be exposed to certain risks of physical injury. Medical therapy will be arranged for me by the Principal Investigator for any physical injury to me that occurs as a direct result of my participation in this research.  My health insurance carrier, managed care provider or other third party payer will be billed for the cost of this medical therapy.  I understand that I will be responsible for any portion of the cost of therapy not paid by my insurance or managed care provider.  No other financial compensation is offered to me in the event of physical injuries sustained as a direct consequence of my participation in this research.

FOR RESEARCH ON VOLUNTEERS INVOLVING MORE THAN MINIMAL RISK (for industry-sponsored research):
If I participate in this study, I will be exposed to certain risks of physical injury. Medical therapy will be arranged for me by the Principal Investigator for any physical injury to me that occurs as a direct result of my participation in this research.  My health insurance carrier, managed care provider or other third party payer will be billed for the cost of this medical therapy.  (Name of sponsoring company) will provide reimbursement for the reasonable costs of medical therapy to the extent that my health insurance, managed care provider or other third party payer does not cover such costs.  All claims for unreimbursed expenditures for medical therapy should be made to the Principal Investigator.  No other financial compensation is offered.
RIGHT TO REFUSE OR WITHDRAW:

I understand that my participation is voluntary and I may refuse to participate, or may discontinue my participation at any time, without penalty or loss of benefits to which I am otherwise entitled.  I also understand that the investigator has the right to withdraw me from the study at any time.

(Describe the medical consequences [if any] of the participant’s decision to withdraw from the research.  Indicate the procedures for an orderly termination of participation by the subject.)

INDIVIDUAL(S) TO CONTACT:
If I have any questions about my treatment or the research procedures, I can contact: 

(List the name, phone number, and office address of the investigator or other responsible individual who can be contacted by the participant in the research activity.)

(The principal investigator may include the paragraph below if he/she believes it is applicable to this study.)
If you have medical questions pertaining to this study, there is a resident physician on-call available at the Kessler Institute of Rehabilitation who can be reached at 973-731-3600. Please be aware that this on-call physician is not a part of the study team and will not be familiar with the study, but will be able to direct your study-related medical questions to the appropriate member of the study team.

If I have concerns only regarding my rights as a research participant, I may contact Donnis Prass, IRB Coordinator, at 1-800-648-0296, extension 6972.


I will receive a copy of this consent form if I agree to participate in this research study.









_____ Participant’s Initials

SIGNATURE OF PARTICIPANT

I have read this entire form, or it has been read to me, and I understand it completely.  All of my questions regarding this form or this study have been answered to my complete satisfaction.  I agree to participate in this research study.

Participant Name:



Signature:





Date:






VERBAL CONSENT IF THE PARTICIPANT LACKS UPPER LIMB FUNCTION TO COMFORTABLY WRITE
_____________________________ is unable to sign the consent form due to impaired arm function. I certify that I have carefully explained the purpose and nature of this research to him/her in appropriate language and he/she has had an opportunity to discuss it with me in detail. I have answered all of his/her questions and he/she has consented to participate in this research. He/She has also given me permission to initial each page of the consent form with his/her initials as we review it.  I, therefore, am signing the consent form to document that he/she has given his/her consent to participate in this research study.

Person Obtaining Consent: 

Name:




          
Signature:

_______



Date: ________________

Witness Name:



Signature:

_______


Date:





SIGNATURE OF INDIVIDUAL PROVIDING SURROGATE CONSENT IF PARTICIPANT IS COGNITIVELY IMPAIRED (remove if not applicable)

I, (name of surrogate)                                                      , as the (relationship to patient)                                                     of (name of patient)                                                                , do consent to the participation of the above person in this research study.  I further state that all good faith effort has been made to contact all others in my level of priority to review this decision with them, and that no dissenting opinion exists among them.

Signature:

_______

           Date:




SIGNATURE OF PARTICIPANT IF 7 - 17 YEARS OLD (remove if not applicable)
I have read this entire form, or it has been read to me, and I have had all of my questions answered to my satisfaction.  I agree to participate in this research study.  I understand that, because I am a minor, my parent/legal guardian must also agree to my participation.  I also understand that I will not be enrolled in this study without my signature on this form.  I may withdraw at any time, with or without my parent's/guardian's permission, by notifying the investigator.

Minor’s Name:



Signature:





Date:






SIGNATURE OF PARENT OR LEGAL GUARDIAN
I am the  FORMCHECKBOX 
 parent or  FORMCHECKBOX 
 legal guardian (check one) of this participant,


 (name).  I agree to the above statement, and agree to my child's participation in this research study.

Parent/

Guardian Name:



Signature:





Date:








SIGNATURE OF READER/TRANSLATOR IF THE PARTICIPANT DOES NOT READ ENGLISH WELL
The person who has signed above, 




, does not read English well.  I read English well and am fluent in (name of the language)



, a language the participant (his/her parent/legal guardian) understands well.  I have translated for the participant (his/her parent/legal guardian) the entire content of this form.  To the best of my knowledge, the participant (his/her parent/legal guardian) understands the content of this form and has had an opportunity to ask questions regarding the consent form and the study, and that these questions have been answered to the complete satisfaction of the participant (his/her parent/legal guardian).

Reader/

Translator Name:




Signature:




Date:








SIGNATURE OF INVESTIGATOR OR RESPONSIBLE INDIVIDUAL
To the best of my knowledge, the participant, 




, (or his /her parent/legal guardian) has understood the entire content of the above consent form, and comprehends the study and its risks as well.  The participant’s questions and those of his/her parent/legal guardian have been accurately answered to his/her/their complete satisfaction.

Investigator Name:




Signature:




Date:







SIGNATURE OF WITNESS
I further attest that I was present as a witness throughout the above mentioned oral presentation, including the answering of any and all questions raised by the participant (or his/her parent/legal guardian).

Witness Name:




Signature:




Date:








ATTACHMENT – POLICY ON SUBSTITUTED (SURROGATE) CONSENT (remove if not applicable)

2.3
Individuals Able To Provide Effective Surrogate Consent for Participation In Research Studies

2.3.1
The following individuals may be considered capable of providing surrogate consent, in the following descending order of priority:

(1)
the health care representative of the subject pursuant to an advance directive for health care; 

(2)
the legal guardian of the subject who has the authority to make health care decisions for the subject; 

(3)
the spouse of the subject;

(4)
the subject’s domestic partner or partner of a civil union ; 

(5)
an adult son or daughter of the subject;

(6)
a custodial parent of the subject;

(7)
an adult brother or sister of the subject; 

(8)
an adult grandchild of the subject;

(9)
an available adult relative with the closest degree of kinship to the subject. 


VERIFICATION OF SPOUSE OR DOMESTIC PARTNERSHIP STATUS
(remove if not applicable)

With respect to an individual from whom an investigator seeks to obtain surrogate consent to enroll a subject in a research study, and who claims to be a spouse or domestic partner but has a different last name than the subject, the investigator is responsible for verifying that such individual qualifies as a spouse or domestic partner for purposes of this policy. Spouse or domestic partnership status shall be verified by obtaining three (3) of the following pieces of supporting documentation:

	1. 
Joint mortgage or lease 


	(  )

	2.
Designation by one of the spouses/domestic partners of the other spouse/partner as primary beneficiary under a life insurance policy


	(  )

	3.
Designation by one of the spouses/domestic partners of the other spouse/partner as primary beneficiary of retirement benefits 


	(  )

	4.
Designation by one of the spouses/domestic partners of the other spouse/partner as primary beneficiary under a will


	(  )

	5.
Joint ownership of an automobile, joint bank account or joint credit account 
	(  )

	
	

	Notwithstanding the foregoing, an individual may verify that he or she is the spouse of the subject by providing a valid marriage certificate without the need for the investigator to obtain copies of three of the above-listed documents.  
	(  )

	In the case of a same-sex domestic partnership, domestic partnership status may be demonstrated by obtaining a copy of an Affidavit of Domestic Partnership from a Local Registrar of Vital Statistics in any municipality in the State of New Jersey (without the need to obtain copies of three of the above-listed documents), under which each domestic partner confirms joint responsibility for each other’s common welfare and the sharing of financial obligations.
	(  )




Copies of the documents obtained as part of the process of verifying spouse or domestic partnership status shall be maintained in the research records, along with a copy of this Verification form which contains check-offs for each document that has been obtained and which has been signed and dated by the investigator and the spouse/domestic partner.

	_______________________________

Investigator Print Name


	
	________________________________

Spouse/Domestic Partner Print Name



	_______________________________

Signature of Investigator


	
	________________________________

Signature of Spouse/Domestic Partner

	_______________________________

Date
	
	_______________________________

Date



(For use by IRB Administrator)





(For use by IRB Administrator





(For use by IRB Administrator





(For use by IRB Administrator








(For use by IRB Administrator





(For use by IRB Administrator





(For use by IRB Administrator





(For use by IRB Administrator





(For use by IRB Administrator





(For use by IRB Administrator





(For use by IRB Administrator










Participant’s Initials: ________



Version Date: 




7


PROTOCOL NUMBER:  

6
Version Date: 


Participant’s Initials: ________



PROTOCOL NUMBER:  


