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NETWORK 2 PHARMACY AND THERAPEUTICS (P&T) COMMITTEE

POLICY AND PROCEDURES

1. PURPOSE:  The VISN – 2 Pharmacy and Therapeutics (V2P&T) Committee is established according to VHA DIRECTIVE 2001-044 dated July 24, 2001.  Its mandate is to establish and maintain a cost-effective formulary for VISN – 2, intended to promote high-quality care.  The V2P&T makes formulary decisions and recommendations to the VISN – 2 Clinical Manager and the VISN – 2 Director.  These recommendations may be in the form of formulary classifications as well as therapeutic guidelines and criteria for medication use.  The V2P&T is an interdisciplinary committee composed of Medical, Pharmacy and ad hoc support services members.
2. POLICY:  
a. The V2P&T will optimize pharmacotherapy in VISN – 2 by being responsive to changes in the VA National Formulary (VANF) and local Medication Use Committee (MUC) concerns.  In addition, the Committee will establish and maintain a cost effective VISN formulary, based upon the principles outlined in VHA Directive 10-95-111, and VHA Directive 2001-044.  Guidance will be provided for drug utilization and therapeutic options, based upon the recommendations of the national Pharmacy Benefits Management Strategic Healthcare Group (PBM), The Medical Advisory Panel (MAP), VISN Formulary Leaders (VFLs) committee members, and VISN – 2 expert providers. 
b. Definitions:
1. V2P&T – The VISN – 2 Pharmacy and Therapeutics Committee
2. V2 Formulary - The list of medications classified by the V2P&T for general use in Visn-2.  

3. The formulary is composed of Class-I, Class-II and Class-III medications.  The V2 Formulary is maintained on the VISN – 2 intranet at: http://vha02webapp.v02.med.va.gov/n2formulary/formulary.asp.

4. Class-I medications are considered to be “Open Formulary”.  Class-I medications are available for general use and do not have prescribing criteria, or criteria for use to be met prior to use, to guide appropriate utilization.

5. Class-II medications refers to medications with restrictions.  These restricitions are either prerequesites for use, or medical conditoins or situations for which the medication is intended.  A Class-II medication may require an electronic prescribing form.

6. Class-III medications are those medications which are considered not available on the formulary for open or restricted use.  These may be new medications, medications similar to those already on the formulary, specific brands of medications already on the formulary, etc.  Class-III medications must be requested via the electronic non-formulary procedure described in another part of the document.  

7. VANF – VA National Formulary items are defined as any products listed on the VA National Formulary.  These products must be available at all VA facilities, and cannot be made non-formulary by a VISN.  This list of medications was established to provide consistency and portability of healthcare across the Veterans Health Administration.  If a 

veteran has received a national formulary item at another VA facility, that item must be continued by any VA facility where the patient seeks care.

8. PBM – The Pharmacy Benefits Management Strategic Health Care Group @ Hines, Illinois is comprised of clinical pharmacists, data analysts and administrative pharmacy personnel.  In cooperation with the MAP and the VISN Formulary Leaders Committee, the PBM is responsible for facilitating and coordinating the VA National Formulary process.  The PBM establishes criteria for use for non-formulary drugs and posts them on their website http://vaww.pbm.med.va.gov.

9. MAP – Medical Advisory Panel members provide physician oversight to the PBM on formulary management issues.  MAP membership includes practicing VA physicians, one Department of Defense physician and PBM clinical pharmacist staff.

10. MUC – Local Medication Use Committee – The intended purpose of these Committees is to implement V2P&T formulary and policy changes.  In addition, the local MUC will serve to discuss local medication use policies, drug evaluations, medication misadventures, allergy/adr/medwath reports, and other local isues as appropriate.  The facility MUC will serve as a conduit for formulary requests to the V2P&T through the CPC.  Additionally, the facility MUC will review provider appeals from denied non-formulary/restricted drug requests.

11. PAB – Pharmacy Advisory Board – The intended interface of this group with the V2P&T is to facilitate implementation issues, contracting issues, staffing issues, practice issues and other administrative affairs.

12. CPC – The Clinical Pharmacy Council membership includes clinical pharmacists from all facilities in the VISN.  Its mandate is to establish best practice models, standardize approaches to pharmaceutical care, work with local providers to obtain input on V2P&T agenda items, and implement drug usage evaluations.  The CPC will work with the PAB and the local MUC to channel local requests for review to the V2P&T.

3. PROCEDURES:

a. The membership of the V2P&T will be as follows:
2 Co-Chairs

1 physician

1 VISN-2 Network Pharmacy /PBM Manager

1 VISN-2 Medical Director

1 Pharmacy Manager from each primary site

1 – 3 Provider representatives from each primary site as designated by the local Chief of Staff through the facility MUC

1 Clinical Pharmacy Specialist from each site as appointed by the local pharmacy manager

b. Votes:  Each facility will have 1 pharmacy and 1 provider vote in those situations where a vote may be needed.

c. Meeting quorum:  to conduct clinical affairs as part of each meeting, the majority of facilities (3/5) must have 1 pharmacy and 1 provider vote.



d. Meeting date:  The VISN – 2 P&T Committee meets via videoconference on the third Friday of each month at 3:00 p.m.

e. The Committee will consider modifications to the VISN – 2 Formulary by evaluating changes in the VANF, as well as requests from local Medication Use Committees.  The Committee will be responsible for establishing guidelines for use, therapeutic algorithms and policies that promote safe and effective drug use.  The local MUCs should consider requests from local providers for VISN - 2 Formulary consideration.  Based upon formulary, non-formulary or restricted drug reviews, members of the lcoal MUCs may also generate requests for V2P&T review.  These requests will be forwarded to the V2P&T by the pharmacist representative to the CPC or PAB.  Each month the CPC will collate requests from the local MUCs (communicated through the CPC or PAB) with additional information from the VFLs Meeting, and prepare the draft agenda for the upcoming V2P&T Committee meeting for review and dissemination by the VISN – 2 Pharmacy Mangaer.  The deadline for submission of materials for consideration at the next month’s P&T meeting will be the last day of the prior month.  The agenda for the upcoming month’s meeting will be distributed to all sites by COB the first Friday of each month.  It is intended that each local MUC will consider the agenda for the upcoming V2P&T meeting at their local meetings, which regularly occur the second week of the month.  The local MUC will review the agenda items to develop a consensus opinion for their site on each item, and to identify any areas of concern.

f. The V2P&T meeting shall be limited to committee members (voting and non-voting).  Guest presenters may be invited at the request of the local MUCs.  It would be expected that any guest presentations to the V2P&T Committee have already been presented to their local MUC, and reflect the support of the local MUC as well.  

g. Requests for formulary consideration should follow the template established by the PBM, and is availabe at http://vaww.pbm.med.va.gov/pbm/natmonotemp.doc.  In addition, they must always contain a budgetary impact relative to VISN – 2.

h. Items to be discussed for additoin to the VISN – 2 Drug Formulary shall adhere to the following standards:

1. Items added to the National Formulary without restrictions will be presented to the V2P&T Committee for formulary addition.  Items listed as Class-I (Open Formulary) on the national formulary will automatically be considered as Class-I on the VISN – 2 Formulary.  Where additional comments or prescribing guidelines are recommended by the CPC, PAB or V2P&T, with V2P&T Committee approval, these can be added to the “Drug Text” guidelines in CPRS.  Items added to the National Formulary as Class-II (Formulary Restricted) that have drug usage criteria developed and posted on the PBM website can be automatically approved by the V2P&T Committee, and these criteria for use posted in CPRS under the “Drug Text” Guidelines.  Implementation of restricted drug criteria may be discussed by the Committee in that the Committee may find the need to develop electronic prescribing forms for some restricted drugs.  

2. Items added to the Naitonal Formulary as Class-II (Formulary Restricted) without criteria may have criteria for use recommended by local experts through the MUC or the CPC.  These criteria will be presented to the V2P&T Committee for consideration.  

3. Items that are NOT listed on the VANF are covered by VHA DIRECTIVE 2001-044, dated July 24, 2001.  If the FDA classifies the item as a New Molecular Entity, it cannot be considered for formulary addition by the V2P&T until it has been reviewed by the PBM, and declined for National Formulary addition by the MAP and VFLs groups.

i. Non-Formulary Process – VISN – 2 has an electronic process for non-formulary approvals.  This process is outlined in WNY Medical Center Memorandum #119-10; titled Non-Formulary Medications.  It is the function of the V2P&T Committee to approve a standard template for requesting certain non-formulary as well as restricted medications.  The determination of whether or not to use a special form is based upon complexity of criteria for use, budgetary impact and the need to standardize criteria for use across all facilities.  Where there are no specific forms for a non-formulary medication, the general principle below will apply.  A non-formulary medication should only be approved where it has been demonstrated that all formulary options have been exhausted, no formulary options exist, or there are contraindications or documented adverse events to the formulary options.  Routine VISN – 2 Non-formulary requests are processed by the Western NY Facility, although urgent requests may be processed locally.  If a provider wishes to appeal a non-formulary (or restricted) drug denial, the provider will communicate to the local pharmacy manager (or designee) the wish to appeal a specific case denial.  The requesting provider will provide documentation supporting his/her appeal.  These cases will be discussed at the next local MUC meeting for final adjudication.  In the instance where the patient or provider wishes to appeal a local MUC decision, the individual will communicate in writing to the VISN – 2 V2P&T Committee Chairs.  The appeal will then be considered at the V2P&T level.  Each facility will have one pharmacy and one provider vote and it will take a 3/5 majority to overturn the local MUC decision.  

j. VISN - 2 P&T Expert J Task Groups:

1. The “network expert” task groups will be chartered by the P&T Committee, based on the Committee’s understanding of its expert needs.  The members of the numerous task groups will be appointed by the P&T Committee Co-Chairs.  It is expected that the numerous task group leaderships will be divided approximately equally among the 5 Medical Centers.  The process for which the network expert task groups are chartered is as follows:

a. The V2P&T Committee Co-Chairs will appoint a Physician Leader and a Clinical Pharmacist Facilitator for each task group.  The Facilitator will be a member of the P&T Committee or will report to a pharmacist member of the V2P&T Committee.  In addition, a responsible pharmacist for each facility will be identified.  It will be the responsible pharamcist’s responsibility to solicit appropriate expert opinion from his/her facility on the topic at hand.  Where necessary the group will meet, by either teleconference, e-mail, or face to face.  

2. The Network task groups will meet to discuss potential requests for additions or deletions to the VISN – 2 Formulary.  Minutes from the group meeting including details will be forwarded to the CPC for inclusion on an upcoming V2P&T agenda.

k. Guidelines and Pathways for Drug Use:




1. PBM Criteria for Use and treatment Guidelines are posted on the PBM website to guide appropriate therapy nationally.  Whenever a new guideline is posted, 

the V2P&T shall consider accepting the guideline as posted, or with VISN approved modifications to guide drug use in VISN – 2.  

2. VISN – 2 drug usage guidelines are developed by adapting VHA definitions of clinial practice guidelines.  Thus, VISN – 2 drug use guidelines are recommendations for the usage of drugs (i.e. performance or exclusion of specific procedures or services) throughout VISN – 2.  The recommendation is derived through a rigorous methodological approach that includes both a literature review to determine the eveidence (based on study design), as well as development and application of specific criteria such as effectiveness, efficacy and population benefit.  

3. VISN – 2 drug usage pathways are defined by adapting VHA definitions of clinical pathways.  Thus, VISN – 2 pathways are clinical management plans that organize, sequence and specify timing for drug usage (i.e. the major patient care activities and interventions of the entire interdisciplinary team for a particular diagnosis or procedure) at sites throughout VISN – 2.  They define key processes and events in the day-to-day management of care.  VISN – 2 pathways differ from guidelines by focusing on the quality and efficiency of care after decisions have already been made to perform the procedure or service.  Synonyms include the terms critical pathways, care maps, care plans, care paths, etc.  Pathways will also serve as a component of the patient record.  

4. RESPONSIBILITIES:
It is the responsibility of the V2P&T to direct the evaluation of the outcomes of drug therapy on the veteran population served by VISN – 2, to ensure the effectiveness of the procedures outlined in this document.  Several (at least 4) drugs or drug classes will be selected for review each fiscal year.  Criteria for selection may be high cost, high usage, potential for medication misadventure or inappropriate use, or therapeutic index.  The review may evaluate the clinical and economic impact of a recent V2P&T policy or formulary change.  The CPC will be charged with DUE implementation and data analysis.  The VISN – 2 Automated Data Processing Applications Coordinator (ADP-AC) will be responsible for collating the data for review.

5. REFERENCES:
a. VHA Directive 2001-044, VA National Formulary Process

b. Principles of a Sound Formulary System, October 2000, 
http://vaww.pbm.med.va.gov/pbm/formularyprinciples.pdf 

6. RECISSIONS:  None

7. FOLLOW-UP RESPONSIBILITY:  George Knight, R.Ph., Network Pharmacy/PBM Manager and Co-Chair V2P&T Committee, (315) 425-3760.

8. EXPIRATION DATE:  July 30, 2006.

Signed 9/2/03//

WILLIAM F. FEELEY

Network Director

DISTRIBUTION:  VISN 2 Network Website
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