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This form is to be completed by the person observing the live/recorded consent process.

	Study Title:


	     

	Protocol Director (PD):


	     

	eProtocol ID:


	     

	Name and Title of Person Obtaining Consent (POC):
	     

	Date of Consent:


	     

	Time of Consent:


	     

	Name and Title of Observer:

	     


General Information 
(To be completed prior to the observation)

1) Reason for consent observation:  FORMCHECKBOX 
 For-cause   FORMCHECKBOX 
 Routine   FORMCHECKBOX 
 Other
	     

 FORMTEXT _


2) Type of observation:  FORMCHECKBOX 
 Live   FORMCHECKBOX 
 Recorded
3) The IRB-approved protocol application indicates whom will provide consent: 

 FORMCHECKBOX 
 Adult participant   

 FORMCHECKBOX 
 Legally Authorized Representative (LAR) 
 FORMCHECKBOX 
 Parent(s) / Legal Guardian(s)

 FORMCHECKBOX 
 Child participant
4) The IRB-approved protocol application requires assent be obtained from:
 FORMCHECKBOX 
 N/A   FORMCHECKBOX 
 All participants    FORMCHECKBOX 
 None of the participants    FORMCHECKBOX 
 Some participants, specify:
	     

 FORMTEXT _


5) The IRB-approved protocol application enrolls non-English Speaking persons: 

 FORMCHECKBOX 
 N/A  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	     

 FORMTEXT _


General Requirements and Elements for Informed Consent [45 CFR 46.116 and/or 21 CFR 50.20 and 50.25] 
(To be completed during the observation)

The observer considers the following key elements when observing the consent process between the POC and a potential participant/LAR/parent(s)/guardian(s).  Other issues may also be considered by the observer.

1) Study involves research; study description

Does the POC state:

a. That the study involves “research?”  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

b. The purpose(s) of research?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

c. Expected duration of study participation?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

d. A description of the procedures to be followed AND noting which procedures are experimental? 
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	     

 FORMTEXT _


2) Reasonably foreseeable risks
Does the POC describe any foreseeable risks or discomforts to the participant?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


3) Benefits

Does the POC describe any benefits to the participants or others which may reasonably be expected from the research?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


4) Alternative procedures or treatment

Does the POC disclose appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

	     

 FORMTEXT _


5) Confidentiality of records

Does the POC provide a statement that describes the extent, if any, to which confidentiality of records identifying the participant will be maintained [if FDA regulated research only: and that notes the possibility that the FDA may inspect the records]?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


6) Compensation and treatment for injury (For research involving more than minimal risk)
Does the POC provide an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, and where further treatment information may be obtained?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	     

 FORMTEXT _


7) Contact information

Does the POC provide an explanation of whom to contact for answer to pertinent questions about the research and research participant’s rights, and whom to contact in the event of a research related injury to the participant?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


8) Voluntary participation

Does the POC explain and emphasize that participation in research is voluntary, refusal to participate in this research will involve no penalty or loss of benefits to which they are otherwise entitled, and the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled?  
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


9) Use of identifiable private information or biospecimens
Does the POC provide one of the following statements for research that involves the collection of identifiable private information or identifiable biospecimens: 

i)  A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator without additional informed consent from the subject or the legally authorized representative, if this might be a possibility  
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

OR
ii) A statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 

	     

 FORMTEXT _


For greater than minimal risk studies under OHRP, informed consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research. 

Did the POC begin the consent discussion with a summary of the study’s key information?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


For FDA regulated studies:

If study involves an investigational biologic, drug, or device (i.e., not FDA approved), does POC explain this well (clearly?)?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


If the study involves placebo or sham procedure, does the POC describe this, including the chances of being assigned to placebo/sham arm?

N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

Additional elements of informed consent
One or more of the following elements of information, when appropriate, shall also be provided to each subject or the legally authorized representative: 

1) Risks which are currently unforeseeable

Does the POC provide a statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable?  
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


2) Additional Costs
Does the POC explain the circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


3) Investigator may terminate participation
Does the POC provide a statement regarding Any additional costs to the subject that may result from participation in the research?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


4) Consequences of participant’s withdrawal
Does the POC explain the consequences of a subject's decision to withdraw from the research and the procedures for safe and orderly termination of participation by the subject?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


5) Significant new findings
Does the POC explain that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject?  
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


6) Number of participants
Does the POC state the approximate number of subjects expected to enroll in the study? 
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 
	     

 FORMTEXT _


7) Commercial value (for studies collecting biospecimens)
Does the POC provide a statement the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit?  
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


8) Return of results

Does the POC explain whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


9) Whole genome sequencing (for studies collecting biospecimens)
Does the POC state whether the research will or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


10) Clinical Trial registration 
Does the POC mention that a description of the trial will be available on http://www.ClinicalTrials.gov?  
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


Overall Consent Process 
(To be completed during or after the observation)

1) Is the consent form the most recent IRB-approved version?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	     

 FORMTEXT _


2) Does the POC avoid using medical terms and scientific jargon that the participant clearly does not understand, and does the POC communicate using understandable language?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  

	     

 FORMTEXT _


3) Does the consent or consent discussion include any exculpatory language through which the subject or the legally authorized representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence?  
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


4) Does the POC employ a method to verify the participant’s comprehension or understanding of the study? (e.g., the “teach back” method or other means of soliciting and answering questions to confirm participants’ understanding?)  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


5)  If the POC is not the PD, does a medical provider participate in the consent discussion to answer any medical-related questions?  FORMTEXT _
6)  If participant agrees to enroll, are the consent form and HIPAA Authorization properly signed and dated?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


7)   Is a copy of the signed consent form with HIPAA Authorization given to the participant?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


8)  Is the consenting “environment” suitable (e.g., private, reasonably comfortable)?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


9)  Did the POC spend sufficient time obtaining informed consent?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


Special Process for Vulnerable Populations

(To be completed during or after the observation)
 FORMCHECKBOX 
 Adult with impaired decision-making capacity

1) Did the POC assess the informed consent capacity of the participant?  N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


2) Was the Legally Authorized Representative (LAR) present and able to provide consent on behalf of the participant? N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

3) Was the participant able to provide assent? N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


 FORMCHECKBOX 
 Child

4) Was the participant able to provide assent? N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


5) Did the POC obtain written assent from the child participant? N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


 FORMCHECKBOX 
 Non-English Speaker

6) Did the POC provide the short form and written summary/translated consent form to the participant? 
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


7) Was an interpreter present to observe the consent process?

N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


8) Did the participant read or the interpreter read the short form/translated consent form to the participant?
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


9) Did the POC obtain the participant and interpreter signature?

N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


10) Did the POC provide copies of the short from and summary/translated consent form to the participant?
N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


 FORMCHECKBOX 
 Unable to read/write/talk

11) Was an unbiased witness (not study team or relative) present to observe the consent process?

N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


12) Did the POC obtain the participant’s mark and the witness’ signature?

N/A  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	     

 FORMTEXT _


Other Notes  
	     

 FORMTEXT _
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