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	DIRECTIONS:  Please mark “Y” for Yes, “N” for No, or “N/A” for not applicable to evaluate your institution’s human research protection program’s written statements describing the following procedures. 


	Element INR 1A (page 1)     * MUST PASS ELEMENT *
	Y
	N
	N/A
	Source/ Comments

	The institution ensures its compliance with VA and Federal regulations concerning the protection of human research subjects by:
	

	1. Maintaining a written assurance
	
	
	
	

	2. Identifying the official who is responsible for the assurance
	
	
	
	

	3. Documenting principles concerning the protection of human research subjects
	
	
	
	

	4. Documenting the organizational structure, process, roles and responsibilities for making policy to protect human research subjects
	
	
	
	

	5. Having an arrangement for an IRB registered with OHRP.
	 
	 
	 
	

	Scoring rules:  5 factors = 100%; Factors 1 & 2 + 2 others = 75%; Factors 1 & 2 plus 

1 other = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 1B (page 3)
	Y
	N
	N/A
	Source/ Comments

	A designated committee or individual (e.g., R&D Committee, ACOS for R&D or R&D Coordinator) ensures that the human research protection program (HRPP) is operational. The following specific responsibilities must be documented and assigned:
	

	1. Implementation of the institution's HRPP policy
	 
	 
	 
	

	2. Review and evaluation of the reports and results of compliance assessment and quality improvement activities (QA/QI) related to research
	 
	 
	 
	

	3. Implementation of needed improvements and follow-up on actions, as appropriate
	 
	 
	 
	

	4. Monitoring changes in VA and other Federal regulations and policies that relate to human research protections.
	 
	 
	 
	

	Scoring rules:  4 factors = 100%; 

3 factors = 75%; 2 factors = 50%; else 0%
	Possible points
	0
	
	
	

	
	Points earned
	0
	 
	 
	


	Institutional Responsibilities Documented Processes Continued . . .

	Element INR 1C (page 4)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for responding to research-related complaints and allegations of noncompliance with institutional policies related to the HRPP that:
	

	1. Ensures a response to each complaint or allegation
	
	
	
	

	2. Requires investigation of complaints and allegations
	
	
	
	

	3. Establishes remedial action for and consequences of findings of noncompliance with HRPP and IRB policies
	
	
	
	

	4. Includes a process for reporting to institutional officials and other appropriate parties and authorities
	
	
	
	

	5. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  5 factors = 100%; 

4 factors = 75%; 3 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 2B (page 9)
	Y
	N
	N/A
	Source/ Comments

	If the institution uses a VAMC multi-site IRB or the IRB(s) of an affiliated university or another VA facility, there is a formal IRB agreement that includes, at a minimum:
	 



	1. Specific requirements for the membership and operation of the IRB to review VA research, in compliance with VA regulations
	
	
	
	

	2. The respective responsibilities for human subject protection        of each institution and of the designated IRB
	
	
	
	

	3. The scope of VA activities to be reviewed by the IRB
	
	
	
	

	4. The method, frequency and nature of reporting to the R&D committee
	
	
	
	

	5. The process by which the institution evaluates the IRB's performance
	
	
	
	

	6. The remedies available to the institution, including   revocation of the formal IRB agreement, if the designated  IRB does not fulfill its obligations.
	 
	 
	 
	

	Scoring rules:  5-6 factors = 100%; 

4 factors = 75%; 3 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	


	Institutional Responsibilities Documented Processes Continued. . .

	Element INR 3A (page 12)
	Y
	N
	N/A
	 Source/ Comments

	The institution has a documented process to identify and manage conflict of interest of IRB members that:
	 

 

 

 

 

 

 



	1. Defines conflict of interest
	
	
	
	

	2. Establishes rules for IRB-member declaration of conflicts
	
	
	
	

	3. Establishes processes for evaluating any conflict of interest
	
	
	
	

	4. Outlines preferred or allowable remedies to manage the conflict or eliminate the conflicting interest
	
	
	
	

	5. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  5 factors = 100%; 

4 factors = 75%; 3 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 3B (page 13)
	Y
	N
	N/A
	 Source/ Comments

	The institution has a documented process for identification and management of conflicts of interest for investigators.
	 



	Scoring rules:  complete = 100%; 

not complete = 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 4A (page 14)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for handling investigational drugs, as required by Federal regulations, that addresses the following:
	 

 

 

 

 

 

 



	1. Receipt
	
	
	
	

	2. Storage
	
	
	
	

	3. Security
	
	
	
	

	4. Dispensing
	
	
	
	

	5. Disposition of unused stock.
	 
	 
	 
	

	Scoring rules:  5 factors = 100%;

 4 factors = 75%; 3 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 4D (page 19)
	Y
	N
	N/A
	 Source/ Comments

	The institution has a documented process for the use of investigational devices that addresses the following:
	 

 

 

 

 



	1. Storage
	
	
	
	

	2. Security
	
	
	
	

	3. Dispensing.
	 
	 
	 
	

	Scoring rules:  3 factors = 100%;

 2 factors = 50%; else 0%
	Possible points
	0
	
	
	

	
	Points earned
	0
	 
	 
	

	Institutional Responsibilities Documented Processes Continued . . .

	Element INR 6A (page 22)
	Y
	N
	N/A
	 Source/ Comments

	The institution sets requirements for education and training, including:
	 

 

 

 

 

 



	1. Type and scope of human subject protection education and training that meets VA and Federal requirements
	
	
	
	

	2. Identification of individuals for whom education and training    is required in compliance with VA and Federal requirements
	
	
	
	

	3. Methods for confirming that individuals required to have  education and training by VA and Federal requirements    have met training.
	 
	 
	 
	

	Scoring rules:  3 factors = 100%; 

2 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 6C (page 25)
	Y
	N
	N/A
	 Source/ Comments

	The institution's guidance to investigators for the process of informed consent:
	 

 

 

 

 

 

 

 

 

 

 

 



	1. States that the IRB has the authority to observe the consent process
	
	
	
	

	2. States when the assessment of the subject's capacity to consent to a research protocol is required
	
	
	
	

	3. Identifies who, under VA policy, state and local law, may  serve as a legally authorized representative for subjects  determined to be incapable of making an autonomous  decision
	
	
	
	

	4. Identifies who is eligible to inform the prospective subject about all aspects of the trial
	
	
	
	

	5. Identifies who is eligible to conduct the informed consent process
	
	
	
	

	6. States that investigators must obtain consent prior to  entering a subject into a study and/or conducting any     procedures  required by the protocol, unless consent is waived by the IRB
	
	
	
	

	7. Includes processes for ensuring that information is given to  the subject, or their legally authorized representative, in a   language that is understandable to the subject or  representative
	
	
	
	

	8. Provides for the prospective subject or the legally authorized representative to have sufficient opportunity to consider whether or not to participate
	
	
	
	

	9. States that subjects must give consent without coercion or undue influence
	
	
	
	

	10. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  10 factors = 100%; 

8-9 factors = 75%; 6-7 factors = 50%; 

else 0% 
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	


	Institutional Responsibilities Documented Processes Continued . . .

	Element INR 6D (page 27)
	Y
	N
	N/A
	Source/ Comments 

	The institution's guidance on informed consent forms:
	 

 

 

 

 

 

 

 

 

 



	1. States that the informed consent form must be the VA Form 10-1086, approved by the IRB and signed by the  subject or the subject's legally authorized representative,  except in cases where the documentation of informed consent is waived by the IRB
	
	
	
	

	2. States that the consent form includes all basic elements of information as set forth in VA and other Federal   regulations
	
	
	
	

	3. States that the consent form includes appropriate additional elements of information as set forth in VA and  other federal regulations
	
	
	
	

	4. States that all information concerning payment to  subjects, including the amount and schedule of   payments, be included in the consent form
	
	
	
	

	5. States that no informed consent, whether oral or written, may 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 to release or appear to release the investigator, the sponsor, the institution or its agents from liability for negligence
	
	
	
	

	6. States that the content of consent forms must be consistent with state laws regarding content
	
	
	
	

	7. Requires that information be given to the subject, or the subject's legally authorized representative, in a language that is understandable to the subject or representative 
	
	
	
	

	8. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  8 factors = 100%; 

7 factors = 75%; 4-6 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
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	DIRECTIONS:  Please mark “Y” for Yes, “N” for No, or “N/A” for not applicable to evaluate your institution’s human research protection program’s written statements describing the following procedures.


	Element IRB 1B (page 31)  
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process that provides for the inclusion of individuals, either as consultants or permanent members, with competence in special areas, to assist in review of issues that require additional expertise.
	 

 



	Scoring rules:  100% = documented process; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 2A (page 32)     * MUST PASS ELEMENT *
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process that requires IRB members or primary reviewers to receive the following at initial review:
	 

 

 

 

 

 

 

 



	1. Protocol
	
	
	
	

	2. Informed consent form, or request of waiver
	
	
	
	

	3. Any relevant merit reviews or grant applications
	
	
	
	

	4. Investigator's Brochure or equivalent material
	
	
	
	

	5. Advertisements or other materials provided to subjects
	
	
	
	

	6. Subject surveys or questionnaires.
	 
	 
	 
	

	Scoring rules:  100% = all elements; 

75% = 1&2 but missing 1 other element; 

50% = 1&2 but missing 2 elements; 

0% else or did not receive 1 or 2
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 2B (page 35)
	Y
	N
	N/A
	Source/ Comments

	1. The IRB has a documented process for assigning review responsibility consistent with protocol content and reviewer expertise.
	 



	Scoring rules:  100% = assignment process consistent with protocol content & expertise; else = 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	


	IRB Structure and Operations Documented Processes Continued . . .

	Element IRB 3A (page 36)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process to identify investigator responsibilities that:
	 

 

 

 

 

 

 

 

 

 

 

 

	1. Includes submitting proposed research for approval (or exemption from IRB review)
	
	
	
	

	2. Includes submitting proposed changes in research for approval
	
	
	
	

	3. Includes submitting proposed changes in consent forms for approval
	
	
	
	

	4. Includes reporting deviations from approved protocol or  other regulations and policies
	
	
	
	

	5. Includes reporting adverse events
	
	
	
	

	6. Includes reporting unanticipated problems involving risks to subjects
	
	
	
	

	7. Includes reporting required data for continuing review to the IRB
	
	
	
	

	8. Includes reporting changes made to eliminate apparent immediate hazards to subjects
	
	
	
	

	9. Includes notification of termination or completion of project
	
	
	
	

	10. Includes identifying a qualified clinician to be responsible for all study-related healthcare decisions
	
	
	
	

	11. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  100% = 10-11 factors; 

75% = 8-9 factors; 50% = 6-7 factors; else 0%
	Possible points
	1.2
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 3B (page 38)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for review of interim reports and modifications of previously approved research that:
	 

 

 

 

 

 

 

 



	1. Requires IRB consideration of changes to the research
	
	
	
	

	2. Requires IRB consideration of adverse event reports
	
	
	
	

	3. Requires IRB consideration of reports of unanticipated problems involving risk to subjects and if available, data safety monitoring reports
	
	
	
	

	4. Includes IRB consideration of protocol violations and/or deviations
	
	
	
	

	5. Includes IRB consideration of investigator compliance
	
	
	
	

	6. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  100% = 6 factors; 75% = 

5 factors; 50% = 3-4 factors; else 0%
	Possible points
	1.2
	
	
	

	
	Points earned
	 
	 
	 
	


	IRB Structure and Operations Documented Processes Continued . . .

	Element IRB 3C (page 40)  
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for the conduct of continuing review that:
	 

 

 

 

 

 

 

 



	1. Includes IRB consideration of changes to the research, protocol deviations and violations, since the last scheduled  (continuing or initial) review
	
	
	
	

	2. Includes IRB consideration of adverse event reports
	
	
	
	

	3. Requires IRB consideration of reports of unanticipated problems involving risk to subjects, and if available, data  safety monitoring reports
	
	
	
	

	4. Includes IRB consideration of investigator compliance
	
	
	
	

	5. Includes IRB management of protocols with lapsed approval
	
	
	
	

	6. Has been in place at least 12 months.
	 
	 
	 
	

	Scoring rules:  100% = 6 factors; 

75% = 5 factors; 50% = 3-4 factors; else =0%
	Possible points
	1.2
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 4A (page 43)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for expedited review that:
	 

 

 

 

 

 

 

 



	1. Defines criteria for the qualifications and experience of an IRB  member to serve as the Chair's designee for conducting expedited review
	
	
	
	

	2. Includes criteria for determining that research involves no more than minimal risk
	
	
	
	

	3. Includes criteria for determining that changes in previously  approved research during the period for which the approval    is authorized are minor
	
	
	
	

	4. Includes methods for advising IRB members of research approved through expedited review
	
	
	
	

	5. Includes conditions under which the IRB permits expedited review at continuing review
	
	
	
	

	6. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  6 factors = 100%; 

4-5 factors = 75%; 3 factors = 50%; else 0%
	Possible points
	1.2
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 4C (page 47)  
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for determining exempt status that:
	 

 

 

 

 



	1. Includes a definition of categories of research that are    exempt from IRB review
	
	
	
	

	2. Includes a process for determining exempt status, including   who, by title and position, may make exempt determination
	
	
	
	

	3. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  3 factors = 100%;

 2 factors = 50%; else 0%
	Possible points
	1.2
	
	
	

	
	Points earned
	 
	 
	 
	


	IRB Structure and Operations Documented Processes Continued . . .

	Element IRB 4E (page 49)  
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for the review of research involving investigational devices that includes the following:
	 

 

 

 

 

 

 

 

 

 

 



	1. Definition of significant risk (SR) and non-significant risk  (NSR) devices
	
	
	
	

	2. That determination of risk level is based on the proposed     use of the device and not the device alone
	
	
	
	

	3. That the IRB may determine a device to be SR even if the    sponsor considers the device to be NSR
	
	
	
	

	4. That the IRB must review the sponsor's justification for the NSR determination
	
	
	
	

	5. The process for notifying the investigator of the IRB determination of significant risk
	
	
	
	

	6. The process for notifying the sponsor of the IRB determination of significant risk
	
	
	
	

	7. That the IRB may approve significant risk device studies only after an IDE approval is obtained by the sponsor
	
	
	
	

	8. That protocols involving significant risk devices do not qualify for expedited review at initial review
	
	
	
	

	9. That the rationale for the IRB's NSR/SR determination must be documented in the IRB minutes.
	 
	 
	 
	

	Scoring rules:  8-9 factors = 100%;

 6-7 factors = 75%; 5 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
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	DIRECTIONS:  Please mark “Y” for Yes, “N” for No, or “N/A” for not applicable to evaluate your institution’s human research protection program’s written statements describing the following procedures.


	Element CRB 1A (page 57)  
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for initial and continuing review that:
	 

 

 

 

 

 

 



	1. Requires the IRB to evaluate risks to subjects
	
	
	
	

	2. Requires the IRB to determine whether risks have been minimized
	
	
	
	

	3. Requires the IRB to evaluate the anticipated benefits
	
	
	
	

	4. Requires the IRB to determine whether risks to subjects are reasonable in relation to expected benefits
	
	
	
	

	5. Requires the IRB to determine the interval for continuing review based on the level of risk
	
	
	
	

	6. Has been in place for at least 12 months.
	 
	 
	 
	

	 

Scoring rules:  6 factors = 100%;

 5 factors = 75%; 3-4 factors = 50%; else 0%
	Possible points
	3.2
	
	
	

	
	Points earned
	 
	 
	 
	

	Element CRB 5A (page 72)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process that defines acceptable recruitment practices, consistent with regulatory guidance, as applied to at least the following:
	 

 

 

 

 



	1. The nature of any compensation to subjects for participation in research
	
	
	
	

	2. Advertisements
	
	
	
	

	3. Compensation to investigators, physicians and other health care providers for identifying and/or enrolling subjects.
	 
	 
	 
	

	Scoring rules:  3 factors = 100%; 

2 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	


	Consideration of Risks and Benefits Documented Processes Continued . . .

	Element CRB 6A (page 75)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for evaluating protocols regarding equitable selection of subjects that:
	 

 

 

 

 

 

 



	1. Requires IRB consideration of the purposes of the research
	
	
	
	

	2. Requires IRB consideration of the setting in which the research occurs
	
	
	
	

	3. Requires IRB consideration of the scientific and ethical reasons for including vulnerable populations such as children, prisoners, pregnant women, mentally disabled persons or economically or educationally disadvantaged persons
	
	
	
	

	4. Requires IRB consideration of the scientific and ethical reasons for excluding classes persons who might benefit from the research
	
	
	
	

	5. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  5 factors = 100%; 

4 factors = 75%; 2-3 factors = 50%; else 0% 
	Possible points
	1.2
	
	
	

	
	Points earned
	 
	 
	 
	

	Element CRB 7A (page 79)
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for assessing whether there are adequate provisions to protect subject privacy and maintain confidentially that:
	 

 

 

 

 

 

 

 



	1. Requires evaluation of methods used to obtain information about subjects
	
	
	
	

	2. Requires evaluation methods used to obtain information about individuals who may be recruited to participate in studies
	
	
	
	

	3. Requires evaluation of the use of personally identifiable records
	
	
	
	

	4. Requires evaluation of methods to protect the confidentiality of research data
	
	
	
	

	5. Specifies when a Federal Certificate of Confidentiality should be obtained
	
	
	
	

	6. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  6 factors = 100%;

 5 factors = 75%; 3-4 factors = 50%; else 0%
	Possible points
	1.2
	
	
	

	
	Points earned
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	DIRECTIONS:  Please mark “Y” for Yes, “N” for No, or “N/A” for not applicable to evaluate your institution’s human research protection program’s written statements describing the following procedures.


	Element ICS 2A (page 90)  
	Y
	N
	N/A
	Source/ Comments

	The institution has a documented process for documentation of informed consent that:
	 

 

 

 

 

 

 



	1. Includes conditions under which the IRB may waive the requirement to obtain consent in accordance with VA and Federal regulations
	
	
	
	

	2. Includes conditions under which the IRB may permit waiver or alteration of any element of informed consent
	
	
	
	

	3. Includes conditions, if any, under which waivers of documentation of informed consent are allowed in accordance with VA and Federal regulations
	
	
	
	

	4. The conditions under which a "short form" informed consent may be used
	
	
	
	

	5. Has been in place for at least 12 months.
	 
	 
	 
	

	Scoring rules:  5 factors = 100%; 

4 factors = 75%; 3 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
	 
	 
	 
	

	Element ICS 3A (page 92)
	Y
	N
	N/A
	Source/ Comments

	The institution requires that, for each situation in which a test article is to be administered and informed consent may not feasibly be obtained, the investigator and a physician who is not otherwise participating in the clinical investigation certify in writing and submit to the IRB within 5 working days all of the following:
	 

 

 

 

 

 



	1. The subject is confronted by a life-threatening situation necessitating the use of the test article
	
	
	
	

	2. Informed consent cannot be obtained from the subject because of an inability to communicate with, or obtain legally effective consent from, the subject
	
	
	
	

	3. Time is not sufficient to obtain consent from the subject's legal representative
	
	
	
	

	4. There is no alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the subject.
	 
	 
	 
	

	Scoring rules:  4 factors = 100%; 

3 factors = 75%; 2 factors = 50%; else 0%
	Possible points
	0.8
	
	
	

	
	Points earned
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	Back to Main Menu

	
	DIRECTIONS:  Please mark “Y” for Yes, “N” for No, or “N/A” for not applicable to evaluate your institution’s human research protection program’s sources of documented actions describing the following procedures and activities.   Please note that some of the Elements evaluated in the ACE! Accreditation Tool entitled:  Individual Study File can also be evaluated by both IRB study file review and your institution’s HRPP reports.   Please refer to the data source explanation of the NCQA Accreditation Standards Version 2.1 for additional information. 


	Element INR 1D (page 5)
	Y
	N
	N/A
	Source/ Comments

	The institution engages in a systematic budgeting process for the HRPP.  When developing or evaluating the HRPP budget, the institution considers the following factors:
	 



	1. Personnel
	
	
	
	

	2. Materials and supplies
	
	
	
	

	3. Space
	
	
	
	

	4. Capital equipment
	
	
	
	

	5. Training and education.
	
	
	
	

	Scoring rules:  4-5 factors = 100%;  

3 factors = 75%; 2 factors = 50%; else 0%
	Possible points
	2.0
	 
	 
	

	
	Points earned
	 
	 
	 
	

	Element INR 1E (page 6)
	Y
	N
	N/A
	Source/ Comments

	The institution has accurate and complete records that indicate the following for each active research protocol:
	 



	1. Date of original IRB approval
	
	
	
	

	2. Date of original R&D committee approval
	
	
	
	

	3. Date of most recent IRB approval
	
	
	
	

	4. Date by which next IRB continuing review must occur.
	
	
	
	

	Scoring rules:  4 factors = 100%; 

3 factors = 75%; 2 factors = 50%; else 0%
	Possible points
	2.0
	 
	 
	

	
	Points earned
	 
	 
	 
	

	Element INR 2A (page 7)
	Y
	N
	N/A
	Source/ Comments

	Prior to selection/designation of an external IRB, the institution evaluates the IRB's capacity to perform the designated activities.
	 



	Scoring rules:  The institution evaluated the IRB's capacity = 100%; else 0%
	Possible points
	2.0
	 
	 
	

	
	Points earned
	 
	 
	 
	


	Reports Continued . . .

	Element INR 2C (page 11)
	Y
	N
	N/A
	Source/ Comments

	The institution oversees its designated IRB(s) and documents consideration of the following:
	

	1. For new IRB chairs (appointed within the look-back period), the institution assess the qualifications and experience of the IRB Chair
	
	
	
	

	2. That the IRB and the membership of the IRB are appropriate, given the research being reviewed
	
	
	
	

	3. That the IRB includes representatives, either as members or ad hoc consultants, interested in or who have experience with vulnerable populations involved in research
	
	
	
	

	4. Adequacy of the IRB's policies and procedures.
	
	
	
	

	Scoring rules:  Documentation of all factors = 100%; documentation of all but 1 factors = 75%; documentation of all but 2 factors = 50%; 

else 0%
	Possible points
	2.0
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 5A  (page 20)
	Y
	N
	N/A
	Source/ Comments

	1. The institution annually evaluates investigator compliance with HRPP and IRB requirements.
	

	Scoring rules:  Institution evaluates investigator compliance = 100%; else 0%
	Possible points
	2.0
	
	
	

	
	Points earned
	 
	 
	 
	

	Element INR 6B (page 24)
	Y
	N
	N/A
	Source/ Comments

	1. All required individuals have been educated and/or trained in Human Subject Protections in accordance with the institution's policies and procedures.
	

	Scoring rules:  All individuals trained = 100%; all investigators trained = 50%; else 0%
	Possible points
	2.0
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 5B (page 53)
	Y
	N
	N/A
	Source/ Comments

	IRB decisions are reported to appropriate individuals:
	 

 

 

 



	1. All decisions about a research protocol are reported to the principal investigator
	
	
	
	

	2. All decisions are reported to the R&D Committee
	
	
	
	

	3. Terminations and suspensions are reported to institutional officials responsible for the assurance and HRPP
	
	
	
	

	4. Terminations and suspensions are reported to the appropriate VACO officials, Federal agencies or departments.
	
	
	
	

	Scoring rules:  IRB decisions are reported to all applicable individuals = 100%; else 0%
	Possible points
	2.0
	
	
	

	
	Points earned
	 
	 
	 
	


	Reports Continued . . .

	Element IRB 5C (page 55)
	Y
	N
	N/A
	Source/ Comments

	The IRB maintains and retains records in accordance with Federal requirements as follows:
	 

 

 



	1. Records are retained for a minimum of three years following the completion of the study, or as required by sponsors
	
	
	
	

	2. Records are accessible for inspection and copying by authorized representatives of VA and other Federal regulatory agencies at reasonable times and in a reasonable manner
	
	
	
	

	3. Records are maintained and/or stored in a secure manner to protect the confidentiality of subject information.
	
	
	
	

	Scoring rules:  3 factors =100%;

2 factors = 50%; else 0% 
	Possible points
	2.0
	
	
	

	
	Points earned
	 
	 
	 
	

	Element IRB 5D (page 56)
	Y
	N
	N/A
	Source/ Comments

	The IRB controls access to protocol files.  The IRB tracks the following:
	 

 

 

 



	1. Who, other than IRB members and office staff, accessed the files
	
	
	
	

	2. What files were accessed
	
	
	
	

	3. When the files were accessed
	
	
	
	

	4. For what purpose the files were accessed.
	
	
	
	

	Scoring rules:  4 factors = 100%; 

3 factors = 75%; 2 factors = 50%; else 0%
	Possible points
	0
	
	
	

	
	Points earned
	0
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	Summary 
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	List the Element and Factor Number that was answered “N” for each of the four (4) Categories of the NCQA Accreditation Standards Version 2.1.  


	Category
	Element
	Factor
	Comments

	
	
	
	 

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Documented Processes & Reports

Overview of Scoring:



	
	Possible Points
	Earned Points

	INR
	19.2
	

	IRB
	13.2
	

	CRB
	6.4
	

	ICS
	1.6
	

	Total
	40.4
	 COUNT() 


ACE! Accreditation Tools


Help for your Human Research Protection Program





Documented Processes and Reports:





Directions for filling out this form:








These tools are designed to help you assess your institution’s human research protection program (HRPP) in the NCQA accreditation process by self-review of institutional and IRB documented processes and reports.  Completion of these five (5) tools represents a self-evaluation of the documented processes and reports described in the NCQA Standards Version 2.1.   File review self-assessment of investigational drugs and devices is described in the ACE! Accreditation Tool entitled:  Investigational Pharmacy Evaluation.


 


Instructions for completing each tool are described within this form.  Please refer to the NCQA Veterans Affairs Human Research Protection Accreditation Program Administrative Policies and Procedures Standards (Version 2.1; May 28, 2003) for detailed explanations and examples of the NCQA Standards.  





For questions regarding use of these tools, please contact COACH by e-mail or phone.





��
Marisue Cody, PhD, RN


Director of COACH


(501) 257 - 1705


Email: � HYPERLINK "mailto:Marisue.Cody@med.va.gov" ��Marisue.Cody@med.va.gov��
�









Program for Research Integrity Development & Education  (PRIDE)


� HYPERLINK "http://www1.va.gov/resdev/fr/PRIDE/" ��http://www1.va.gov/resdev/fr/PRIDE/�


�









Last Edited    


4-15-04





Last Edited    


September 2004�
�









PAGE  
10

