VA NJ HEALTH CARE SYSTEM

Research Compliance

Performance Improvement - Indicator/ Measurement Methodology

Revised 10/29/07
Process being measured:  Consent 

(Documentation of Research Informed Consent)
	Indicator statement or measure: 

1. HIPAA authorization form is completed (as of April 14, 2003) by all subjects.

2. Social security number is documented in log for all subjects.

3. Subject’s signature and or subject’s legally authorized representative’s signature is on all consent forms.

4. Subject’s signature and or subject’s legally authorized representative’s signature is dated on all consent forms.

5. Witness’ signature is on all consent forms.

6. The person obtaining consent has been formally delegated this role.

7. The signature of the person obtaining consent is on all consent forms (as of 7/15/03 – per VA Handbook 1200.5)

8. Investigator’s signature 

9. Subject’s initials are on each page of the consent form. Indicator dropped as of 9/10/07)
10. Consent form has a current IRB approval stamp.

11. Consent is documented in CPRS (Computerized Patient Record System)

12. Person obtaining consent completes and IDMC screening tool for each subject

13. CPRS template used for all progress notes (as of May 2004)

14. All 11 points of required information are included in progress note

I                 Name of protocol

II                Name of PI

III               What investigational drug is involved

IV              Instructions for breaking the blind of blinded investigational drug (if applicable)

V               How to contact the PI in case of emergency or under what conditions

VI              Any information that providers should know

VII             Date that written consent was obtained

VIII            The name of the person obtaining the subject’s consent

IX              A statement that the subject or the subject’s legally-authorized representative

was capable of understanding the consent process

X               A statement that the study was explained to the subject

XI              A statement that the subject was given the opportunity to ask questions




Is the connection between the indicator statement and the process that is being measured self-explanatory?

 FORMCHECKBOX 
 yes 
 FORMCHECKBOX 
 no
If no, please describe:

Signing and dating of the HIPAA Authorization and Consent form indicates that the research subject has been fully informed and has entered the research study with full knowledge and freely volunteered to participate.

Definition of Key Terms (Please see attachment for text):

	The person obtaining consent has been formally delegated this role.

	HIPPA Authorization Form

	Consent Form

	Subject

	Legally authorized representative

	IRB


Data collection method:  

	Copies of executed consent forms, logs of research subjects and CPRS will serve as the data sources.

	Continuing reviews are done on all human studies at least annually.  In preparation for continuing review of research by the IRB, principle investigators submit a continuing review packet to the Research Service office.  This packet contains a log of subjects who have been enrolled in the study.  The packet also contains a copy of all the executed consent forms for each study subject enrolled since the last continuing review.  The IRB file will be used to confirm formal delegation of the person obtaining consent.

The log of subjects and the copies of the consent forms are provided to the reviewer by the IRB Program Assistant.

CPRS will be used to confirm that consent has been documented in a research progress note, that the consent progress template has been used and that all 11 points of required information have been recorded in the progress note.

	Five or 100% of consent forms submitted on continuing review (if less than 5) will be audited for each protocol with completed consent forms during their continuing review period.
The IRB protocol file will be examined to confirm that the person obtaining consent has been so designated on the Application to Undertake Research or on an Amendment.  Research Scopes of Practice will also be used to confirm that obtaining consent is a delegated duty.

	The results of the reviews are compiled and reported on a quarterly basis.


Sample size:  (minimum: 5% or 30 cases whichever is greater; if there are less than 30 cases per quarter, 100% review is required)  30
per:  
 FORMCHECKBOX 
 quarter

Statistics to be tracked:

	 FORMCHECKBOX 
mean or average
	 FORMCHECKBOX 
median
	 FORMCHECKBOX 
mode

	 FORMCHECKBOX 
standard deviation
	 FORMCHECKBOX 
rate
	 FORMCHECKBOX 
other:  ______________



Calculations/Formula for rate:


Numerator:  



The number of cases meeting the indicator


Denominator:  


The number of cases reviewed for the indicator

Please Note: If issues regarding consent or patient rights are identified through the course of this review, those findings will be reported as comments or other findings.

In addition to tracking your results on a data aggregate, how do you plan to display this data?

	 FORMCHECKBOX 
run chart
	 FORMCHECKBOX 
histogram
	 FORMCHECKBOX 
other chart

	 FORMCHECKBOX 
control chart
	 FORMCHECKBOX 
bar graph
	 FORMCHECKBOX 
undecided  May use Run Chart and Bar Graph


Comparative Data Source (if any):  None

	Trigger for More Extensive Evaluation

 FORMCHECKBOX 
pre-established threshold of _________________

 FORMCHECKBOX 
sentinel event

 FORMCHECKBOX 
statistical control limits 

 FORMCHECKBOX 
significant deviation from comparative data 
 FORMCHECKBOX 
other:  Individual cases of non-compliance will be communicated to PI’s.
	Method of Extensive Evaluation 

 FORMCHECKBOX 
case review

 FORMCHECKBOX 
focused study

 FORMCHECKBOX 
peer review 

 FORMCHECKBOX 
CQI process review

 FORMCHECKBOX 
other (TBA)

	
	


Reference(s):
	The Common Rule:  Title 38 Code Of Federal Regulations Part 16--Protection Of Human Subjects   (The Common Rule Is Identical To Subpart A Of 45 CFR 46 HHA regulations).  

	Department Of Veterans Affairs, VHA Handbook 1200.5, Veterans Health Administration, Requirements For The Protection Of Human Subjects In Research

	  HHS' Research Guidance (April 17, 2003) for HIPAA

 http://privacyruleandresearch.nih.gov/pdf/HIPAA_Privacy_Rule_Booklet.pdf

	Memorandum: HIPAA Privacy Rule Compliance Steps, April 4, 2003, from Chief Research and Development Officer (12)

	Guidance from the DHHS Office of Civil Rights (OCR) HIPAA Privacy, December 3, 2002, Revised April 3, 200,  SEQ CHAPTER \h \r 1Standards For Privacy Of Individually Identifiable Health Information [45 CFR Parts 160 and 164]

	DHHS HIPAA Q&A

http://answers.hhs.gov/cgi-bin/hhs.cfg/php/enduser/std_alp.php


Attachment

Key Definitions

	The person obtaining consent has been formally delegated this role: The name of person designated to obtain consent must be on the Application to Undertake Research or on an amendment to the protocol.

	HIPPA Authorization Form: Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) Privacy of Individually Identifiable Health Information 45 CFR Parts 160 and 164 (“Privacy Rule”). By signing this document, the subject authorizes the Veterans Health Administration (VHA) to provide the Principal Investigator and his or her research team to use and disclosure the individually identifiable health information about the subject.  The subject is informed of the use of the information.  The subject is informed of their rights and potential risks related to the disclosure of this information.

	Consent Form: Documents that an informed consent process has taken place that includes the following Basic Elements of Informed Consent For Research.
(a)  Consent for Research Will Contain The Following Basic 8 Elements

(1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental;

(2) A description of any reasonably foreseeable risks or discomforts to the subject;

(3) A description of any benefits to the subject or to others which may reasonably be expected from the research;

(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

(6) For research involving more than minimal risk, an explanation as to whether 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;

(7) An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; and

(8) A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

(b) Additional elements of informed consent. When appropriate, one or more of the following elements of information shall also be provided to each subject:

(1) 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;

(2) Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent;

(3) Any additional costs to the subject that may result from participation in the research;

(4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;

(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 the subject; and

(6) The approximate number of subjects involved in the study.

If someone other than the investigator conducts the interview and obtains consent from a subject, the investigator needs to formally delegate this responsibility, and the person so delegated must have received appropriate training to perform this activity.  The person so delegated must be knowledgeable about the research to be conducted and the consenting process, and must be able to answer questions about the study.  

a.  An investigator must seek such consent only under circumstances that:


(1)  Provide the prospective subject or the subject’s legally-authorized representative sufficient opportunity to consider whether or not to participate, and 


(2)  Minimize the possibility of coercion or undue influence.


b.  The information that is given to the subject or the subject’s representative must be in language understandable to the subject or the subject’s representative.


c.  No informed consent, whether oral or written, may include any exculpatory language through which the subject or the subject’s 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.


d.  Department of Veterans Affairs (VA) Form 10-1086, Research Consent Form, or an electronic version of VA Form 10-1086, must be used as the consent form, and all required elements must be completed.

	Subject: A living human individual about whom an investigator (whether professional or student) conducting research obtains:

(1) Data through intervention or interaction with the individual, or

(2) Identifiable private information.

	Legally authorized representative: An individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research.

	IRB: Institutional Review Board (IRB).  An IRB is a board established in accordance with and for the purposes expressed in the Common Rule (38 CFR 16.102), (the federal and VA policy for protection of human subjects).  Within VHA, an IRB was formerly known as the Subcommittee on Human Studies.  At VA medical centers, the IRB is a subcommittee of the Research and Development (R&D) Committee.

IRB approval is required for Research HIPAA Authorization forms and Research Consent forms.


ConsentIMM10-07.DOC;
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