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

NCQA Accreditation Update

Date:


October 14, 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 fifth 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 (HRPP).  These calls are currently scheduled for the second Thursday of each month at this time period.  However, there are always exceptions, and that exception occurs next month.  We will not have the NCQA Accreditation update call in November because of the Veterans Day Holiday, so the next conference call will be December 9, 2004 during this same period.

There is going to be a VA Day at PRIM&R on October 28, 2004 from 8:30 a.m. to 5:00 p.m. at the Red Lion Hotel.  The agenda is located on the PRIDE website, with the topics on the agenda addressing quality assurance and quality improvement issues, privacy issues, and tissue bank topics. There will be a short 30-minute update on NCQA, but NCQA is not the primary focus of VA Day.  

Also, ORD will have a booth at the PRIM&R conference.

New and Revised NCQA Materials on PRIDE Website

Some new items are posted on the PRIDE website that went up after our last teleconference in September.  I want to briefly discuss how they are different from the ACE! Tool entitled Individual Study File.

1. Informed Consent Checklist:

The new ACE! Tool entitled Informed Consent Checklist is a tool that not only references the elements of informed consent in relation to the NCQA standards, but also references the elements of informed consent in relation to VHA Handbook 1200.5.  It has examples of issues that we have talked about on previous teleconferences and in workshops concerning how to describe what is experimental and cites some of the regulations and guidance that was used to construct the examples.  Examples of how to describe the extent to which confidentiality of records identifying the subject will be maintained, cost issues, payment to subjects, and research related injury are also included.  One of the more important topics that this ACE! Tools addresses is some general guidelines of when a VA consent form is required.  I do want to emphasize that the wording in these examples is for demonstration purposes.  We do not wish to imply that this specific language should be incorporated into local templates.  

2. IRB Minutes Checklist:

The second ACE! Tool that I want to talk about is the IRB Minutes Checklist.  IRB Minutes are difficult to write.  Similar to the issues of written informed consent forms, what are the components of good minutes, and what are some examples that are available?

In the ACE! Tool entitled IRB Minutes Checklist, the elements addressed in the NCQA Standards are referenced along with applicable VA regulations.  There are also general tips for constructing IRB minutes along with sample language that addresses the requirements in five (5) areas:  initial review, continuing review, amendments, expedited review, and report of adverse events.  These are examples, but I hope that everyone gets the chance to look at these tools, and give us feedback on what you think about them.

3. NCQA Frequently Asked Questions (FAQ):

A new set of queries was posted on September 15, 2004 concerning a variety of issues that we have discussed.  I want to point out a few of these because they are high volume questions.

Question 1 is focused on VAHRPP institutions undergoing INR only evaluation with the affiliate IRB undergoing a separate accreditation process.  If you as an INR only institution receive an accreditation decision of one-year on January 1, 2004, you do not get an additional year if the affiliate IRB waits until December 1, 2004 to get accredited.   Accreditation will expire on December 31, 2004.

Question 2 concerns using copies vs. originals for the file review conducted by NCQA during the on-site survey process.  One cannot use the R&D files or copies of the IRB files for evaluation of the file review elements.  

Question 13 addresses components of risk evaluation by the IRB in the NCQA Standards, Element CRB 2D.  One of the problems that we have discussed is the need to document whether or not risks have been minimized to the greatest extent possible.  Just because the IRB approves the study, one cannot use the argument that by default the IRB must have determined that the risks were minimized to the greatest extent.  It is not a valid argument.  The answer to this question also gives some sample language examples.

There are 20 new questions with answers posted on the NCQA FAQ site.  These FAQs are designed to give specific information on operationalizing the accreditation survey process.  

Eligibility for NCQA Accreditation

How many studies do you have to have to be eligible for one-year vs. three-year accreditation?  If you have 25 studies that were initially reviewed by a convened IRB, and only 8 studies in continuing review that there reviewed by a convened IRB (it’s a new IRB), are you eligible for three-year accreditation?  Let’s also look at this from the viewpoint of a VAHRPP that uses two IRBs.  Neither IRB has 16 initial reviews by a convened IRB separately, but together they have 25.  Are they eligible for one-year or three year accreditation?

Here’s the answer:  the criterion is the number of studies within the VA Human Research Protection Program initially reviewed by a convened IRB.  If you don’t have a full sample of continuing review of 16 IRB studies reviewed by a convened IRB, it doesn’t matter.  If you have two IRBs, and together the number is 16 or greater for initial reviews by a convened IRB, you are eligible for three-year accreditation.  What I need to emphasize is that to be eligible for one-year accreditation, the site must have 8 studies that were initially reviewed by a covened IRB in the look-back period.  We have a lot of site-specific arrangements that we’ve made, but if you are from a VA site where you’re looking forward to your look-back period and not getting a number that is at least eight (8) for initial review by a convened IRB and Dr. Cates, Paula, Dr. Cody, or myself haven’t talk to you, please let us know.

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 20 sites have been surveyed under Version 2.1 of the NCQA Accreditation Standards.  16 of the 20 VA sites that have undergone survey under Version 2.1 have received final accreditation decisions of three (3) years; two (2) sites have received final accreditation decisions of one (1) year; two (2) sites have not received final accreditation decisions.  The VA Human Research Protection Programs at Dallas/Bonham, Salem, and Louisville are scheduled for NCQA surveys within the next 30 days.  

Institutional Responsibilities (INR) Evaluation Issues


1.
Margin of Error:

What I’m going to start with today concerning INR issues is an item that I cannot emphasize enough times.  The margin of error is small.  

In INR, there are 19 elements comprising 23.2 points.  Of the 19 elements, two (2) are worth 0 points.  These two (2) elements are INR Element 1B:  Responsible Committee or Individual and INR 4D: Documented Processes – Investigational Devices. Of the remaining 17 elements, Element 2A: Selection Designation of an External IRB, is only applicable if the VAHRPP uses a new external IRB within the look-back period.  So, now we’re working with 21.2 points for available points in INR evaluation.

To be eligible for three-year accreditation, the VAHRPP must receive 18.02 points, or miss just 3.18 points based on not having a new IRB in the look-back period.  To achieve one-year accreditation, the VAHRPP must receive 11.66 points, or miss 9.54 points.  The majority of points for INR evaluation are obtained from reports, followed by the documented processes, followed by the files.  

2. On-Site vs.Off-Site:

The majority of the evaluation of INR is done off-site except for review of the pharmacy files. The typical visit for those sites undergoing INR only evaluation is 3 ½ hours, which entails meeting with the HRPP administration, pharmacy visit, and a closing conference.  


3.
Investigational Pharmacy:

The points for INR evaluation are obtained from reports, documented processes, and files.  What is the most common problem encountered in terms of INR?  The answer is the pharmacy elements. 

Let’s talk about the file pulling first, because there is a misconception that NCQA will not select pharmacy files if no subjects have been enrolled.  That is not entirely true.  In terms of file pulling priority for the pharmacy, the studies that will be pulled are those in which research medication has been dispensed during the 12-month look-back period.  If there are no studies where research medication has been dispensed during the look-back period, NCQA will review the studies that have been set up and are open to subject enrollment, even if no subjects have been enrolled.

I need to address policy evaluation in INR concerning investigational drugs.  If you are a site that has not had patients in investigational drug studies for two (2) years, but you still have a pharmacy that could dispense investigational drugs, your policy on investigational drugs will be evaluated as per INR, Element 4A.  

If you are a VA institution undergoing INR only where you do not have an investigational pharmacy, you need to have something that says in policy, we do not dispense investigational drugs.  That is what NCQA will be evaluating.

In reinforcing prior information concerning the twelve (12) factors evaluated in INR, Element 4B and the use of a log or multiple logs, remember that NCQA does not require the information to be on a single form.  It is one of the questions in the NCQA FAQs.

In discussing further information about the logs, a telephone log is not acceptable as documentation that the sponsor is keeping up with the expiration date.  E-mail from the sponsor is acceptable if the log does not contain the expiration date.

NCQA is evaluating Factor 8 of Element 4B in Category INR by cross-referencing the name of the individual on the prescription against the names of authorized prescribers listed on VA Form 10-9012.  Queries were raised concerning the use of other forms.  For NCQA purposes, VA Form 10-9012 is the form that is used for Factor 8 evaluation.  Follow-up on this issue will be discussed in the next conference call.

Summary

Investigational Pharmacy Issues requiring follow-up for NCQA evaluation will be addressed in December.

The call concluded at 1530 hours (EST).
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