	WORKSHEET FOR VERIFYING REQUIRED ELEMENTS OF

INFORMED CONSENT 




	Protocol:
                                                                         Sponsor:                             

	Protocol Version (No. and/or Date):                                                                                __   
	
	

	Consent Form Version (No. and/or Date):                                                                        __
	

	Participating Site: ______________________________________________________
	

	I.   ELEMENTS REQUIRED BY FDA (21 CFR §50.25 [a]) and VA (VHA Handbook 1200.5, 

     Appendix C)
PRESENT

YES
NO

 FORMCHECKBOX 

 FORMCHECKBOX 

1.
Statement that the study involves research.

 FORMCHECKBOX 

 FORMCHECKBOX 

2.
Explanation of the purpose of the research.

 FORMCHECKBOX 

 FORMCHECKBOX 

3.
Expected duration of the subject’s participation.

 FORMCHECKBOX 

 FORMCHECKBOX 

4.
Description of the procedures to be followed.  For VA:.  Identify procedures being done for research purposes.
 FORMCHECKBOX 

 FORMCHECKBOX 

5.
Identification of any procedures, which are experimental.

 FORMCHECKBOX 

 FORMCHECKBOX 

6.
Description of any reasonably foreseeable risks or discomforts.  For VA:  this also  includes privacy risks (legal, employment, and social). 

 FORMCHECKBOX 

 FORMCHECKBOX 

7. 
Description of any benefits to the subject or others, which may reasonably be expected from the research.

 FORMCHECKBOX 

 FORMCHECKBOX 

8.
Disclosure of appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the subject.

 FORMCHECKBOX 

 FORMCHECKBOX 

9.
Statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained and that notes the possibility [if applicable] that the FDA (for VA this may also included other Federal agencies; i.e., the Office for Human Research Protection (OHRP) and the Government Accounting Office (GAO), may inspect the records. [see also HIPAA, Section VI]

 FORMCHECKBOX 

 FORMCHECKBOX 

10.
For research involving more than minimal risk, an explanation as to whether or not any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

 FORMCHECKBOX 

 FORMCHECKBOX 

11.
An explanation of whom to contact for answers to questions about research and research subject’s rights and whom to contact in case of research-related injury to subject. For VA:  At least one contact’s name and phone number other than investigator or study personnel is required.

	 PRESENT

YES
NO


 FORMCHECKBOX 

 FORMCHECKBOX 

12.
Statement that participation is voluntary.

 FORMCHECKBOX 

 FORMCHECKBOX 

13.
Statement that refusal to participate will involve no penalty or loss of benefits to which subject is otherwise entitled.

 FORMCHECKBOX 

 FORMCHECKBOX 

14.
Statement that subject may discontinue participation at anytime without penalty or loss of benefits to which subject is otherwise entitled.

II.
ADDITIONAL ELEMENTS REQUIRED BY FDA and VA WHEN APPLICABLE

           (Note: Seldom are these elements not applicable to a clinical trial)

    PRESENT

YES
NO
NA

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

1.
Statement that the particular treatment or procedure may involve risks to the subject (or to embryo or fetus, if subject is or may become pregnant), which are currently unforeseeable.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

2.
Anticipated circumstances under which subject’s participation may be terminated by the investigator without regard to subject’s consent.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

3.
Any additional costs to the subject that may result from participation in the research.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

4.
Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

5.
A statement 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 subject.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

6.
Approximate number of subjects involved in the study.

III.
ADDITIONAL ELEMENTS REQUIRED BY VA (VHA Handbook 1200.5, Appendix C) 

    PRESENT

YES
NO
NA

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

1.
Name of the Study.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

2.
Name of the Principal Investigator.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

3.
If an FDA-regulated test article is involved, the FDA requires a statement that the FDA may choose to inspect research records that include the subject’s individual medical records.
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

4.
As appropriate, a statement regarding any payment the subject is to receive and how payment will be made.



	
PRESENT

YES
NO
Na
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

5.
A statement that a veteran-subject will not be required to pay for care received as a subject in a VA research project except as follows:

a. Those veterans who are required to pay co-payments for medical care and services provided by VA.  Suggested wording: “Some Veterans are required to pay co-payments for medical care and services provided by VA.  These co-payment requirements will continue to apply to medical care and services provided by VA that are not part of this study.”
b. Investigators need to note charges will not be made for medical services, including transportation, furnished as part of a VA-approved research study.
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

6.
If the investigators believe that the human biologic specimens obtained could be part of, or lead to the development of a commercially valuable product, or if the specimens are to be retained after the end of the study, current VA policy and Veterans Health Administration (VHA) regulations must be followed.  NOTE: If genetic testing is to be done, VA requirements pertaining to genetic testing must also be met.
IV.
ADDITIONAL ELEMENTS REQUIRED BY YOUR IRB  


PRESENT

  YES
  NO


    FORMCHECKBOX 

 FORMCHECKBOX 


1.
______________________________________________________.
    FORMCHECKBOX 

 FORMCHECKBOX 


2.
______________________________________________________.

    FORMCHECKBOX 

 FORMCHECKBOX 


3.
______________________________________________________.

    FORMCHECKBOX 

 FORMCHECKBOX 


4.
______________________________________________________.

    FORMCHECKBOX 

 FORMCHECKBOX 


5.
______________________________________________________.
    FORMCHECKBOX 

 FORMCHECKBOX 


6.
______________________________________________________.

    FORMCHECKBOX 

 FORMCHECKBOX 


7.
______________________________________________________.

V.
ADDITIONAL REQUIREMENTS CONCERNING CONSENT FORMS


1.
Voice required by IRB:  FORMCHECKBOX 
 First Person  FORMCHECKBOX 
 Second Person  FORMCHECKBOX 
 No requirement  FORMCHECKBOX 
 Unknown    



Voice Used:  _____________

2.
VA Form 10-1086 must be used to prepare the consent form.



VA Form 10-1086 has been used.   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO


3.
IRB Stamp on each page of the consent form indicating date approved, date of expiration



and initials of IRB Chairperson or designee.   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO  FORMCHECKBOX 
 NA



	
4.
Signature lines provided on the form are to be consistent with FDA, VA and IRB policy.



NOTE:  Signature and date of the patient (or patient representative) and of the person


obtaining consent is required by FDA and VA.  Signature and date of a witness and 



the Investigator is required by VA.  IRBs and other Sponsors may require additional


signatures.  For IRB requirements, check with the IRB administrator.


 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO

Line for signature and date of patient or representative.


 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO

Line for signature and date of person obtaining consent.


 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 NA
Line for signature and date of witness.


 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 NA
Line for signature and date of Investigator.


 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO

Line for signature and date of patient or representative to





acknowledge HIPAA provisions (even if HIPAA language is 





incorporated into the consent form, HIPAA language must be 





identifiable and patient must also sign this section). 

VI.
ELEMENTS OF PATIENT AUTHORIZATION REQUIRED BY THE HEALTH INSURANCE
PORTABILITY & ACCOUNTABILITY ACT (HIPAA) OF 1996:

The following notifications are required, either as part of an IRB-approved consent form or as a stand-
alone HIPAA authorization document as generated or approved by the local IRB


PRESENT

YES*YES**   NO   NA
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

1.
A description of the information to be used or disclosed,

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

2.
The identification of the persons or class of persons authorized to





make the use or disclosure of the protected health information,

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

3.
The identification of the persons or class of persons to whom the 





covered entity is authorized to make the use or disclosure,

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

4.
A description of each purpose of the use or disclosure,

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

5.
An expiration date or event,

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

6.
The individual’s signature and date, and

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

7.
If signed by a personal representative, a description of his or her





authority to act for the individual.  

Yes* = authorization is part of approved consent form

Yes** = authorization is separate HIPAA authorization form 



	The following notifications are also required, either as part of an IRB-approved consent form or as a

Stand-alone HIPAA authorization document as generated/approved by the local IRB.

PRESENT

YES*YES**   NO   NA
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

1.
A statement about the potential for the protected health 






Information (PHI)  to be subsequently disclosed by the recipient 






(disclosure of PHI to FDA is permitted under the rule, disclosure to 






business associates requires a written contract). 
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

2.
A statement that the individual may revoke the authorization in






writing (except to the extent that VHA has taken action in reliance






on the consent), and either a statement regarding the right to






revoke, and instructions on how to exercise such right.
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

3.
A statement that treatment, payment, enrollment, or eligibility for





benefits may not be conditioned on obtaining the authorization if 





such conditioning  is prohibited by the Privacy Rule, or if 





conditioning is permitted by the Privacy Rule, a statement about the





consequences of refusing to sign the authorization.  

Yes* = authorization is part of approved consent form

Yes** = authorization is separate HIPAA authorization
_______________________________
___________________________


Reviewer



Date
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