Office of Research Compliance and Assurance (10R)

Bimonthly Teleconference

Monday, December 18, 2000 - 12 noon to 12:50 pm EDST

MINUTES

Key Points and Action Items

Introduction:  (Dr. John H. Mather)

Dr. David Weber (ORCA) introduced the call, followed by Dr. Mather who reviewed the list of materials made available earlier to the teleconference participants (Agenda and PowerPoint presentations by Dr. Koski and Mr. Glasgow).  Dr. Mather then introduced the guest speaker, Dr. Greg Koski.

Guest Speaker:  12:05 – 12:30 pm  (Greg Koski, PhD, MD) “Protection of Human Research Subjects: What Next?” (Resource: PowerPoint presentation attached to agenda.)  Dr. Greg Koski is the Director of the Office of Human Research Protections (OHRP), U.S. Department of Health and Human Services.  He also serves as Chair of the Human Subjects Research Subcommittee, Committee on Science, National Science and Technology Council.

Dr. Koski began by laying out the challenges of the current human research subjects protection system, namely, that the system is too complex, convoluted, confusing, and confrontational.  This state of affairs has led to a crisis in confidence in the clinical research enterprise.  He emphasized that the protection of research subjects is everyone’s primary responsibility, not just that of the IRB.  Common goals are simplification, uniformity, efficiency and effectiveness.

Dr. Koski outlined what he perceived to be immediate objectives (e.g., optimizing the Federal research protection system, education, emphasis on collaboration) and long term objectives (e.g., fostering a “culture of conscience”, utilizing the Human Subjects Research Subcommittee of the NSTC Committee on Science).  Immediate initiatives of OHRP include establishing a unified Federal registration system for all IRBs, a simplified Federal-wide assurance process, telephone and e-mail HelpLines, web site, issues  campaign, and a National Human Research Protections Advisory Committee (first meeting this week).  Near term initiatives include establishing a voluntary accreditation system, working with corporate sponsors to incorporate ethics, developing financial relationships and conflicts of interest guidelines, QA and QI programs, and reducing administrative burdens.  Longer term initiatives are to establish regional offices and to design a web-based information system to support all of OHRP’s mission.

Dr. Koski concluded his presentation by suggesting potential impediments, the time frame for reorganizing the human research protection system, and some important emphases (collaboration, not confrontation; conscience, not compliance; protection, not process; efficiency and effectiveness; flexibility and responsibility).

The ListServ that Dr. Koski mentioned can be located at http://list.nih.gov/.  To subscribe to this ListServ, send an e-mail to listserv@list.nih.gov with the following text in the message body:  SUBSCRIBE OHRP-L [first name] [last name]  OHRP will post human research protection announcements on the ListServ, such as upcoming educational workshops.  This is not a discussion list.

Question and Answer

Q. (Dr. John Mather):  Would you please expand on OHRP’s education and training initiatives.

A.:  Jeff Cohen, Director of Education, is responsible for enriching OHRP’s education program.  A variety of educational methods are being used or explored, including town meetings, video conferencing, using the entertainment industry as a medium, joint conferences, and providing better guidance.  A national Education Summit Workshop on Human Subjects and Responsible Conduct of Research Education will take place on February 22-23, 2001, in Rockville, MD.  This workshop is sponsored by OHRP, ORI, and NIH.

Q. (Sami Said, ACOS/R&D, Northport VAMC):  What resources are there for web-based education?

A.:  OHRP will be maintaining a list of web-based educational programs created by various institutions.  Several of these programs are already available.  In the long run, OHRP plans to produce a federal manual of human subjects protections.

Q. (Glenn Cunningham, ACOS/Research Svc., Houston VAMC):  Please explain the “certification” process for IRBs.

A.:  Certification applies to individuals, while accreditation applies to human research subject protection programs.  The emphasis is on accrediting programs, not just IRBs which are just one component of the entire process.  OHRP has requested the Institute of Medicine (IOM), National Academy of Sciences, to develop accreditation standards.  Accreditation will involve performance/resource metrics, examining operations, processes, expertise, resources, etc.

The VA is engaged in a separate process of accreditation conducted by the National Committee for Quality Assurance (NCQA), but it is hoped that the IOM and NCQA efforts can be merged into a single process.

OHRP expects that accreditation standards will be in place by April 1, 2001.

FORUM Discussion:  12:30 – 12:50pm  (David K. Glasgow)  “FDA Clinical Investigator Inspections.”  (Resource: Attached PowerPoint presentation to the Agenda).  David Glasgow is an FDA supervisory investigator, St. Louis Resident Post, Kansas City District. 

Mr. Glasgow began by describing the field investigator’s role in bioresearch monitoring.  The field investigator assesses data integrity and assures that the protocol has been followed for subject selection and exclusion, informed consent, subject treatment, proper IRB oversight, and reporting.  The investigator focuses on adverse events and deviations from the study’s primary objectives.  Investigators record but do not evaluate the impact of protocol deviations; rather, they examine why such deviations occurred.

The details of preparing for an investigation were covered.  The types of records that are reviewed include correspondence (e.g., between the clinical investigator and the sponsor and/or IRB), the protocol (Has it been approved by the IRB?  Have there been any amendments?), informed consent forms (IRB approved?  Required elements present?), case report forms (Compare to application data, medical records, actual results, etc.), test article accountability records (receipt, dispensing, and return/destruction records), and facility records (e.g., equipment).

Mr. Glasgow listed a number of deficiencies commonly uncovered by FDA inspections.  These deficiencies occur in a number of areas:  following protocol (subject selection, administration, required tests, washout periods, etc.), informed consent (e.g., failure to list all possible risks, no new consent after amendment), test article accountability (failure to maintain required records), reports ( e.g., adverse events, final report with clinical investigator’s input, IRB continuing review reports), IRB approvals, and record keeping.

The presentation concluded with information on the inspection’s “close out discussion.”  The main goal is to educate study personnel on the applicable requirements and where to obtain guidance.

FDA information sheets can be accessed on the web at:

http://www.fda.gov/cder/about/smallbiz/humans.htm
http://www.fda.gov/cder/about/smallbiz/clinical_investigator.htm
Conclusion:  12:45 – 12:50pm  (John H. Mather, MD)

ORCA had planned for a 110 minute teleconference, but at approximately 12:50 pm, the operator announced that the call would be concluding shortly.  In the remaining time, Dr. Mather announced that Dr. Karen Smith, an experimental psychologist, who directs the Human Subjects Protection Program, Cook County Health Care System, has been selected as the Director, Chicago Regional Officer, filling the last ORCA RO position.

Dr. Mather adjourned the ORCA teleconference at 12:50 pm

Next Teleconference:  February 12, 2001 – 12 noon to 1:00 pm EDST, 

with an additional optional 50 minutes.

Recorder:  Peter Poon, JD, MA, Health Science Specialist, ORCA

