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PROTECTED RESEARCH TIME FOR VA CLINICIAN INVESTIGATORS

1.  PURPOSE:  This Veterans Healthcare Network Memorandum establishes Network policy pertaining to protecting time for VA clinicians to engage in research.

2.  POLICY:
Research is an important part of the VA mission, although not all VA clinicians engage in research.  To compensate for resources used for research activities, VA Headquarters provides substantial additional clinical funding to each VISN. Investigators must have sufficient time to properly administer and oversee the studies for which they are responsible. This is important both to assure patient safety and to assure the integrity of the scientific results of the study. While the principal investigator is personally responsible for the proper conduct of studies, that responsibility is shared with the institution where research is performed.     

a.  Clinician investigators commonly indicate on a VA Merit Review Submission that about 25-30% of their VA time will be devoted to doing the research being proposed, and similar percentages are common on NIH or other nationally peer-reviewed grants.  Currently the VERA (Veterans Equitable Resource Allocation) model allocates to the VISN funds for each VA and NIH study. Additional clinical funds provided for NIH are prorated at a lower rate if the peer-reviewed grant is administered by an affiliated institution, instead of the VA.  For non-peer reviewed research (e.g. industry-funded research) the VISN receives the lowest rate for every dollar in funding received. A new funding mechanism has been proposed by VACO to compensate for resources used for research activities, however the fundamental principles underlying Network policy protecting time for VA clinicians remain unchanged.   

 
b.  Clinician investigators obtain written approval from the Medical Center Director or designated administrator by having them sign off on each proposal submitted for review by the local R&D Committee, prior to submitting the proposal for funding for the initiation of an unfunded project.  The Medical Center Director and/or designated administrators are listed on new protocol submission forms that are developed by Research Service. These administrators are informed that they must ensure that investigators have the proper education, experience and expertise, as well as sufficient staff, facilities and protected time to conduct the proposed study. The Medical Center Director and/or designated administrators may request that the R&D Committee compare the amount of time that the investigator currently has assigned to research in the administrative database (DSS) to the time entered in the Promise database maintained by the Research Service as actually spent in research activity, to assess whether they are in agreement, and whether any requested additional time for research appears to be warranted.  Agreement by facility management to support protected time in a proposal prior to submission to the R&D committee is a commitment by facility management to (a) protect the percentage of a clinician time indicated on the research proposal (generally 20-35% for a peer-reviewed funded grant), and (b) to a suitable plan to coordinate the time to be spent on research with the individual’s clinical responsibilities and (c) to effective ongoing monitoring as the study proceeds to assure that the researcher has sufficient time to fulfill their responsibilities. Similarly, approval of a proposal by the R&D committee implies R&D’s concurrence that the time proposed protected time is sufficient for effective administration and oversight of the study.  (Percentages much less than 20% may raise an issue of credibility during the peer-review process).  If the administrators who need to sign off on the proposal have difficulties with a proposed percentage, and yet the R&D Committee believes the percentage is appropriate, then the issue will need to be resolved by consultation with the ACOS R&D, who then make a recommendation to the Medical Center Director.   

c.  Network protected time policy purposely refrains from establish exact rules concerning how much time a clinical investigator will spend on research activities, as it will vary widely from month to month (when attending on the wards or on a consult month, there will be very few hours available, but this will be balanced with times when clinical responsibility is less).   Similarly, one should be wary of making simple equations into hard and fast rules, such as automatically equating numbers of grants/dollars in funding with a number of hours of time assigned to doing research.   Nonetheless, the following general guidelines may prove useful both to investigators and administrators.  It should also be noted that investigators commonly need to submit multiple proposals, since only a small fraction (generally one in five) actually will be funded.
d.  Investigators with less than 8/8 VA appointments would have their research time prorated accordingly.  In all cases, the amount of time protected for a clinician’s research will be included as part of the annual review performed by the individual’s supervisor, recognizing there may be circumstances which indicate that a review should be performed prior to the annual review date.

3.  RESPONSIBILITY:

a.  Individuals With Current Funding
1.  For the few researchers who succeed in obtaining funding for several peer-reviewed projects simultaneously, the amount of protected VA time for research should be based on the total percentage of time indicated in the proposals as approved or when the project was initially submitted.  

2.  Investigators can be involved in VA Cooperative Studies at several levels:

a.  Principal proponent(s) who are involved in the original development of a proposal and who have responsibility for its overall management should be given protected time as specified above under item #1, generally up to 25% of their VA time.

b.  A participating investigator who is responsible for the conduct of a Coop study at a participating institution, but who is not one of the principal proponents, should have less protected research time.  Generally the size of the Coop study budget correlates with the amount of time required: if a participating investigator is involved in more than one Coop study, the protected time could be calculated according to the following formula:  {[Total Cooperative study funding x 0.25] /VA salary} x 100%.  The maximum generally would not exceed 25%.

3.  Since the support received for pharmaceutical industry-funded research is substantially less than for peer-reviewed funding, the percentage of time protected for investigators doing drug-company research should generally be less, and it may be helpful to relate the amount of time to the amount of the grant.

a.  For simple clinical drug trials, protected time could be calculated according to the following formula: drug company funding received in the last 12 months multiplied by 0.1 and divided by the investigator’s salary.  (e.g., if an investigator receives $100,000/yr in industrial funding and has an annual VA salary of $100,000, then the amount of VA time for protected for research would be:

· {[Total funding ($100,000 x 0.1]/ [$100,000 annual VA salary]} x 100%  = 10% protected time.

· The maximum for such studies generally would not exceed 25%.

b.  For basic research being funded by a pharmaceutical company, the time could be calculated according to the following formula: drug company funding received in the last 12 months multiplied by 0.25 and divided by the investigator’s salary.

· The maximum generally would not exceed 25%. However, there are situations where this or other protected time formulae would not necessarily serve veteran, medical center or investigator interest. The principals involved in protected time issues have an option to negotiate the amount of protected time in their individual situations.    

4.   A peer-reviewed study funded by a local (not a national) organization like the New York Chapter of the American Heart Association is not considered equivalent to a simple clinical drug company study, and the protected time should at least equal the funding received in the past 12 months multiplied by 0.25 and divided by the investigator’s salary.

5.  When a funded investigator is being recruited, the amount of time they will have for that funded project should be agreed upon in advance by the Medical Center Director and their designated administrators.

c.
Individuals Without Current Funding

1.
Investigators who have failed to obtain funding on a competitive renewal, but who previously had VA and/or non-VA peer-reviewed funding should continue to have protected research time for at least another 18 months, to enable them to regain funding.  This is based on the following facts:

a.   The VA Office of Research and Development policy on non-clinician (Ph.D.) scientists is to provide 100% salary for non-clinician scientists for a full year if their competitive renewal Merit Review applications are unsuccessful. 

b.  Recent experience indicates that successful renewal applications commonly require 2-3 revisions before receiving funding.

c.  If an investigator does not submit a proposal for a competitive renewal deadline, reassessment of the time being protected for research may be indicated. 

2.   If an unfunded investigator has published an original research work in a peer-reviewed journal (simple case reports excluded) in the last 12 months, this should be recognized by protecting at least 2.5% of VA time for research, if the principal or senior author, and at least 1% if co-author of each such paper.

3.  When a new clinician who is expected to become an investigator is being recruited, the administrators concerned or Medical Center Director should be willing to commit at least 25% time for research for at least two years.   At that point the clinician’s research productivity should be reassessed.

c.  Co-Principal Investigator And Co-Investigators
1.  Co-Principal Investigators should share equally the 20-35% protected research  time (i.e. 10-17.5% each) as indicated in the application.  

2.  Co-investigators, if they provide a major service to a research project that requires a considerable amount of time, should receive some protected research time.  Such decisions should be made on a case-by-case basis, but in general would not be more than 5 to 10%. 

d. Committee assignments
1. Medical Center Directors are encouraged to consider providing protected time to clinicians who serve on either the Human Studies Subcommittee (IRB) and/or Research & Development (R&D) committee. Committee members spend 2-4 hours at each monthly meeting they attend and must commit additional time for each protocol and consent form they are assigned to review. Experience suggests that Medical Center Directors (or their designees) consider approximately 2.5% time protected time for committee members and approximately 5% or 10% for the R&D and IRB Chair respectively. Protected time allocations for clinicians who serve in these roles not only supports qualtiy protocol reviews, but also enhances human subject protections for research participants.
4.  PROCEDURES:    Research Advisory Council will forward by electronic mail to all affected elements for concurrence.
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