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	DEPARTMENT OF VETERANS AFFAIRS

Regulation Policy and Management (02REG)
Office of the General Counsel

Washington, D.C.  20420


                                                                    

In Reply Refer to: 02REG
Date:  March 11, 2009
From:
Chief Impact Analyst (02REG)
Subj:
Economic Impact Analysis for RIN 2900-AN42, Drug and Drug-Related Supply Promotion by Pharmaceutical Company Sales Representatives at VA Facilities
To:
Director, Regulations Management (02REG)

I have reviewed this rulemaking package and determined the following.

1.  This rulemaking will not have an annual effect on the economy of $100 million or more, as set forth in Executive Order 12866.  

2.  This rulemaking will not have a significant economic impact on a substantial number of small entities under the Regulatory Flexibility Act, 5 U.S.C. 601-612.   

3.  This rulemaking will not result in the expenditure of $100 million or more by State, local, and tribal governments, in the aggregate, or by the private sector, under the Unfunded Mandates Reform Act of 1995, 2 U.S.C. 1532. 

4.  Attached please find the relevant cost impact documents. 

(Attachment):  Agency’s Impact Analysis, dated February 27, 2009
Approved by:
Michael P. Shores (02REG)
Chief, Impact Analyst

Regulation Policy & Management

Office of the General Counsel

Copy Furnished to:

Bill Walsh (041F)

Director, Medical Service

Office of the Budget 

(Attachment)

Impact Analysis for RIN 2900-AN42
Title of Regulation:   Drug and Drug-Related Supply Promotion by Pharmaceutical Company Sales Representatives at VA Facilities.

Purpose:  To determine the economic impact of this rulemaking.

Background:  These regulations are intended to control the promotion of drugs at VA facilities and the business relationships between VHA staff and pharmaceutical sales representatives.  Since 2003, Pharmacy Benefits Management (119) has orchestrated the access of pharmaceutical sales representatives at VA facilities.  (See VHA Directive 2003-060, expired).  The purpose of these actions has been to limit the amount of disruption in the clinical environment caused by pharmaceutical sales representatives and to monitor their activities and promotions.  In the fall of 2008, when reviewing a draft of the VHA Handbook “VA Formulary Management Process”, the VA Office of General Counsel’s concurrence determined that these policies affected individual rights under the Administrative Procedure Act and therefore required rulemaking.   PMB foresees no implementation issues involved with the proposed regulations.  In fact, these policies have been in place and enforced at VA facilities for over 5 years.  The original policy was formed in connection with pharmaceutical representatives from the Association of Military Surgeons of the U.S. Executive Committee-Sustaining Members (AMSUS-SM).  Further, many State governments and the pharmacy industry itself have recently imposed restrictions on the activities of pharmaceutical sales representatives which are more stringent than those described in the attached document.
Assumptions: VA has a several significant interests in controlling the extent and nature of drug promotion at VA facilities.  VA assumes implementing this rulemaking should prevent the disruption of healthcare at VA hospitals, maximize the educational value of presentations made by pharmaceutical sales representatives, and prevent the promotion of drugs for unapproved or dangerous uses; while maintaining an ethical environment.   

Methodology: NA

Estimated Impact: This regulatory change will not have an economic impact.  VA is merely incorporating current VA practice into our regulations. 

Submitted by:
Timothy McDonald
Presidential Management Fellow
PBM Services
February 27, 2009
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