Summary of Moderator Notes for Office of Research and Development (ORD) Teleconference

Date:


September 9, 2004

Time:


1430 to 1530 (EST)

Dial in Code:

1-800-767-1759

Access Code:
32976

Moderator:

C. Karen Jeans, MSN, CCRA, CCRN

(This represents an informal redacted summary of the above-noted teleconference.  The summation is written in the first person with exceptions as noted.)

Opening Statements

This is the fourth teleconference in a series sponsored by the Office of Research & Development where the primary focus is addressing NCQA issues in preparing for accreditation of VA human research protection programs.  My name is Karen Jeans, and I am going to be your moderator for the next hour. I am a member of COACH, which is the Center of Advice & Compliance Help within PRIDE, so it’s my job every month as the individual who primary plans the agenda for these teleconferences to figure out what gives the most bang for the bucks.  

What I’ve usually done every month is to take one (1) issue and give it a concentrated block of time as well as have items that are done each month.  But I want to do something a little different with this month because of the input that I receive from you.  An hour is not a long time, and there are a lot of little issues that need to be clarified and I need to update, so I am going to put as many of those topics together that I can because none of them need more than five minutes each, and put it in a systematic format.  So, as with the usual format of these calls, there will be something for everyone.  I want to spend a few minutes talking about NCQA is and what it is not.  Many of you know what is on the PRIDE website, but I want to reinforce again for a couple of minutes what is on the PRIDE website specifically referencing NCQA materials.  I have asked the VA Western New York Healthcare System in Buffalo New York to talk about their recent application submission and to address some specific questions that I’ve sent them. 

The next item on this agenda is the Data Collection Tool (DCT) statements.  The ACE! Training seminars were foundation workshops – the basics.  These teleconferences are designed not only to address some of these basics, but also specifics.  Everyone wants to know how NCQA thinks.  One is the best ways is to read what they say.  So, what I have done is compile a list of some of the comments made by the NCQA surveyors that have appeared on final DCTs.  Most of the comments that I have chosen to bring forward this month are the same comments on the same elements from multiple sites.  There is nothing unique about these comments except that these are actual comments from NCQA surveyors.

Lastly, if we have time left over, I do need to address some other miscellaneous questions.

Current Status of Site Survey Visits

Paula Sclichter gave a summation of the current status of VA institutions that have undergone NCQA survey visits.  Fourteen (14) sites have been surveyed under Version 1.1 of the NCQA Accreditation Standards and 17 sites have been surveyed under Version 2.1 of the NCQA Accreditation Standards.  15 of the 17 VA sites that have undergone survey under Version 2.1 have received final accreditation decisions of three (3) years; the remaining two sites have received final accreditation decisions of one (1) year.  The VA Human Research Protection Programs (HRPP) at Tampa, Buffalo, and Milwaukee are scheduled for NCQA surveys within the next 30 days.  

NCQA Potpourri

A compilation of different topics were discussed as indicated in the following sections.

1.
NCQA General Principles:

NCQA, which stands for the National Council for Quality Assurance, is an external accreditation organization whose scope of work is to accredit VA Human Research Protection Programs using a set of measurable and evaluable standards.  These standards are evaluated through an off-site and on-site review by NCQA surveyors.  NCQA surveyors are not here to audit VA Human Research Protection Programs and they are not federal regulators.  Therefore, they cannot interpret VA regulations.  They can only interpret and evaluate the standards.  If you ask NCQA whether you can waive the signature requirement for the IRB chairperson on a VA Form 10-9012, the answer is “you must follow VA policy.”  If you ask NCQA whether you can not use a stamp for IRB approved consent forms, they don’t even evaluate it.  So, what I’m trying to say here is be very aware of the limited scope of work that NCQA is actually evaluating.  There are a lot of items, but the review is process-oriented.  

If a VA HRPP is using an affiliate IRB that is planning to undergo its own accreditation through AAHRPP or PHRP, that VA HRPP will be evaluated in one (1) of the four (4) categories of the NCQA Standards.  The NCQA Category is Institutional Responsibilities (INR).  

This next part of the discussion applies only to those VA HRPPs that are undergoing evaluation of all four (4) of the NCQA standards categories because their IRB is being accredited during the on-site survey, In order to be eligible for three-year accreditation, the IRB that is reviewing human research studies for the VA HRPP must have enough of a sample to be evaluated.  To be eligible for three (3) year accreditation, you must have 16 human research studies that have undergone initial review by a convened IRB during your designated 12-month look-back period.  This is different than saying that you have 16 human research studies that were reviewed by a convened IRB.  To be eligible for a one (1) year accreditation and qualify as a small site, you must have 8 human research studies that have undergone initial review by a convened IRB during your designated 12-month look-back period.  Let’s review how NCQA selects its samples of IRB human research protocols during the on-site evaluation.

NCQA looks at four (4) samples during the on-site IRB review:

1. Initial Review,

2. Continuing Review,

3. Expedited Review, and

4. Exempt Review.

If you are a VAMC HRPP that is undergoing evaluation in all four (4) categories and you have a single IRB, then NCQA is going to request approximately one (1) week in advance a list that will include:  

1. 25 studies that have undergone initial review in the past year by a convened IRB,

2. 25 studies that have undergone continuing review by a convened IRB in the look-back period,

3. 6 studies that have undergone initial approve by expedited review in the past year,

4. 6 studies that have undergone continuing review by expedited review in the past year, and

5. 16 studies that were determined to be exempt from IRB review.

If you have enough studies to constitute a sample for exempt studies, this means that you are going to be pulling 72 studies in the example that I just described.  If you have more than one IRB, multiple it by the number of IRBs.  Each IRB is evaluated separately.  If you have any questions about your site’s eligibility for NCQA, please contact ORD.

I want to briefly talk about the wall that is between us and NCQA.  They are external, but that does mean that we do not communicate, and we do, literally every day.  ORD is proactive in heading problems off with NCQA.  If you are having a problem with communicating with NCQA or not getting an answer or if you have a complaint, do not suffer in silence.  Let us know so that we can help.  


2.
NCQA Materials on PRIDE Website:

I have had a lot of questions concerning about the ACE! Self-Assessment Tools, and there are some issues that I want to touch base on.  For those of you who went to the ACE! Training workshops, the tools that were presented in those workshops were pilot tools and are not the same tools that are the PRIDE website.  I am a major advocate for self-assessment, because if you don’t know what your problem areas are, you can’t pin it down.  If I have something that is readily available, I can either use it or adapt it to make it work for whatever institution that I am conducting research with.   Every one of the NCQA Standards in Version 2.1 are addressed in the three (3) Accreditation Self-Assessment Tools located on the PRIDE Website either in the Tool for the Individual Study Files, Documented Processes and Reports, or Pharmacy Review.  If you have questions about how to interpret the tool or whether a document meets a specific factor, let me know.  

The items of the PRIDE website when you click on the NCQA Accreditation Toolbar include the Conference Materials from the ACE! Workshops, the accreditation self-assessment tools, the NCQA Standards link, and two (2) other items:

A. Frequently asked questions, and 

B. Summaries of this teleconferences.

3. NCQA Application:  Experience of an August 2004 VA HRPP Site Submission:

Nancy Evans, Administrative Officer at the VA Western New York Healthcare System, and their Human Research Administration discussed their recent application preparations, submission, and communication with NCQA.  

4. Data Collection Tool Statements:  Selection of Common Comments Made by NCQA Surveyor and Recorded on Site Data Collection Tools (DCTs) on final NCQA Accreditation Reports:

A sample of comments from site DCTs were read and discussed.  The common deficiencies among the DCT comments were:

A.
Regardless of whether a VA HRPP is submitted a documented process or a report, if an Element requires submission of a report addressing five factors and the submitted report only documents four factors, the fifth factor will not be scored as “met.”  Conversely, if an Element requires documentation a process documenting five factors and the documented process only addresses four factors, the fifth factor will not be scored as “met.”  NR 2B, Page 9

B. If an Element asks for a formalized documented process addressing an IRB function, especially in an affiliate relationship, an R&D Standard Operating Policy is usually not sufficient because it is not a formal document agreed upon by the affiliate IRB.  The MOU or an IRB authorization agreement is examples of formalized documented processes.  

C. When describing a process for assigning IRB reviewer responsibility, remember to include (a) who assigns reviewers, (b) can voting or non-voting members be reviewers, and (c) when are consultants used.

D. If a VAHRPP does not use expedited review procedures for initial review of projects, document it in the IRB documented process.  

E. When NCQA evaluates the IRB minutes to determine if members did not participate in the deliberations or voting on matters in which they had conflicts of interest, include sufficient information in the IRB minutes or IRB SOP that will allow one to determine whether IRB members with conflicts of interest did not participate in the discussion or vote.  

F. Remember to directly link the IRB determination of the continuing review interval to the level of risk by the minutes, reviewers’ tool, or an IRB documented process. 

G. If the IRB waived a written informed consent form, the IRB must document the basis for the consent waiver.

H.
When evaluating written informed consent forms and determining whether the informed consent form identifies experimental procedures, remember that there are numerous ways to do so.  If a new combination of drugs used in a human research protocol is not FDA-approved, it should be identified as experimental or similar language.  If a study involves a new use for an old drug, this is an experimental procedure and must be addressed in the informed consent.  

Summary

Because insufficient time was available to address investigational pharmacy issues, these will be addressed next month.  

The call concluded at 1545 hours (EST).
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