PROTECTING RESEARCH SUBJECTS WITH 
IMPAIRED DECISION MAKING CAPACITY (IDMC) - IDMC SCREENING

Subject Name:  



       Principal Investigator:  





Title of Study:  













This form is for use of the investigator or his/her designee and is not intended for issuance to the subject.  Following completion, this form is to be kept with the consent form in the investigator file.

For studies involving subjects with impaired decision making capacity, the investigator must have an IRB approved plan for screening and monitoring decision making capacity.  

PART I.    In order to screen for IDMC, the following questions are suggested:

1. What is this research project about?

2. What risks does it present to you?

3. What happens if you do not participate in this study?

4. What happens to you if you decide to participate?

5. What is the benefit to you of participating?

A key factor in participants' decision making is their appreciation of how the risks, benefits, and alternatives to participation in the study apply to them personally. 

If the patient appears to understand the questions and the answers are adequate, the person obtaining consent must sign below.  No further response is necessary

	 
	
	
	
	


      Signature of Person Obtaining Consent                                     Printed Name                                     Date
PART II.   If the answers to the above questions show substantial misunderstanding of the purpose, risks or alternatives, the IDMC screen is indicative of impaired decision making capacity.  

When the screen shows that decision making capacity is impaired, the prospective subject may not participate in the research unless the following four items are met:

1. The IRB has previously approved plans for the inclusion of subjects with IDMC.

2. A practitioner, in consultation with the chief of service or COS determined and documented in the medical record that the prospective subject is incompetent or has impaired decision making capacity and is unlikely to regain it in a reasonable period of time.  Consultation with a psychiatrist or licensed psychologist is obtained when the determination that the prospective research subject lacks decision-making capacity is based on a diagnosis of mental illness.

3. A legally authorized representative (surrogate) provides their consent on behalf of the subject after being fully apprised of all the information involved in the consent process and informed of their role and obligation to protect the incompetent subject or person with impaired decision making capacity.  The representative must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest. (See SOP on Impaired Decision Making Capacity for a description of individuals who can serve as a legally authorized representative and provide surrogate consent.)
4. A surrogate must approve participation in addition to the subject (when the subject is able to express their wishes).  In no instance may a subject be required to participate against their wishes, regardless of competency or decision making status.
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