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Script or Checklist for Verbal Consent


Instructions for Informed Consent Processes
SGU IRB encourages the use of concise but complete written consent forms (see attached page for preferred format).  A signed copy of the consent form is kept by the PI and another copy is given to participant.  Written consent must be supplemented with verbal discussion.  Investigators must provide the IRB with a script or checklist of items that will be verbally disclosed and discussed with each participant (see sample below).  Investigators should use plain language that is appropriate for the individual participant and is easily followed and understood by the participant.  The basic elements of informed consent are:
1. Competence or capacity  - legal or psychiatric constraints on participants ability to choose
2. Disclosure - what might a reasonable person want to know to make this decision, are there risks for discomfort, injury, or stress
3. Understanding - does each participant understand the words and concepts you disclose
4. Voluntariness - are there any coercive influences to participate (i.e., financial need, the ‘white coat syndrome’)
5. Authorization - verbal and/or written agreement that the PI may obtain and use the information sought for this research
[image: image1.jpg]The Principal Investigator must address for the IRB each of the following elements for the verbal discussion portion of the informed consent requirement.  When possible, give the exact wording to be initiated in the discussion with the participant of family member.  
1. Who will present/disclose information with the subject:  (name, title/position, time spent discussing with each participant). 
2. Where and when will this occur:  (specify locations, dates, times, other relevant information). 
3. Will a written consent form be discussed and/or presented at this time? 
4. How long will participants have to decide about their participation? 
5. Who will obtain final written and/or verbal consent:  (when, where, how)
6. Verbal topics to be disclosed and discussed:
a) Research goal: (Explanatory, ‘We are trying to…’, ‘What we will probably find is…’ ‘What we hope will happen when we finish is that…’).
b) Person soliciting consent:  (Introduce yourself, name, title, position, institution).
c) Recruitment criteria:  (The only people who can help us do this research are …, they must be …’).
d) Participants role:  (‘We will ask you to…’, ‘We will do this where, when, how many times, for how long’, ‘You will have [how long, days/mins] to let me know your decision’).
e) Use and management of data:  (Explain type of sample/info, what you will do with it, how long it will be kept, possible future use, who will have access.  If data might be embarrassing or stigmatizing to participants, describe protections for confidentiality.  If relevant, describe marketable product being designed or tested).
f) Probable benefits:  (Be realistic, ‘if you do this, you will …’, ‘your family might …’).
g) Possible harms:  (Describe discomfort and any other harm that might occur to the participant or their family through participating.  When relevant, state who will provide and pay for medical care if needed as a result of any harm incurred through participating).
h) Understanding (Ask ‘what do you think we are trying to learn/do?’ and ‘how do you think this might help you?’, and ‘What else do you want to know before you decide?’).
i) Voluntariness:  (‘You do not have to do this.  If you do it, you can stop at any time.  ‘Doctors and nurses at this clinic will still treat you when you need help’, ‘Would you like to do this?’).
j) PI Responsible:  (You can call [me/other] if you want to know the results of your tests or the study outcome.  You can call [me/other] if you have any questions later about this, or if you have any problem due to participating.).
Below is a sample list of headings that should be included on written consent forms (in parentheses are sample statements to guide the content which the PI will provide).  This instructions paragraph should be deleted from this page if it is used as an actual consent form.  The bold type, numbered headings should be retained when appropriate.
1. Research topic:  (short title or explanatory statement) 
2. Goal:  (‘We are trying to…’, ‘What we will probably find is…’ ‘What we hope will happen when we finish is that…’) 
3. Your role:  (‘We will ask you to…’, ‘We will do this where, when, how many times, how long’) 
4. What we will do with the sample/information you give us:  (omit the word ‘sample’ or ‘information’ as needed.  Specify the type of sample/information, describe what you will do with it.  If confidentiality is likely to be important in your research, describe measures you will take to ensure it.  When relevant, describe any commercial sponsor funding the research and/or marketable product being designed or tested).  
5. Why you might want to do this:  (Include possible but realistic benefits — say that ‘by doing this, you will get …’, ‘your community might …’) 
6. Why you might not want to do this:  (In your own mind, distinguish between possible and probable harms/risks/wrongs before completing this — then describe discomfort that might occur, and any other harm that might occur to the participant or their family through participating.  When relevant, state who will provide and pay for medical care if needed as a result of any harm incurred through participating). 
7. You can say no:  (‘You do not have to do this.  If you do it, you can stop at any time. ‘Doctors and nurses at this clinic will still treat you when you need help’.) 
8. Who to call:  (If you have more questions later or if you have a problem due to doing this, please call …)

Name, title


- or -
Kareem Coomansingh





SGU IRB Administrator

Institution



St. George’s University
SGU, True Blue Campus

True Blue Campus
Phone:  



Phone:  (473) 444-4175 Ext. 3221
Sign here if you will participate.


Date: __________

I talked with  _______________________________________ about participating in this research study.  My questions were answered to my satisfaction.  I Understand that I can call the person above if I want to change my mind or talk more about it later.  I will participate in this research study.  

Print name: ___________________________ Signature: ________________________________ 

Date: __________

Is participant age less than 18?   ( No      ( Yes  If yes,     ( Age 14-17     ( Age less than 14
(If age is 14-17 years, the participant should sign above to indicate he/she understands the nature of this study and the next-of-kin or legal guardian should sign below.  If less than age 14, only the next-of-kin or legal guardian signature is needed.)

Surrogate/Proxy Name: _________________ Signature: ________________________________
Relationship to the participant: ____________________________________________________

Date: __________

I agree to conduct this study in the manner discussed verbally with the participant named above and in the manner described in this written form.  I will protect the confidentiality of the participant as described above.

Investigator: _________________________  Witness: _________________________________ 

Date:  _________



  Date: __________

SGU IRB


Application


Reference:








Consent Form (Form IRB2).doc

From Revised 31-03-14
Consent Form (Form IRB2).doc
Page 2 of 5
From Revised 4-10-03


