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

Date:


August 5, 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

Let’s get started.  As most of you probably know by now, my name is Karen Jeans, and I’d like to start by thanking all of you for participating in this third teleconference sponsored by the Office of Research & Development (ORD) where the primary focus is addressing NCQA issues in preparing for accreditation of VA human research protection programs.  It’s particularly hard during the summer months to set time out of your schedules for this teleconference, and I know many of you are either preparing to go back to school or have children getting ready to go back to school, so we appreciate your time and participation in these sessions, because these teleconferences are for all of us and we all get something out of it.   We’re coming up on the one-year anniversary of the first site visits that went thru Version 2.1, When I look back and think of the last 12 months and the amount of work that has been accomplished, you’ve got to give yourselves a pat on the back.  But I think we can all agree that it has been a year of growth, because the questions that I have received concerning NCQA have gone from checkbox questions to questions concerning the regulatory issues and guidance documents to which the NCQA standards are based.   

Change in ORD Teleconference Schedule

This teleconference is scheduled for the first Thursday of each month from 2:30 to 3:30 p.m.  Because of school scheduling conflicts, this ORD teleconference schedule will change.  We are keeping the ORD teleconference time and day unchanged; the week will change to the second Thursday of each month.  This is a 99% certainty and I don’t foresee any change in that.  However, as with the other teleconferences, you can go to the PRIDE website and the next teleconference’s time and date will always be there.  We always try to put the agenda up at least one week prior to the actual scheduled teleconference.  And we also post the summary of the teleconference within a week following the teleconference.

Current Status of Site Survey Visits

Paula Sclichter gave a summation of the current status of VA institutions that have undergone NCQA survey visits.  Three (3) sites are accredited for one-year accreditation under Version 1.1; 11 sites are accredited for three years under Version 1.1; ten (10) sites are accredited for three years under Version 2.1 with an additional two (2) sites obtaining scores pending final accreditation decision that indicate three-year accreditation; two (2) sites have obtained scores pending final accreditation decision that indicate one-year accreditation under Version 2.1.  Paula.  A question was asked if the two (2) sites receiving a draft report score indicating one-year accreditation under Version 2.1 were small sites.  VA institutions that are surveyed with fewer than 16 active human research protocols but greater than eight (8) active human research protocols in the look-back period are eligible for a maximum of one-year NCQA accreditation.  Both of the queried sites were not small sites.    

Key Issue for August Teleconference – Small Site VA Issues

Dr. Lynn Cates discussed a variety of issues involving VA institutions with less than 16 human research protocols and VA institutions with greater than 16 human research protocols that are merging with the small VA sites.  Some of the issues that were discussed include:

1. Please contact ORD if a VA site has any questions concerning its eligibility for NCQA accreditation and/or any questions concerning the NCQA standards.  Shyness is not a virtue.

2. Any VA site that conducts human research must have its own accountability. 

3. A site that has 20 studies with 10 studies that are human research studies reviewed by a convened IRB, 2 studies that are animal studies, and 8 studies that are classified as exempt from IRB review qualifies as a small site.  Animal studies and exempt studies are not included in the count in determining whether a site has sufficient number of human research studies for NCQA accreditation eligibility.

What NCQA is and What NCQA isn’t  - VA Policy and Federal Regulations

This discussion was deferred because of time limitations.

The Good, the Bad, and the Ugly:  Summary of Recent Experiences from VA Sites Undergoing NCQA Accreditation

In summarizing the experiences of the VA sites that have undergone NCQA surveys within the past 40 days, there have been no surprises.  VA Connecticut Healthcare System (West Haven) has written down some of the questions that individuals were asked during their recent site visit, and these questions will be placed in the minutes of the teleconference under the link:  NCQA Interview Questions from VA Connecticut Healthcare System – July, 2004.  Some of the items that some of the sites described as problems, deficiencies, and best practices encountered by their sites included:

a. Form of compensation:  NCQA wanted specifics on whether check or cash.

b. IRB reviewer assignments:  It is not sufficient to state that reviewers will be assigned based on specialty and expertise.   Who will assign the reviewers?  Are the reviewers voting members?  Are there ever fewer or greater than the “normal” number of reviewers assigned for a protocol of greater complexity?  

c. Vulnerable populations:
As described in the ACE! Training Workshops, if a site chooses to define a group as vulnerable, then NCQA will be looking for documentation from the investigator to the IRB on whether any additional safeguards are needed for the vulnerable group and whether the IRB considered and documented its evaluation of the investigator’s information.  

d. Investigators’ Brochures:
NCQA wanted a negative acknowledgement from the PI that there was no new Investigators’ Brochure in order to evaluate IRB consideration and documentation of the information.

e. IRB file preparations:  One of the sites discussed the importance of tagging everything that NCQA is looking for in the files prior to the actual NCQA visit.  Another important tip that the site suggested that worked for them was that the site put all of the standards on transparencies during meetings and had meetings where five (5) people went through the information on the transparencies.  All of the standards were not discussed at each meeting; the standards were broken up into sections with meetings lasting anywhere from 15 minutes to 90 minutes.  

f. Negotiation:
It is important to question any discrepancy in the file reviews or off-site review.  If you do not ask whether something that you have at your site that you did not submit to NCQA previously meets an element, then there is no chance to recover those points.

The call concluded at 1530 hours (EST).

Sample NCQA Interview Questions from VA connecticut Healthcare System (West Haven)

These questions represent some of the questions that were asked during the site’s July, 2004 NCQA survey.

Interview of Medical Center Director

Sample Questions:

1. How do you ensure the protection of human subjects? 

2. What type of oversight is provided?

3. How does the institution support its HRPP?

Interview of the R&D Committee Chairperson

Sample Questions:

1. What are the communication lines between the R&D Committee, the IRB, and the investigators?

2. What are the factors considered by the R&D Committee in its review of projects and protocols?

3. What are some of the quality assurance initiatives where the R&D Committee is involved?

4. What oversight does the R&D Committee provide for the IRB?

Interview of the IRB Committee Chairperson

Sample Questions:

1. How would you describe the diversity of the IRB?

2. How are benefits considered and documented?

3. How is participant vulnerability determined?

4. How is conflict of interest considered?

5. How are contingent approvals handled subsequent to the IRB meeting?

6. How are primary reviewers assigned and/or determined?

7. Is there risk of conflict or bias in the way the primary reviewers are assigned and/or determined?

8. What are the requirements regarding reporting and review of adverse events?

Interview of an IRB Member
Sample Questions:

1. What kind of risks are there?

2. How are risk levels assigned?

3. What is done to reduce risks?

4. What is a vulnerable subject?

5. How does the IRB address protocols involving vulnerable subjects?

6. How does the IRB protect confidentiality?

7. How does the IRB evaluate the scientific valor of a protocol?

8. How does the IRB evaluate recruitment strategies?

Interview of the Non-Scientific IRB Member
Sample Questions:

1. How does the IRB handle protocols with advertisements?

2. What is included in the IRB meeting packets?

3. Do IRB members have sufficient time to do their IRB reviews?

4. Have you ever served as a primary reviewer?  If so, please describe the experience.
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