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APPENDIX H
Surrogate Consent Process Addendum
	The New Jersey law, entitled “Access to Medical Research Act,” N.J.S.A. 26:14-1, et. seq., enacted in 2008, specifies in detail who may serve as surrogate decision makers for potential research subjects who are unable to consent to medical research. (Inability to consent to medical research means that a potential research subject is unable to voluntarily reason, understand, and appreciate the nature and consequences of the proposed research interventions, including the subject’s diagnosis and prognosis, the burdens, benefits and risks of this research activity, or any alternatives to study participation, and to reach an informed decision.)
To ensure compliance with New Jersey law, this Appendix must be completed as a supplement to any Rutgers University IRB application proposing to use surrogate decision makers for those who are unable to consent to medical research. 

	•     This form must be completed in its entirety before it can be submitted to the Committee for its review.
•     You must respond to each question of this form or your application will be returned to you.

•     When completing this form, please refer to the Guidelines for Surrogate Consent and Surrogate Self-Certification     

      Form.



	PRINCIPAL INVESTIGATOR:
	     

	STUDY TITLE:
	     

	SECTION ONE:

	1.1
	Does this Study offer the prospect of direct benefit to the Subject?
If yes, please complete SECTION ONE: 1.1(a-b):

If no, please skip to SECTION ONE: 1.2(a-d).
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 NO

	(a).       
	Are there any recognized treatments or alternatives available for this disease-state/ condition? (If a currently recognized treatment exists, the Subject, their guardian or Surrogate must be presented with the choice of the recognized treatment OR the research protocol.)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 NO

	(b).
	If yes, list and briefly describe each alternative below. Include the relative risks and benefits of each alternative.

	
	i.)       

	
	ii.)       

	
	iii.)      

	
	iv.)      

	1.2
	If this Study does NOT offer the prospect of direct benefit to the Subject:

	(a).
	Is this Study likely to yield generalizable knowledge about the Subject’s disorder or condition?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 NO

	(b).
	Does this Study involve no more than a minor increase over minimal risk? (‘Minimal risk’ means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological exams or tests.) 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 NO

	(c).
	Can this disorder or condition be investigated ONLY through the participation of decisionally impaired or incapacitated individuals?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 NO

	(d).
	If the answer to 1.2(c) is yes, please explain: 

     

	

	SECTION TWO: 

	2.1a
	Describe the relative risks of the research Study to the Subject:  

     


	2.1b
	Describe the relative benefits of the research Study to the Subject:

     


	SECTION THREE:

	3.1
	NJ law requires that “the determination that the subject is unable to consent, as well as the extent of the incapacity and the likelihood that he will regain decision-making capacity, shall be made by an attending physician with no connection to the proposed research.”  Describe your plans for obtaining an assessment of the decision-making capacity of Subjects, including a process for the selection of an attending physician not connected with this Study to make this assessment:

     

	3.2
	Describe your plans for obtaining consent from Subjects who regain the ability to consent after a Surrogate has given initial consent for Study participation:

     

	3.3
	Describe your plans to safely remove a Subject if, once enrolled, the Subject expresses dissent to participation or if a Surrogate withdraws consent to participate in this Study:

     

	SECTION Four: 

	4.1
	Attach the Surrogate Consent Form for this Study. 


	4.2
	NJ law requires that “the written consent form is signed and dated by a person, who is not the subject, his guardian or authorized representative, or the researcher, and who can attest that the requirements for informed consent to the medical research have been satisfied.” Describe your process for selecting this witness: 
     

	SECTION FIVE:  ASSURANCES

	As principal investigator I assure that:

	5.1
	I shall attempt to obtain informed consent directly from the Subject.  If a Subject objects either to a determination of incapacity or to the Study, this decision shall be binding and I will not include this Subject in the Study unless a court of competent jurisdiction determines that the Subject lacks decision-making capacity.  

	5.2
	I will honor any objection, expression of resistance or opposition to either the Study participation or to the use of a Surrogate.

	5.3
	If a Subject executed an advanced directive for health care purposes and participation in this Study would conflict with the provisions of the advanced directive, I will not include the Subject in this Study.

	5.4
	A Subject’s cognitive ability to consent will be re-assessed at regular intervals. If a Subject regains the ability to consent to participation at any time during this Study, the Subject will be consented using standard consent procedures.

	5.5
	Each Surrogate will be selected following New Jersey state law and the University’s Guidelines for Surrogate Consent.

	Principal Investigator: ____________________ Date: ____________________
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