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

Date:


July 1, 2004

Time:


1430 to 1520 (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.  First of all, I’d like to thank all of you for participating in this month’s teleconference that is 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.  For those of you who don’t know me, my name is Karen Jeans, and I am a part of COACH (the Center of Advice & Compliance Help within ORD).  This is the second of a planned series of monthly teleconferences.  Being the second, that means there was a first.  There are a number of items that I do need to follow-up on from that first teleconference.  But before I get to that, I do want to jump right in and start with giving everyone a brief report on where we are in terms of our current status of sites undergoing NCQA accreditation.  The person who knows that best is Paula Sclichter.  So with that, I’m going to relinquish the floor, and turn this over to her.

Current Status of Site Survey Visits

Paula relayed to the group that a total of 16 VA Human Research Protection Programs are accredited for three (3) years and five (5) VA Human Research Protection Programs are accredited for one year.   Eleven sites have been surveyed under Version 2.1 of the NCQA Accreditation Standards.  Five (5) of those sites have received their final accreditation decisions of three (3) years.  Five (5) VA sites have received draft reports that appear to indicate a three (3) year accreditation decision.  One (1) VA site has just completed its two (2)-day site visit on Tuesday.  The 11 sites that have undergone surveys under Version 2.1 of the NCQA Accreditation Standards are Memphis, Hines, Long Beach, Iowa City, Indianapolis, Ann Arbor, Denver, Albuquerque, Phoenix, Loma Linda, and Shreveport.  The following sites will be evaluated by NCQA in the coming months:  West Haven, Bay Pines, Omaha, Lincoln, Grand Island, St. Louis, Tuscon, and San Juan. 

Announcements

There has been a change in personnel at NCQA.  Marianne Smith, who was the Director of Policy at NCQA, resigned from that position.  I am happy to add that she is now a site surveyor, as some of the sites that have been notified of her presence on their survey team are already aware.  Maureen Amos is the Director of Operations.  NCQA is currently recruiting for the position of Director of Policy.  

Follow-up on Issues from June 3, 2004 ORD Teleconference

The following issues referenced in the June 3, 2004 ORD teleconference were addressed:

1.
Teleconference Information:
These teleconferences are currently scheduled for the first Thursday of each month from 2:30 to 3:20 p.m. Eastern Standard Time.  The schedule may change in terms of a different week in September because of class schedules.  This will be clarified next month.  The time period of 2:30 p.m. Eastern Standard Time will remain the same.  However, anyone can find out when the next ORD teleconference is scheduled by looking it up on the PRIDE website.  It’s the same website that is listed on this month’s teleconference agenda with the following exception: instead of NCQA backslash (NCQA/), it’s default.cfm (http://www1.va.gov/resdev/fr/PRIDE/default.cfm/).  Go to the right hand side of the PRIDE website under What’s New, and the notification of the upcoming teleconference will be posted with the dial-in code and access number.  Approximately a week before the call, the agenda is posted.   We had tremendous feedback from last month’s call (122 e-mails and 34 calls), and that is exactly what this is about.  The teleconferences do not have sufficient time to address everyone’s individual questions, so we can get those questions answered following the teleconferences.
A narrative summary of each teleconference goes on the PRIDE website within a week after each teleconference.  These are posted at the website that is on this week’s agenda:  (http://www1.va.gov/resdev/fr/PRIDE/NCQA/).  These summaries are not an all-inclusive summary, but they are designed to get the majority of key content.  The question has been raised about audiotaping the teleconferences.  There are no plans at the present time to audiotape these sessions.  
Each of these teleconferences is designed to focus on one (1) different key issue every month.  Depending upon the issue, it may take 15 minutes or 40 minutes.  The majority of time for next month’s teleconference will be spent on addressing the small site issues.  Dr. Cates will discuss these issues.  To facilitate that discussion and use the teleconference time in the most effective time possible, please e-mail those questions to me so that I can compile them and send them to Dr. Cates. 

2. Modifications in ACE Tools/FAQs on NCQA Website:

Last month we spent almost the entire teleconference time talking about investigational pharmacy issues.  The pharmacy evaluation tool has been updated to reflect the content that was discussed.  All the pharmacy content that I discussed had been vetted thru NCQA, specifically Jessica Briefer French with both Maureen Amos and Debbie Dasguta in our conference calls concerning the investigational pharmacy issues.   Following this month’s teleconference, the Frequently Asked Questions that were generated from this month will be compiled with the Frequently Asked Questions that will be generated from last month’s teleconference.  After going thru the formalized process that is used by both NCQA and ORD to assure accurate content as discussed in last month’s teleconference, these will be added to the NCQA FAQ website.   This process takes approximately 45 days.

3. Memorandum of Understanding:

The question was asked last month about the status of the Memorandum of Understand (MOU).  As Paula had discussed last month, there has been an incredible amount of work done by Paula, ORD, and ORO on the content of the MOU.  Dr. Cates stated the MOU is currently being reviewed in ORD.  

4. M-2 Revisions:

In addressing upcoming major document revisions, I think one of the most anticipated policy revisions is that of M-2, the investigational drug policies.  There have been a number of questions about M-2 issues in relation to NCQA.  A draft revision of M-2 is being submitted to Washington in the next couple of weeks if all goes according to schedule.  Theoretically, a timetable for completion of this project is September.  This is an aggressive schedule.  I have not seen the draft, and a draft is exactly that.  It wouldn’t be wise to comment on it in a draft form.  But I was surprised to hear that the revision has moved along that rapidly.  We all look forward to the developments that are occurring with the revision.

5. Investigational Pharmacy Questions:
In following up on questions that arose concerning the investigational pharmacy before we move forward on the agenda, there are some questions that need to be answered:

A. VA Form 10-9012.  There is an addressograph plate area at the lower right hand corner of the document.  NCQA is not evaluating whether or not there are individually stamped 10-9012s in the pharmacy.  That has not, and is not going to happen.  The 10-9012 will be evaluated in the pharmacy for completion of the fields and cross-checking with verification that the individuals listed as authorized prescribers on the 10-9012 are the people that are entered in the log as the authorized prescriber for that study. 

B. Affiliate pharmacies.  NCQA will not go into an affiliate’s pharmacy.   They {affiliate investigational pharmacies} are not being evaluated.

C. GCRC studies.  This is something that is unique to about 10 VA institutions.  For those of you who do not know what the GCRCs are, they are centers of research that have been created by NIH where the primary emphasis is fostering investigator-initiated research.  These are usually self-contained in that they have their own dietary services, laboratory services, and pharmacy services.  The GCRCs usually have a small proportion of industry-sponsored clinical trials.  More importantly, the GCRCs that I’m addressing have a portion of VA studies.  I have spoken with Jessica Briefer French about this because of the following scenario:  A VA study that is part of the GCRC is dispensed investigational drug out the GCRC pharmacy.  Is this study eligible for NCQA evaluation of the on-site pharmacy elements INR 4B and 4C?  What NCQA and I have discussed is that it makes logistical sense to keep these studies out of the on-site survey for the investigational pharmacy.  For NCQA purposes, that is the way it will work at the present time.  However, things may change, and I update you if that occurs.

D. Serial number of investigational drug prescriptions that are dispensed out of physician clinics and offices.  This is something that is an outstanding question at the moment.  I have a call with Jessica next week, and this will be addressed formally next week.  This is a problem for some sites.  In a number of sites, the VA Pharmacy Service delegates it authority to dispense the investigational drug to the investigator in his or her clinic or research office for outpatient studies.  The investigator is conceptually operating as an agent of the VA Pharmacy Service because the VA Pharmacy maintains responsibility for accountability as described in M-2, Part VII, Chapter 6.  The problem is the prescription.  These studies are dispensed out of an office instead of the pharmacy, so there is no prescription.  There is a log.  The question is how to handle these studies, or would these studies be selected for NCQA evaluation.   
One thing that I have suggested at this time for NCQA purposes is to put a note to file because you have to explain why there is no serial number.   No study has been evaluated thus far that I am aware of where this has occurred, and I am unsure whether a note to file is sufficient.  This addresses interpretation of VA regulations; I will try to have an answer to this by next month. 
6.
The Good, the Bad, and the Ugly:
I want to continue with this month’s agenda on what I actually consider to be one (1) of two (2) key issues for this teleconference.  I had a great suggestion from Dr. Walker concerning naming the title of this part of the agenda.  There’s a movie called “The Good, the Bad, and the Ugly” with Clint Eastwood.  I was thinking of alternative movie titles that could be used.  I thought about “Armageddon”, and I vetoed that because that sends the wrong message.  I thought about “Animal House”, because quite a few people have used animal names or animal sounds to let me know what they think.  Some individuals have informed me that they feel like blabbering baboons before the NCQA visit.  They want to hibernate like bears following the NCQA visit.  For now, we’ll keep the title as it appears on the agenda. 

We have enough sites going thru NCQA accreditation surveys at this point to be able to pinpoint trends.  There are some picky things we’re going to bring up, and some generalities that will let everyone know what is the current climate.  I have asked two (2) sites to bring up some specific items, and we will get to that in just a minute.

Let me make some general comments.  In terms of surveyors, there has been a consistent report of professional behavior by the NCQA staff.  There has been a consensus that the attitude by NCQA towards the VA sites is to help.  By help, I specifically refer to answering questions and trying to find anything possible to meet the Elements.  I am not trying to sugarcoat anything, because this is a lot of work.  And by referencing anything possible to meet the Elements, it has to be there.  So, another general comment that I am going to make is that you cannot assume or infer or not address something.  This statement will be made clearer with some examples.  

I had asked the AO at one of the sites that went thru in the last quarter if I could some share some of his comments with this group.  These are some of the comments that he stated that I could share today:  

First of all, he stated that there were no surprises. The VA site went thru evaluation of INR only.  He also verbalized the professionalism of the NCQA surveyors and that he received some good feedback from them during the closing conference on clarifying some of their documented processes.  One of the feedback comments included discussion of including conflict of interest content in the MOU to clearly delineate what the affiliate’s responsibility is in terms of addressing conflict of interest issues. The VA site received all of the on-site pharmacy points with no problems.

In particular, there were two different scenarios that I wanted to bring forward with his permission.  The first scenario involved INR, Element 6C, page 25 of the NCQA Version 2.1 Accreditation Standards.  For those of you who do not have access to a computer or the NCQA standards, this Element requires the institution to have a documented process addressing different aspects of guidance on informed consent.  The issue at the site was factor 3, which addresses identification of 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.  The institution’s documented process did not mention any reference to state and local law, and the factor was scored as not met.  One could try to use an unsuccessful argument that since the VA is a federal institution with VA federal regulations that were more stringent that the state and local laws, that there was no need to address them in a documented process.  It does not work.  

Another Element in Category INR that is 0 points, but still an issue for discussion was Element 1B:  Responsible Committee or Individual, 

Factor 2.  This factor addresses designating a committee or individual to review and evaluate the reports and results of compliance assessment and quality improvement activities related to research.  Remember to have documentation on how to do the QA/QI plan that your institution utilizes.  

I’m going to stop talking for a moment and ask Darla to comment a few minutes on their experiences.  They went thru NCQA evaluation this month. 

Darla discussed that their site did well during the NCQA survey visit.  They received a preliminary score of 90.5%.  They had one situation in the pharmacy where the site was obtaining the documentation from a sponsor that it was keeping up with the expiration date of the investigational drug during the same time that NCQA was on-site.  Initially, the site surveyor had indicated that the documentation should have been present prior to the visit, but there is nothing in the standards that state that.  The site received all of the pharmacy points.  One problem that Darla discussed was that the surveyors were unable to ascertain clearly that the IRB had reviewed the entire year’s worth of adverse events in the continuing review process {Category CRB, Element 4B, part of Factor 4}.  

Other items that Darla discussed included the need to be more specific in addressing confidentiality statements in the informed consent documents, describing how risk assessment and assignment of continuing review interval was determined since it was not specified in the documented processes for their site at the time of NCQA on-site review, the need for more standard education for new IRB members, and better documentation of the consideration of risks and benefits in the informed consent process.   

A big issue of the NCQA surveys for those who are going thru evaluation of all four (4) categories is the critique of the informed consent forms.  I do not think that I can emphasize enough how the informed consent forms will be scrutinized by NCQA during the on-site survey.  The basic elements must be clearly stated.  Rather than me talk about it, I have asked Dorothy and Kathy to share some information on their recent site visit concerning this topic.

The site uses an academic medical center’s IRB.  Dorothy and Kathy stated that their VA and the affiliate have a good relationship and that the affiliate had decided to not undergo their own separate accreditation process.  Therefore, the affiliate’s IRB was evaluated during the VA’s NCQA on-site visit.  

Dorothy and Kathy discussed a must-pass element:  Category ICS, Element 1A, Factor 5.  As was discussed, this Element is a Must-Pass Element that requires 80% compliance to achieve the must-pass score of 50%.  It cannot be inferred what parts of the research study are experimental.  A specific example was described by the site.  

Dorothy has brought up something that has been a trend.  Now that we have gotten greater than five (5) sites that have gone thru NCQA surveys, we’re able to identify trends.  The first trend that we knew was a problem concerned consistent validation of the pharmacy issues.  I think we’ve got that figured out and a good mechanism for getting answers to those things we’re not sure about.  And that’s the key concept:  don’t assume.

The second trend that we have seen from the fall NCQA survey visits is that during the on-site survey of evaluation of written informed consent forms, there are questions concerning clear delineation between documenting what are experimental procedures.  The problem gets into semantical and philosophical issues.  However, the informed consent form must clearly explain how the research study is experimental  (e.g. a new drug, extra tests, separate research records, or nonstandard means of management, such as flipping a coin for random assignment or other design issues) as in the intent of 38 CFR 16.116(a)(1) and 1200.5 Section 7, item 4(a) on page 11 and outlined in Appendix C, Section 2, item 6. 
7.
Key Issues for July Teleconference:  INR, Element 5A:  Investigator Compliance Measurement

In speaking about this key issue today, this is one of those that I didn’t want to spend 40 minutes on, but I get a lot of questions about it.  There are two (2) crucial components of this Element that need to be reinforced.  We only have about five (5) minutes, so I’m going to have to cut my comments short and follow-up on next month’s teleconference.

The Element we’re discussing is INR, Element 5A: Investigator Compliance Measurement on pages 20 and 21 of Version 2.1 of the NCQA Accreditation Standards.  The basic intent of this Element is for a VA institution’s HRPP to evaluate investigator compliance by doing quality assurance activities termed as “audits” on three (3) key components.  The reason that I have chosen this Element to discuss is that that the word “audit” is relative and there is a lot of interpretation on the intent of the word “audit.”  

This Element does not define in the explanation how many consent forms should be “audited,” what aspects of deviations from the protocol should be “audited,” or whether every single inclusion and exclusion criteria should be “audited” in an investigator’s study for all subjects.  It doesn’t give any guidelines at all for a sample number.  There are two (2) important things to remember when you are preparing your documentation for NCQA with this Element: (1) you must be able to support that the “audit measures” that you are using are sufficient for your institution to evaluate investigator compliance with HRPP and IRB requirements, and (2) this Element is about the institution’s evaluation of these “audits.”  Where is the documentation that the institution reviewed it?  It doesn’t matter that you do a 100% source documentation audit of an investigators’ study file that takes three (3) weeks if there is no documentation that this “audit” was evaluated by the IRB, the R&D, and/or whoever you put in your documented processes.  

We are getting close to our time limitation.  Let's summarize a few things:

1. The PRIDE website is a great resource.  For NCQA purposes, the ACE! Tools and notification of the teleconferences and agendas are present on the website.  The next teleconference is scheduled for August 5, Thursday, 2:30 to 3:20 p.m. Eastern Standard Time.

2. Next month’s teleconference will deal primarily with small site issues.  Dr. Cates will be the primary speaker.

3. The Conflict of Interest Elements have generated a lot of queries.  Different sites want to know how different VA institutions handle conflict of interest issues, particularly in the affiliate relationship.  So, that along with affiliate issues is what we’ll be addressing September unless something else happens.  

The call concluded at 1520 hours (EST).
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