MINUTES

Office of Research Compliance and Assurance (10R)
Bi-Monthly Teleconference

Monday, April 16, 2001, noon to 1:50 pm EST

ORCA Staff participating:

	ORCA Headquarters
	ORCA Regional Offices

	Dr. John Mather
	Atlanta -Dr. David Miller)

	Dr. David Weber
	Chicago - Dr. Karen Smith)

	Dr. Joan Porter
	Washington, D.C. – Dr. Min-Fu Tsan

	Shannon McCormack
	Washington, D.C. – Dr. Anna Alt-White

	Lisa Franklin
	

	Priscilla Craig
	

	Peter Poon
	

	Paula Squire Waterman
	


Introductions and Agenda (Dr. John H. Mather): Dr. Mather introduced the call, going over the agenda and format, and noting that ORCA Information Letter #27 and the PowerPoint attached to the agenda covered the material being discussed by the guest speakers.  He reminded participants of the optional 50 minutes at the end of the agenda for additional information, questions and discussion.  He also reminded participants to use the mute button when they were simply listening, and to speak loudly, giving their identity, when they spoke.  Dr. Mather then introduced Dr. Burris who introduced the NCQA Staff.

Guest Speaker: (Jessica Briefer French and Dr. James Burris), “NCQA Human Research Protection Program Accreditation Standards.”  (Resource:  ORCA Information Letter #27 and two attached PowerPoint presentations)  Ms. French is Assistant Vice President, Quality Solutions Group, NCQA and Dr. Burris is Deputy Chief Officer, ORD

Dr. Burris discussed the VHA commitment to accrediting Human Research Protection Programs (HRPP) at VAMCs, noting that now there were draft standards.  He then turned the discussion over to Ms. French.  Ms. French stated that she would give a brief overview of the program, and the principles on which it is founded, and then turn the discussion over to Ms. Sandra Sanford, Director, Human Research Protection Accreditation Program, for further discussion of the standards (and what they mean) and the accreditation process.  NOTE:  Both Ms. French and Ms. Sanford followed the PowerPoint presentations attached to the agenda.  For that reason, the most relevant and appropriate PowerPoint slides, with attached notes, will be used to document the remarks of the two speakers, and are as follows:
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Accreditation

 

¨

 

Accreditation is:

 

–

 

Mechanism to support quality improvement and 

 

public accountability

 

–

 

External validation of performance

 

–

 

Seal of approval from trusted source

 

¨

 

Accreditation is not:

 

–

 

Guarantee

 

–

 

Audit

 


Ms. French gave a brief overview of the program, and the principles on which it’s founded, relating the discussion to some of the slides in the first PowerPoint presentation attached to the agenda.  These notes are made up of the slides referenced, with special notes and/or comments if made.
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Requirements for Sound Accreditation

¨

Operational accreditation standards, guidelines, 

scoring:

–

Initially based on existing regulations, etc.

–

Periodically updated based on experience, new requirements

¨

Certified surveyors to perform site surveys

–

Credentialing, Training, Certification

¨

Separation of site surveys from accreditation 

decisions

¨

Appeal mechanism

¨

Quality assurance, quality improvement systems

¨

Absence of conflicts of interest

Ms. French noted that the accreditation process was dynamic, not static, and that standards and process would be changed/updated as needed.  She brought the group up to date on the steps being taken to provide certified surveyors, noting that those who performed the site surveys were separate from the people who took the results of the surveys and made the accreditation judgment.  She also stated there would be an appeal mechanism incorporated into the accreditation process and that special efforts were being made to make sure neither the surveyors nor those making the accreditation determination had any issues concerning conflict of interest. 
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Accreditation Approach

¨

Systems perspective

¨

Existing regulations and policies as starting 

point for requirements

¨

Institutional performance, accountability

¨

Reliance on institutional self

-

assessment to 

demonstrate effective implementation


Ms. French noted that the accreditation process, as it was being developed, focused on the institution and institutional systems, and a complete human research protection program, not just the IRB.
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Ms. French noted that the standards, and accreditation program, would be a dynamic, not static, process, changing and evolving as it developed.
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Standards Evolve

¨

Changes in requirements

¨

Changes in technology, practice

¨

Changes in the environment

¨

Maturation from procedural to performance


Ms. French briefly discussed the possible accreditation outcomes as shown here.
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Accreditation Outcomes

Outcome

  

NCQA Action

  

Full

Re-survey in 3 years

Conditional

Monitor Remedial Action Plan

(RAP); Upgrade directly or

conduct follow-up survey

Probational

Monitor RAP; Conduct follow-up

survey to upgrade to conditional

No

accreditation

Conduct re-survey to upgrade to

probational

No


Ms. French then discussed the process/mechanism that would bring about changes to the accreditation standards and procedures, with changes originating in VAMCs, and going back to other VAMCs, as information on best practices is collected and disseminated by ORD and ORCA.
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Continuous Quality Improvement

Public, Subjects

Agencies,  

Societies

Surveyors, et al

R&D Centers, 

Investigators

HRP Regulations

Accreditation 

Standards

Accreditation 

Mechanism

R&D Center 

Implementation

Log Problem, 

Suggestion

Analyze, 

Evaluate

Prioritize, 

Schedule

Implement 

Change

The accreditation timeline indicates that the routine surveys are scheduled to start in mid-July, occurring every three years for institutions that achieve full accreditation status.  The next generation of standards will include what couldn’t be done initially; as they evolve, new/updated standards will be sent out to the field for comment and there will be advance notice prior to implementation.

QUESTIONS:

1.  Who will be doing the surveys in the accreditation site visits?  Ms. French noted the surveyors would have diverse backgrounds, but all would have experience in human subjects research, that they would be ‘research peers.’  They would be contractors, active in the human subjects research enterprise with at least 10 years experience, or 5 years with appropriate certification.  Must have less than 3/8 VHA effort due to conflict of interest.  NCQA people might supplement the site visit team.

2.  What does the process include?  The surveyors will look at documents, do interviews, etc.

3.  How do the ORCA regional offices (RO) fit into the process?  Dr. Mather noted that ORCA (both HQ and RO) will be involved in the process as observers as frequently as deemed appropriate.
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Timeline

April

-

June

¨

Conduct pilot tests

¨

Review public comment on standards

¨

Finalize standards, review methods, scoring

July

¨

Train / certify surveyors

¨

Begin routine surveys

September

¨

Begin next generation of standards, CQI

¨

Coordinate with OHRP, FDA, IOM, AAHRPP


	Sandra Sanford from NCQA then spoke about the actual process of surveying for accreditation, following her PowerPoint presentation.  She briefly discussed the source of the standards.
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Sources for Standards

·

Code of Federal Regulations

·

The Veterans Affairs Manual, Chapter 9

·

Veterans Affairs Multiple Project Assurance 

Contract

·

OHRP (OPRR) IRB Guidebook

·

FDA Information Sheets

·

International conference on Harmonization, Good 

Clinical Practice Guidelines

·

OHRP Compliance Activities: Common Findings 

and Guidance 9/1/2000


Input on the standards has come first from ORD, ORCA and the field.  The next step is to get input from VAMC sites. 
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Collaboration & Input on Standards

·

Program Standards Committee

·

Veterans Affairs

·

Public comment

·

Pilot sites


The pilot site visits are set up in such a way that if the site meets the standards, it will be accredited.  Otherwise, it is a ‘no fault’ inspection and the site will be inspected later.
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HRP Standards Development Process

Each standard includes the following 

requirements, as appropriate:

•

Structures, processes

–

Policies,procedures

•

Effective implementation

–

Files, records

•

Compliance assurance

–

Self

-

assessments

•

Results

–

Measured achievements


Ms. Sanford briefly discussed the way standards are organized into ‘domains,’ that can be further divided into structure and process domains and critical human research protection domains.
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Standards Organization

Organization of Domains

•

Structure and processes domains

–

Institutional Responsibilities

–

Individual IRB Structure and Operations

•

Critical domains of human research 

protections

–

Informed Consent 

–

Consideration of Risks and Benefits

–

Privacy and Confidentiality

–

Recruitment and Subject Selection

Ms. Sanford discussed what the surveyors will review during a site visit. She noted some of the ‘new items’ in the accreditation process – that is to say, procedures/processes over and above what’s needed for a regulatory site visit/inspection.  Such new items include:

· concept of overall human research protection program (HRPP)

· concept of quality improvement.  Ms Sanford noted many institutions might not have a formalized QI program yet, so this standard will be lightly weighted.

· written MOU to describe relationship between VAMC and university-affiliated IRB (if used).  Currently, many VAMCs currently have an IIA (Inter-Institutional Agreement) with the affiliate IRB, but will need to get a more formal agreement on the relationship between the VAMC and University IRB. 
Ms. Sanford told teleconference participants not to assume that everything must be seen in every possible data source; some evidence may be found in only one place.  When looking for evidence of compliance with standards, the surveyor may ask sites to help find an item or identify new data sources for finding items in standards.
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Anatomy of a Standard 

Data Sources

•

Policies and procedures

•

IRB communications to investigators

•

IRB documentation of observation of the 

consent process

•

IRB minutes

Dr. Mather asked for further clarification of an MOU.  The NCQA people responded that the M-3 has a list of items required of VAMCs.  This means that when a VA secures the services of an affiliate, the VAMC must ensure the established IRB agrees to comply with this list of specialized VA requirements.  The VAMC needs to make sure affiliated IRBs understand what their VA obligations are.

There was further discussion on IIAs and MOUs.  IIA has a dual meaning with respect to OHRP (agreement with MPA institution to use its IRB) and the issue of intellectual properties (now decided by an IIA (e.g. who would do commercialization, VA or Univ.)  The MOU is going to be specific to human subject protection, although it could be rolled together with other VA/Univ. agreements.  It would depend on the kind of MOU and its context.  It was noted such MOUs would only be needed if using affiliate’s IRB to make sure the VA responsibility to protect human subjects is discharged in the affiliation.  They will extend the idea of MOUs to define the special requirements and specify how they will be met.  There also needs to be a research infrastructure to make sure research is conducted properly.



Website for draft NCQA Human Research Protection Program Accreditation Standards:  http://www.ncqa.org/Pages/Programs/QSG/VAHRPAP/vahrpapdraftstds.doc.

Dr. Mather encouraged all those participating in the teleconference to read the standards and to be sure to make any comments they might have, whether on the standards themselves or on the accreditation program as a whole.

ORCA Information: Dr. John H. Mather – Continuing Discussion:  Federal-Wide Assurances (FWA) (Resource: http://ohrp.osophs.dhhs.gov/irbasur.htm).  Dr. Mather reported that ORCA was in the process of converting from the current MPA/VA MPA system to the new FWA.  We have an ORCA/VISN liaison group to address issues on a regular basis and assist in completing the work.  Dr. Mather hopes to complete the process in the next 2-3 months.  Dr. Mather also discussed research infrastructure within a VAMC.  He noted that some small VAMCs with only a VA MPA also have (for the most part) very small research programs.  Because of that, with the new FWA system, ORCA has proposed to ORD various partnerships, so that small research programs can form with larger VAMCs, to provide some or all of the research infrastructure needed to do research.  The fundamental research infrastructure that should be in place for a given VAMC to perform research is a research service with an ACOS/R&D or research coordinator and an R&D committee as defined in M-3.  If a VAMC does not have such a system in place, they may want to rely on another VAMCs research infrastructure.  If that is the case, the two VAMCs would need to have a written understanding and would need to have the VISN director agree to the situation.  There is a model in the system  - Hines VAMC and North Chicago VAMC effectuated an MOU in 1997 where, in effect, Hines does all the work for North Chicago by providing their research infrastructure needs.  A letter describing this process is due to go out at the end of the month.  If such arrangements are allowed, the institutions involved will need to have a written agreement (MOU), which would then be submitted through ORCA for ORD concurrence.  This is no small task at it relates to both the governance and financing of the research and research infrastructure.

Dr. Mather also discussed the “Non-Profits” (Non-Profit Research Foundations).  He stated that they were currently in discussions with VA Office of General Counsel and OHRP to see if they needed their own separate FWAs.  Those representing Non-Profits must not send in any FWA documents until this issue has been resolved.  Anyone with questions about this should call Barbara West (NAVREF Executive Director), Tony Laracuente (NAVREF President), or Priscilla Craig at ORCA HQ.
ORCA HQ Project updates and staff reports:

Joan Porter DPA, MPH discussed two issues:

1.
In a memo to VISN directors dated 4/6/01, Dr. Mather discussed training for research compliance officers (RCOs) and research compliance and assurance officers (RACOs).  Dr. Porter noted the education offered at “VA Day @ PRIM&R” would be helpful to many, including RCOs and RACOs.  RACOs function as network-level subject matter experts, offer rapid response to VAMC/VISNs, need to have current information and help educate on research compliance.  RCOs, on the other hand, function to assist research compliance at the VAMC level.  The memo asked for VISN assistance with identification of which VAMC or VISN has a RACO/RCO (including, if possible, a brief position description and reporting lines), whether any VAMC/VISN had plans to establish such and office, and an indication of what education/training might be appropriate for this group, requesting a reply to Dr. Porter by May 1st.

QUESTION:  Is the RCO/RACO an ancillary role or new position?  The RACO duties can be assigned to a new person or added on to a previously existing position, but there are so many areas such a person would need expertise in (e.g. human and animal welfare, research integrity, etc.) that it would be difficult for a person to perform other duties in addition to what is done as a RACO.  ORCA is advising the duties not be added to the compliance officer position, as the combination of responsibilities for fiscal and research compliance would almost-certainly be more than one person could do well.  The issue of RCO/RACOs is an on-going issue that has been presented to VAMC/VISN directors before.  This person essentially functions as a risk manger for the research service.  Dr. Porter has and will share both RACO and RCO position descriptions.  QUESTON:  has any additional funding been identified for these positions?  Dr. Mather answered ‘no’.

2.
Re-charter of the TED (Training, Education and Development) Focus Group (composed of individuals inside and outside Department of Veterans Affairs) that has already developed a strategic plan (shown to Field Advisory Group and endorsed by DUSH) and is working with EES to implement key items of this plan. 

David Weber, PhD reported on the following: 

1.
The pilot training program on Research Compliance and Assurance for senior executives in the VA, given at Long Beach on March 23, 2001 for VISN 22.  The program looked at responsibilities of senior administrators, especially with respect to protection of research subjects.  The program supplied reference materials that could also serve as a reference source for the administrator when they’re asked question or approached on the issue of human subject protection.  Dr. Weber hopes to get comments from the field, not only from VISN 22, especially on what information senior management feels they might need, especially as related to human subject protection.  

2.
Dr. Weber described the meeting of the advisory committee examining adverse events in research, known as the Adverse Events in Research Advisory Committee (AERAC).  He stated the committee would be looking at what reporting should be done in the field and how ORCA could support the reporting of adverse events and protection of human subjects.  The committee looked at the following issues: 1] what to report; 2] to whom; 3] what form/format; 4] when to report.  He stated the committee would be looking from the point of view of the best way to protect research subjects in the field.

Peter Poon, JD, MA discussed research misconduct.  He stated he had looked at the FDA/ORI lists of sanctioned investigators and has used these lists to crosscheck against lists of VA researchers.  There are no positive matches.  We will now look at lists of VA employees to see if there is a match.

ORCA Regional Office (RO) Project updates and staff reports:

Atlanta: Dr. David Miller offered a brief welcome to his new Deputy Director, Dr. Dale Conaway, a veterinarian, taking lead on Chap, 12, M-3, who is already working on a MAP check list for reviewing animal programs.  Dr. Miller also announced that there would be joint VA/FDA/OHRP regional conference in Charleston, SC on June 21, 22. 2001.  The URL for this conference is – http://www.edserv.musc.edu/cme/programs/upcoming.las.

Boston (virtual): Dr. David Weber stated he is circulating a letter shortly to VAMCs in his region introducing himself.  He also offered general support.

Chicago: Dr. Karen Smith reported that although she is still in the process of trying to set up the office, and finding and hiring staff, she wants to visit all the Medical Centers in her region.  Dr. Smith announced that there will be a 1-day VA/FDA/OHRP town meeting in St. Louis at Washington University on June 8, 2001.  The URL for information on this meeting is http://ohrp.osophs.dhhs.gov/town-meeting.rtf.
Washington, DC: Dr. Min-Fu Tsan stated that he has also sent a letter introducing himself in March and is following up on meeting people in his region.

General Update on other ORCA Activities:

Dr. Joan Porter announced there will be a VA/FDA/OHRP regional conference in Newark, NJ on May 10, 11, 2001, co-sponsored by VAMC there, and Secretary Principi will be speaking at the conference.  The URL for the conference is http://www.umdnj.edu/irbnweb/mayconf/.

Dr. John Mather stated that the Multi-Assessment Program (MAP) review pilot site visits were productive and that the MAP focus group is working on the Human Subject Protection Self-assessment Check Lists and Tutorial to help the field attain a basic level of compliance with regulatory requirements, a de minimus standard.  He reminded everyone that without a minimal level of compliance, an institution would probably not be accredited by NCQA or, at least, only be able to achieve a probationary status.

Post-Conference Call: There were no further questions or discussion and the teleconference concluded at 1:20 P.M.

Next Teleconference:
June 11, 2001 — 12 noon to 1:00 P.M. EDST, with additional optional 50 minutes (NOTE:  2nd Monday of the month in June, instead of the usual 3rd.  The call-in number will be different, as well – (877) 230-4050.

� EMBED Word.Picture.8  ���











PAGE  
7

[image: image14.wmf]Measuring the Quality of America’s Health Care

Anatomy of a Standard 

Methods

•

Review policies and procedures for evidence of 

elements of consent process

•

Review IRB communications for instructions to 

investigators on the IRB’s requirements for the 

consent process
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