PROBLEMS AND CONCERNS FOUND AT VARIOUS MEDICAL CENTERS

NOTE: The following examples of problems or concerns were not found at any one medical center but are randomly combined from visits to over 15 medical centers by various individuals.  Some of the items cited relate to failure to follow regulations, and others represent best practices not in place.  The list is not all-inclusive.

Source: Nancy Parks, Retired AO, Research Service, VAMC Augusta

R&D GOVERNANCE, AND GENERAL PROBLEMS

Adequate, designated, trained support for the administration of Research was not in place.

No “Acting” was appointed in the absence of the Coordinator for Research or ACOS, sometimes for extended periods, and no administrative actions were taken care of during that time.

The Research Coordinator was not familiar with VA regulations including M-3, and none of the Chairs of the Committees had been given a copy of the regulations that affected their committee including the IRB.

Administrative correspondence files were non-existent. Letters or memos between the Research Administrative office and other entities, such as HQ, departments within or outside the VA etc. were not filed in any one place and could not be retrieved.

PROMISE databases were not current and did not accurately reflect activities at the medical center. Many ongoing projects were never entered, and often finding sources did not agree with actual funding.

Approval dates for animal and human protocols were not kept up-to-date in PROMISE and couldn’t be easily retrieved from any other place.

Coordinators and/or assistants at small stations had not attended national R&D meetings or received training at other medical centers resulting in isolation and lack of familiarity with regulations and requirements.

Investigator audits in the PROMISE database had poor scores (5-6 out of 10) indicating that investigators did not provide annual reports of their projects.

There was no of review of publications for proper credit to the VA.

Numerous pending projects had significant past due start dates.

There was no review of project data sheet information and abstracts prior to their submission to the RDCC through the PROMISE database.  Problems found included:

· Administrative statements

· Highly technical language used

· Typographical errors

· Funding information not correct

· Administrative information not correct

· Uses such as animals, humans, radioisotopes, investigational drugs not correct.

COMMITTEES

Projects were submitted directly to the Committee Chairs without a copy going to the Research Coordinator.

R&D conducted no scientific review of proposals.

The structures of the committees did not conform to M-3.

Quorums were not verified for meetings and/or not clearly documented.

Numbers of votes on actions in meetings were not documented.

Actions were taken in the meetings with no actual vote recorded.

Minutes of R&D Committee were not distributed to investigators.

Minutes of meetings did not list members present and absent.

Minutes did not indicate that investigators left the room when their proposals were discussed and voted on.

There was no rotation of membership and/or staggering of membership on committees including the R&D Committee.

The R&D Committee voted to define its quorum as 50% rather than a majority.

Alternate members of committees were not listed on the roster of members and were not designated as alternates for a specific member.

The Medical Center Director and/or Chief of Staff were not included as members of the R&D Committee.

Minutes did not reflect deliberations of agenda items.

Neither the Chief of Staff nor the Director had attended R& D Committee meetings for at least a year.

HUMAN RESEARCH

The IRB Committee met in spite of various deficiencies. These included such things as:

· IRB meetings convened without a non-scientist present

· IRB meetings held for a year when there was no community member on the roster

· A member was elected to be a member for only one meeting.

· Patient representatives were not present at meetings when thy had been mandated by OPRR

· Meetings were held without quorums.

· Alternate members were not designated as alternates for specific members.

Significant actions such as approval of projects were taken by the IRB through e-mail rather than a convened meeting.

Investigators added new projects to approved studies rather than setting up new studies.

No Standard operating procedures for the IRB were in place.

Projects were approved with significant contingencies and they did not come back to the full committee.

Minutes and records of reviews and approvals of projects by the IRB were incomplete or non-existent.

Informed Consents were not placed on VA Form 10-1086.

VA Form 10-1223 approval forms were not used.

VA Form 10-1223 was signed by the ACOS for Research or IRB Coordinator rather than the Chair, IRB.

The structure and function of the affiliated IRB were not reviewed annually by the R&D Committee according to regulations in M-3.

Discussion related to actions taken by the IRB was not documented in the minutes.

No VA MPA was in place.

The VA non-profit corporation was not included on the OPRR MPA for animals or humans.

In some cases the IRB reportedly only acted following a scientific review by the R&D Committee.  Although the IRB was inappropriately deferring all of its responsibility for scientific review to the R&D Committee, there was no documentation of scientific review in the R&D minutes or in backup documentation.

Expedited reviews were used to approve substantive issues.

Advertisements w-ere used with no documentation that they had ever been approved.

Annual reviews for continuation were not done.

Initial approved consent forms lacked elements such as contact names or numbers and no place for the Investigator’s signature.

Spot checks of executed informed consents included such things as no subject signature, signatures placed in the wrong space, date of signature left blank, all pages not initialed by subject, and/or no investigator signature.

Serious adverse events had either not been reviewed and/or had not been given to the IRB for review.

A list of IRB members was not maintained to show names, degrees and representative capacity.

Curricula vitae and Form 1572 were not on file in the IRB office.

No letters were available to verify that the IRB provided written approval to investigators for all research proposals.

Hand written changes were made to informed consents.  The changes were not approved by the IRB.

Use of incorrect versions (prior expired versions) of the informed consents were found.

When reviews of protocols were approved with conditions, no report appeared in subsequent minutes indicating that conditions were met and the project had full IRB approval.

The R&D Committee did not approve actions and minutes of the IRB at the University that was serving as the VA’s IRB.

Minutes from the University IRB used by the VA were never received in the research office.

There were no audits of charts of patients entered in research studies to include presence of the approved informed consent (unaltered), properly executed informed consent including all required signatures and notations in progress notes.

The credentials of individuals who obtained informed consent were not reviewed and approved by the IRB.

The IRB Coordinator served as the non-scientist member of the IRB. Although not against OHRP regulations, it presents an appearance of conflict of interest.

VA Form 10-90 12 was not consistently being used when investigational drugs were involved.

The minutes of the IRB did not clearly identify the Principal Investigators of the projects under review.

Informed consent pages were not numbered, e.g. page 1 of 3, page 2 of 3 etc.

The VA was accepting the actions of an outside IRB even though there was no formal agreement between the VA and that organization.

There was no documentation in the minutes that a PI left the room during final discussion and vote on his/her proposal.

IRB minutes did not reflect review of adverse events.

There was inadequate staff for the IRB.

Space for the IRB staff and activities was inadequate.

Minutes indicated that the IRB only reviewed the informed consents and not the entire proposal.

PERSONNEL

WOC employees were not processed through Human Resources, had no appointments, no badges and no orientation.

WOC employees who were processed through Human Resources were not given an expiration date and no one ever checked to see if they were still there.

WOC employees did not receive any pre-employment physical or screening even when they worked with humans, biohazards or animals.

A VA salaried employee was given an IPA appointment and paid twice for the same work.

No system was created in the Research office to monitor expiration dates of VA appointments.

Employees for Cooperative Studies were hired in Research and the funds were sent to Program 870 (Medical Care). Employees in Research Administration were unaware that they needed to request a cost transfer, and that they could contact the Cooperative Studies Center and get it changed for the next fiscal year.

Performance Standards were in place for only 2% of employees.

POLICIES

No local Medical Center or Research Policies were in place.

Policies in place had not been updated for years, and were obviously outdated (especially when names of individuals were included).  Some of the policies had no expiration dates.

Older written policies conflicted with other more recent policies.

Written policies and procedures were not being followed.

Policies in place did not agree with VA requirements as written in M-3.

Policies were put in place that had not been reviewed by the R&D Committee.

BUDGET

All funds were placed in one control point.  The research coordinator was the control point clerk and the several investigators for different projects were the control point officials for that one control point.  No sub-control points were established to separate the different investigators’ funds, and there were no other manual records.

Research funding information did not balance with Fiscal records.

Research Budget personnel did not receive such basic reports as the Status of Funds and F16 (old 820 report).  They had never tried to balance with Fiscal.

Administrative Officers were not familiar with what reports were available from their budget software.

Timely and accurate budget reports were not and/or could not be provided to Investigators.  Reasons are varied including:

· Manual ledgers were kept which did not include personnel costs.

· A computerized system was used but it did not include personnel costs.

· Amendments and adjustments to orders that were made by A&MM or Fiscal were not monitored and not included in the research database.

· Adjustments in personnel costs were not made in the research database.  This resulted in such things as failure to return to investigators the salary funds that were not used when an employee terminated early.

Old checks were found in folders (including a personnel folder) that should have been deposited to the General Post Fund.

All purchase card orders were submitted through one control point and one program even though funding had been received from Programs 821, 822, 824 and 825.

IPA funds were obligated for 2 and 3 years at a time.

Investigators were allowed to overspend because the research purchase agent did not have access to balances remaining in accounts.

No maintenance contract files were set up, so it was not clear what equipment was under contract.  Investigators sent in requests or assumed that equipment under contract would be carried for the next year, when no contract had actually been in place.

Multiple $2500 credit card payments were made to pay for items costing over $2500 in order to avoid submission of delinquent obligations.

Complete records for General Post Funds were not available in Research or the Medical Center.  Some of the funds had been originally donated to support research of investigators who were now deceased.

SAFETY

The Safety Subcommittee did not review proposals for safety concerns.

ANIMALS

Mechanisms to track animal usage numbers were not established.

Training of individuals utilizing animals was not conducted and/or documented.

Annual reviews for animal protocols were not done.

Full reviews of animal protocols including new ACORPs were not completed every three years.
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