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OBJECTIVE:

To outline 1) the guidelines to be used by the IRB-HSR Board in requesting consent observation and 2) the procedure to used by the Post Approval Monitor for observation and reporting back to the IRB-HSR Board once complete.

PROCEDURE:

The primary reviewer assigned to a protocol receives a Primary Reviewer’s Protocol and Consent checklist.  Within the checklist is a question as to whether consent observation is warranted.   If the reviewer checks yes to this question, they must also list a reason for this request (i.e. concerns of increased risk or coercion).

If the reviewer recommends and the board approves consent observation, the request will be included in the minutes of the IRB-HSR meeting.   All minutes will be sent via electronic mail to the Post Approval Monitor so that the request can be noted.

The principal investigator will be notified by the IRB-HSR that it is her/his responsibility to contact the Post Approval Monitor to set up the requested observation.

On the first contact, details of when and where the consent process will take place will be discussed, information sheets titled “Tips on Informed Consent” and “Guidelines for Obtaining Informed Consent” will be given to the research team.  Each member of the research team that is expected to obtain consent (as listed on the IRB-HSR protocol) will be observed at least once, within the first five subjects enrolled.  Consent observation must take place as requested by the IRB-HSR prior to protocol renewal.   If an observation is unable to be schedule before the first five subjects enrolled or before an IRB-HSR status report is due, then the PI must document the reason and forward the explanation to the IRB-HSR.   

On the day of consent observation, the Post Approval Monitor will meet with the study member and the research participant.  It will be explained that questions will be asked of the study member and the participant after the oral consent observation.   This will be done if all elements of the consent are not discussed.  Each member of the study team who will obtain consent will be observed utilizing a consent checklist.  

The number of times each team member is observed will be guided by the following:  

· 1st observation:  If the risk, benefits and alternatives are fully explained, then no additional observation will be required.  If these are not fully explained, questions will be asked to elicit this information and a second observation will be performed.  

· 2nd observation.  If the second observation is felt to include all of the risk, benefits and alternatives then no others will be scheduled.  If not, questions will be asked, education and coaching will occur and a third observation scheduled.    

· 3rd observation. If risks, benefits and alternatives are not fully explained during the third observation a report will be made to the IRB-HSR for further recommendation.  

A Consent Observation Checklist will be completed by the observer during reviews.   Once a satisfactory observation is completed, the reviewer will check yes to the consent  “completed satisfactory box “and forward to the IRB-HSR.

DOCUMENTATION:

Documentation of the requirement for consent observation will be done in the Primary Reviewer’s checklist, minutes and in the letter to the Principal Investigator.  Documentation of the completion of the consent observation will be done on the Consent Observation Checklist and in a report to the IRB-HSR. 

REFERENCES:

 http://ohrp.osophs.dhhs.gov/humansubjects/huidance/ictips.htm;

http://wwwe.uakron.edu/orssp/pbulic-html?informed_consent.html;

sheet attached:  Obtaining Informed Consent to Clinical Research

Consent Observation Checklist
Date:





IRB-HSR#:        

Protocol:

PI:

Person obtaining consent:

Observation    #1     #2    #3

Observer:   
________________________________________________________________________

	Elements of Informed Consent
	Acceptable
	Unacceptable

	Purpose/aim of study
	
	

	Study procedures or interventions
	
	

	*Reasonable expected benefits to the subject, the community or society, and/or scientific knowledge
	
	

	*Risks, discomforts, and inconveniences
	
	

	Confidentiality of research records and information about individual subjects
	
	

	*Alternatives to participation
	
	

	Right to refuse to participate and right to withdraw at any time without prejudice
	
	


*All of these MUST be covered orally during the observation or approval of observation will not be given.

Comments:______________________________________________________________________________________

 FORMCHECKBOX 
                                      Consent Observation Satisfactory-no additional observations warranted at this time.

OBTAINING INFORMED CONSENT TO CLINICAL RESEARCH
Overview:  Clinicians and investigators have an obligation to obtain the informed consent of the patient (or the appropriate surrogate) before enrolling him/her in a clinical trial.  Informed consent to clinical trials shares much in common with informed consent to ordinary clinical care, including such key elements as the procedures the patient will undergo, the risks of those procedures, the potential benefits of undergoing the procedures, and the alternatives to the proposed course of action.  However, informed consent to research also differs in important ways from informed consent to ordinary care.  These derive from the fact that the fundamental purpose of clinical trials is to gain generalizable knowledge that will advance treatment for future patients.  

General Guidelines: When obtaining informed consent to research, the clinician/investigator should emphasize the ways in which clinical trials differ from ordinary clinical care:

· Clearly identify one or more non-research alternatives to the clinical trial (including palliative care, where appropriate).

· Clearly identify the incremental risks and benefits of the clinical trial, compared with the non-research alternative(s).

· Clearly identify the uncertainty associated with the experimental treatment under investigation.

Timing of consent: There is evidence that patients who have time to consider their decisions and review the consent form are better informed than those who do not.  Therefore, unless there is a strong reason to obtain consent at the first conference (i.e. medical urgency), clinician/investigators are strongly encouraged to give patients at least 24 hours to consider their decision before obtaining signed consent.

Participants in the consent conference: There is also evidence that the participation of a professional third party in the consent process is associated with improved understanding.  Whenever possible, investigators are urged to include a nurse, psychosocial clinician or other member of the care team in consent conferences.

Reading the consent form: Investigators should strongly encourage potential subjects to read the consent form carefully before deciding about participation.


