
T-1 

Department of Veterans Affairs VHA Handbook 1108.10 
Veterans Health Administration Transmittal Sheet 
Washington, DC  20420 December 28, 2012 
 

PROMOTION OF DRUGS AND DRUG-RELATED SUPPLIES BY 
PHARMACEUTICAL COMPANY REPRESENTATIVES 

 
1.  REASON FOR ISSUE.  This Veterans Health Administration (VHA) Handbook provides 
specific direction, guidance, and procedures related to Pharmaceutical Company Representative 
(PCR) activities in Department of Veterans Affairs (VA) medical facilities.   
AUTHORITY:  Title 38 Code of Federal Regulations (CFR) Part 1, § 1.220. 
 
2.  SUMMARY OF MAJOR CHANGES.  This is a new Handbook based on the Department 
of Veterans Affairs 38 CFR Part 1, § 1.220, Drug and Drug-Related Supply Promotion by 
Pharmaceutical Company Representatives at VA Facilities. 
 
3.  RELATED DIRECTIVES.  VHA Handbook 1004.07, Financial Relationships Between 
VHA Health Care Professionals and Industry and VHA Directive 1108 (to be published). 
 
4.  RESPONSIBLE OFFICE.  The Chief Consultant, Pharmacy Benefits Management Strategic 
Health Group (10P4P) in the Office of Patient Care Services is responsible for the contents of 
this Handbook.  Questions may be addressed at 202-461-7326. 
 
5.  RESCISSIONS.  None. 
 
6.  RECERTIFICATION.  This VHA Handbook is scheduled for recertification on or before 
the last working day of December 2017. 
 
 
 
 
 

 

       Robert A. Petzel, M.D. 
       Under Secretary for Health 
  
DISTRIBUTION:  E-mailed to the VHA Publications Distribution List  12/28/2012 
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PROMOTION OF DRUGS AND DRUG-RELATED SUPPLIES BY 
PHARMACEUTICAL COMPANY REPRESENTATIVES 

 
1.  PURPOSE 
 
 This Veterans Health Administration (VHA) Handbook provides specific direction, 
guidance, and procedures related to Pharmaceutical Company Representative (PCR) activities in 
Department of Veterans Affairs (VA) medical facilities. 
 
2.  AUTHORITY 
 
 This Handbook provides operational guidance for VHA employees on title 38 Code of 
Federal Regulations (CFR) § 1.220, on-site activities by PCRs at VA medical facilities. 
 
3.  DEFINITIONS 
 
 See Glossary in Appendix A. 
 
4.  SCOPE  
 
 This Handbook governs on-site, in-person promotional activities, including educational 
activities, by PCRs at VA medical facilities.  It does not apply to the distribution of information 
and materials through other means. 
 
5.  RESPONSIBILITY OF THE UNDER SECRETARY FOR HEALTH  
 
 In the event that multiple representatives of a pharmaceutical company have their visiting 
privileges suspended or permanently revoked by a VA facility Director, and the pharmaceutical 
company requests a one-time appeal of the decision, the Under Secretary for Health is 
responsible for providing a ruling on the appeal. 
 
6.  RESPONSIBILITIES OF THE FACILITY DIRECTOR 
 
 The facility Director, or designee, is responsible for: 
 
 a.  Approving, in accordance with the criteria set forth in this Handbook and in local policy, 
all drug samples and drug-related supplies donated to the VA medical facility by pharmaceutical 
companies and their PCRs, and ensuring they are delivered to the Office of the Chief of 
Pharmacy Services for proper storage, documentation, and dispensing;  
 
 b.  Forwarding all usage information related to approved samples of drugs and drug-related 
supplies to the Veterans Integrated Service Network (VISN) Pharmacist Executive or VISN 
Formulary Committee;  
 
 c.  Levying limitations, suspensions, or the permanent revocation of the privileges of a PCR 
or entire sales force of a given manufacturer, in accordance with the criteria set forth in this 
Handbook and in local policy; 
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 d.  Approving, in accordance with the criteria set forth in this Handbook and local policy, 
items donated by PCRs to a medical facility library or individual department for use by all 
employees; and  
 
 e.  Coordinating the review process as specified in 38 CFR 1.220(i)(5). 
 
7.  RESPONSIBILITIES OF THE FACILITY CHIEF OF PHARMACY SERVICES 
 
 The Chief of Pharmacy Services, or designee, is responsible for:  
 
 a.  Receiving, storing, securing, labeling, dispensing, and disposition of all drugs and 
supplies in their assigned facilities; 
 
 b.  Providing copies of this Handbook and the local medical facility policy to all PCRs who 
seek access to VA medical facilities prior to initiating any activities; 
 
 c.  Communicating permissions to the PCR as outlined in this Handbook; 
 
 d.  Granting permission for pharmaceutical company promoted or supported educational 
activities that are deemed acceptable, at their VA facilities; 
 
 e.  Granting permission for promotional and educational materials that meet all requirements 
set forth in this Handbook, and locally established criteria;  
 
 f.  Maintaining and making available a list of individuals or departments that do not wish to 
be called on by PCRs; and 
 
 g.  Developing a local medical facility policy that is consistent with this Handbook by 
February 28, 2013. 
 
8.  RESPONSIBILITIES OF THE PHARMACEUTICAL COMPANY REPRESENTATIVE 
 
 The PCR must ensure: 
 
 a.  All VA National Formulary (VANF) and non-VA National Formulary (non-VANF) 
products are discussed, displayed and represented accurately, in accordance with United States 
Food and Drug Administration (FDA) and VANF guidelines and restrictions as outlined in this 
Handbook and local medical facility policy. 
 
 b.  A summary of any educational event or promotion is provided to the VA medical 
facility’s Chief of Pharmacy Services (or designee), Chair of the Facility Education Committee 
or other designated VA staff in accordance with local medical facility policy.  This summary 
must be provided well in advance of the proposed date, so that a determination of the program’s 
suitability can be made, see subparagraph 9h(1)-(7). 
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 c.  Adequate disclosure is provided regarding all educational activities.  NOTE:  Sponsorship 
includes any contribution, whether in the form of staple goods, personnel, or financing, intended 
to support the program. 
 
 d.  Drug samples and drug-related supplies donated to a VA medical facility for the intended 
purpose of patient use are approved by the VA medical facility Director, or designee, and 
delivered to the Office of the Chief of Pharmacy Services for proper storage, documentation, and 
dispensing.  These donated items must not be labeled on the agent (e.g., tablet, capsule, syringe, 
etc) or outside packaging as a “sample” or “professional use.” 
 
 e.  Donations to a VA medical facility, to support education or VA research, must be in 
accordance with existing VHA, Employee Education System (EES), and VISN policies on 
accepting donations for education and research.  Special rules may apply if the donation is for 
VA staff travel expenses.  NOTE:  Generally, VHA deposits such donations into the general post 
fund, or an approved VA Not-for-Profit Research or Education Corporation. 
 
 f.  Donated drugs and supplies may be received only when approved by the VA medical 
facility Director, or designee.  If these donated products are intended to be used solely to allow 
VA clinicians to gain familiarity with the product, such use must be pre-approved by the VISN 
Pharmacist Executive and/or VISN Formulary Committee as stated in local medical center 
policy.  Information pertaining to the trial use of these products must be forwarded to the VISN 
Pharmacy Benefits Management Office and/or VISN Formulary Committee.  Drugs or supplies 
dispensed to VA patients from donated inventory are ordinarily not labeled with the words 
“sample,” “professional sample,” or similar wording.  Rare exceptions to labeling as samples, 
such as in the case of product shortages, are permissible if such use is in the best interests of the 
patients. 
 
 g.  Continuing education materials and textbooks that exceed the value permissible for 
acceptance under government ethics rules are not given to individual employees.  NOTE:  For 
dollar designation limits refer to subparagraph 9n. 
 
 h.  Food items, of any type or any value, are not to be brought into VA facilities for provision 
to VA staff or non-VA staff (e.g., employees of affiliates, volunteers, without compensation 
employees, etc). 
 
9.  PROCEDURES 
 
 a.  PCRs may only promote VANF and Non-VANF drugs and drug-related products in 
accordance with applicable FDA and VA guidelines, including Pharmacy Benefits Management 
(PBM) Criteria-for-Use or applicable prescribing restrictions, which exist for those products. 
 
 b.  VANF drugs and drug-related supplies may be promoted in VA medical centers 
(including community-based outpatient clinics (CBOC) and other VA medical facilities) 
provided that all of the following conditions are met: 
 
 (1)  The promotion has been approved by the VA medical facility’s Chief of Pharmacy 
Services, or designee; 
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 (2)  The drugs and drug-related supplies are discussed, displayed, and represented accurately 
(e.g., regarding formulary status, FDA approved indications, etc.); 
 
 (3)  The promotion has significant educational value and does not inappropriately divert VA 
staff from other activities they would otherwise perform during duty hours, including patient care 
and other educational activities; and,  
 
 (4)  The drug or drug-related supply has not been classified by VA as non-promotable. 
 
 c.  Non-VANF drugs and drug-related supplies may be promoted in VA medical centers 
(including CBOCs and other VA medical facilities) provided that all of the following conditions 
are met: 
 
 (1)  The promotion has been approved by the VA medical facility’s Chief of Pharmacy 
Services, or designee; 
 
 (2)  The promotion is consistent with the existing Pharmacy Benefits Management (PBM) 
Criteria-for-Use guidance; 
NOTE:  PCRs may access information regarding VA Criteria-for-Use from the PBM Web site 
at:  www.pbm.va.gov. 
 
 (3)  The drugs or drug-related supplies are discussed, displayed, and represented accurately; 
 
 (4)  The promotion has significant educational value and does not inappropriately divert VA 
staff from other activities they would otherwise perform during duty hours, including patient care 
and other educational activities; and 
 
 (5)  The drug or drug-related supply has not been classified by VA as non-promotable. 
 
 d.  Non-VANF drugs and drug-related supplies where PBM Criteria-for-Use have not been 
developed, may be promoted in VA medical centers (including CBOCs and other VA medical 
facilities) provided that all of the following conditions are met: 
 
 (1)  The promotion is specifically permitted by the VA medical facility’s Chief of Pharmacy 
Services, or designee; 
 
 (2)  Drugs or drug-related supplies are discussed, displayed, and represented accurately; 
 
 (3)  The promotion has significant educational value and does not inappropriately divert VA 
staff from other activities they would otherwise perform during duty hours, including patient care 
and other educational activities; and 
 
 (4)  The drug or drug-related supply has not been classified by VA as non-promotable.  
NOTE:  The PBM maintains a National listing of formulary medications that are not to be 
promoted or detailed by PCRs on the PBM intranet (http://vaww.pbm.va.gov) and internet 
(www.pbm.va.gov) Web sites.  The list also may be requested by contacting the VA medical 

http://www.pbm.va.gov/
http://vaww.pbm.va.gov/
http://www.pbm.va.gov/
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facility’s Chief of Pharmacy Services.  The PBM intranet Web site is an internal Web site and is 
not available to the public. 
 
 e.  New molecular entities (NME) may be promoted in VA medical centers (including 
CBOCs and other VA medical facilities) provided that all of the following conditions are met: 
 
 (1)  Promotion is specifically permitted by the VA medical facility’s Chief of Pharmacy 
Services, or designee; 
 
NOTE:  In instances where a given VISN has permitted the promotion of a NME prior to any 
National decision regarding its VANF status, that VISN Formulary Committee need to revisit 
their decision when:  either the drug or drug-related supply has been granted VANF status but is 
labeled non-promotable; or the drug or drug-related supply is designated as Non-formulary at 
the National level. 
 
 (2)  The NME is discussed, displayed, and represented accurately;  
 
 (3)  Promotion has significant educational value and does not inappropriately divert VA staff 
from other activities that VA staff would otherwise perform during duty hours, including patient 
care and other educational activities; and 
 
 (4)  The drug or drug-related supply has not been classified by VA as non-promotable. 
 
 f.  The practice of bringing guest speakers to VA facilities for educational purposes is 
acceptable.  However, all activities must be pre-scheduled and approved by the Chief of 
Pharmacy Services or designee, as specified in local policy.  
 
 g.  Educational program submissions and promotional materials must be provided to the VA 
medical facility’s Chief of Pharmacy Services, or designee, at least 60 days before the proposed 
date of the educational program or distribution of such materials unless the VA medical facility’s 
Chief of Pharmacy Services, or designee, agrees to an earlier date.   
 
 h.  All educational and promotional materials must be approved by the appropriate 
continuing education accreditation agency before submission to the facility designee for review.  
Industry sponsorship of such materials must be adequately disclosed in the following manner. 
 
 (1)  Disclosure of industry sponsorship (financial or otherwise) of any educational program 
conducted at a VA medical facility must be included in the introductory remarks and in the 
announcement brochure. 
 
 (2)  If industry-sponsored and non-sponsored sources of data or other analytical information 
exists for FDA approved uses of a particular drug, a direct comparison between the two sources 
must be disclosed in the introductory remarks and in the announcement brochure. 
 
 (3)  PCRs are prohibited from conducting marketing activities during a sponsored 
educational program.  An educational activity may be subject to further requirements by 
continuing education providers. 
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 (4)  Educational materials or literature regarding a new drug or a new therapeutic indication 
for a drug already on the VANF, that has not been reviewed by the VHA Medical Advisory 
Panel (MAP) and VISN Formulary Leaders (VFL) Committees, must be identified as such prior 
to being displayed or discussed. 
 
 (5)  Educational programs and associated materials focusing primarily on non-VANF drugs 
or drug related supplies may be promoted as stated in subparagraphs 9c(1)-(5). 
 
 (6)  Educational and promotional materials which offer patients an opportunity to participate 
in manufacturer sponsored programs and require the furnishing of Protected Health Information 
are not permitted. 
 
 (7)  Educational and promotional materials are not to be placed in any patient care area. 
 
 i.  VA medical facilities are to encourage PCRs to present any professionally developed 
educational materials, intended for the patient or provider, to the Office of the Deputy Chief 
Consultant, Hines, Illinois, for review.  Although permission to use the materials at a given 
facility still rests with the VA medical facility’s Chief of Pharmacy Services, or designee, a 
national approval by the Office of the Deputy Chief Consultant will in most cases streamline this 
process for PCRs who intend to use this specific educational material in multiple facilities.  
 
 j.  VA medical facility’s Chief of Pharmacy Services, or designee, must determine if the 
educational program and associated materials are suitable based on the following requirements: 
 
 (1)  Industry sponsorship must be disclosed in the introductory remarks and in the 
announcement brochure.  Sponsorship includes any contribution, whether in the form of staple 
goods, personnel, or financing, intended to support the educational program.  
 
 (2)  When industry-sponsored and non-sponsored sources of data or other analytical 
information exist for FDA approved uses of a particular drug or drug related supply, a direct 
comparison between the two sources must be disclosed in the introductory remarks and in the 
announcement brochure.  
 
 (3)  The educational program must not solicit protected health information or patient 
participation in pharmaceutical company-sponsored programs, except as may be required by 
Federal laws and regulations such as an educational program that is part of a risk evaluation and 
mitigation strategy required by FDA.  
 
 (4)  Patient educational materials must not contain the name or logo of the pharmaceutical 
manufacturer or be used for promotion of a specific medication, unless the VA PBM Service 
determines that the logo or name is inconspicuous and the legal requirements (e.g., trademark 
requirements) make their removal impractical.  However, this requirement does not apply to 
labeling required by FDA.  
 
 (5)  All educational activities and distribution of promotional materials in which a PCR 
provides on-site, in-person information about a drug or drug-related supply must be pre-
scheduled and approved by the VA medical facility’s Chief of Pharmacy Services, or designee, 
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as specified in local policy.  This includes educational programs and associated materials 
regarding drugs already on the VANF, or any new therapeutic indication for a drug that is 
already on the VANF but has not been reviewed by VA. 
 
 (6)  Educational programs and associated materials focusing primarily on non-VANF drugs 
or drug-related supplies without criteria-for-use must receive prior approval from the VA 
medical facility’s Chief of Pharmacy Services or designee. 
 
 k.  The VA medical facility’s Chief of Pharmacy Services, or designee, will determine if the 
educational program complies with VA initiatives and all locally established criteria.  NOTE:  
The VA medical facility’s Chief of Pharmacy Services, or designee, determines whether to grant 
permission for the use of promotional material. 
 
 l.  Maintaining appropriate relationships between VA employees and PCRs is essential to 
ensuring an ethical health care delivery environment.  To avoid violating or giving the 
appearance of violating government ethics rules or professional ethics standards, VA employees 
must exercise careful judgment when considering the acceptance of any gift, gratuity, favor, 
entertainment, loan, or anything of monetary value from a PCR (or any other representative who 
is currently involved or seeking to become involved in business relations with VA).  Appearance 
of a conflict of interest is as impermissible as an actual conflict of interest.  NOTE:  VHA 
employees are subject to Handbook 1004.07, Financial Relationships Between VHA Health Care 
Professionals and Industry. 
 
 m.  A report by VHA’s National Ethics Committee (NEC), “Gifts to Health Care 
Professionals from the Pharmaceutical Industry” discusses the nature of gift relationships and 
why gifts to health care professionals from the pharmaceutical industry may be ethically 
problematic.  This reference offers practical guidance for health care professionals and facilities 
for avoiding inappropriate interactions with representatives.  To ensure a consistent approach to 
relationships with representatives throughout the VHA system, clinical staff members are 
encouraged to review this report and incorporate its recommendations into VISN, medical 
facility and service-level policies and procedures where appropriate, see Appendix C-1. 
 
 n.  No PCR is to give, and no VA employee is to receive any item (including but not limited 
to promotional items, continuing education materials, textbooks, entertainment, and gratuities) 
that exceeds the value permissible for acceptance under government ethics rules, 5 CFR 
2635.204(a).  However, such items may be donated to a medical facility library or individual 
department for use by all employees, in accordance with medical facility policy.  Gifts in support 
of VA official travel may be accepted by the department in accordance with title 31 United 
States Code (U.S.C.) 1353, 41 CFR 304, and VA policy regarding such gifts.  NOTE:  The value 
permissible for acceptance under government ethics rules (5 CFR 2635.204(a)) is $20 or less 
per occasion, not to exceed $50 in a calendar year from one source.  Different PCRs from the 
same company are considered one source for the purposes of calculating this total.  Government 
ethics laws apply to VA staff regardless of whether the staff member is located on VA property or 
off VA property, on duty or off duty. 
 
 o.  PCRs are to be granted controlled access to all VA medical care facilities and staff who 
are not on the do-not call list.  However, PCRs must comply with the following procedures: 
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 (1)  In order to minimize the potential for disruption of patient care activities, a PCR must 
schedule an appointment prior to each specific visit.  Appointments are to be made by either 
telephone or e-mail, but must be made in advance of visiting the medical center.  
 
 (2)  The PCR may not use the overhead public address (paging) system to locate any member 
of the medical, house, pharmacy, or nursing staffs.  Contacts using the electronic paging system 
(beepers) are generally discouraged, but are permissible if specifically requested by an individual 
VA provider. 
 
 (3)  Access to VA medical facilities by a PCR who has not made a previously scheduled 
appointment is not permitted under any circumstances. 
 
 (4)  A PCR visiting a VA medical facility for a previously scheduled appointment may not 
initiate requests for impromptu meetings with other VA staff.  However, they may respond to 
requests for meetings initiated by VA staff during the visit.  Entering any area of a VA campus, 
medical facility, or clinic without a previously scheduled appointment is prohibited. 
 
 (5)  VA medical facilities are permitted to develop a list of individuals or departments that do 
not wish to be called-on by PCRs.  A PCR must not attempt to make appointments with or leave 
materials for the individuals or departments on the list.  NOTE:  This list may be obtained from 
the VA medical facility’s Chief of Pharmacy Services, or designee. 
 
 (6)  To maximize learning opportunities and minimize potential confusion on the part of 
students still serving in their primary educational programs, PCRs are prohibited from marketing 
or promoting to medical, pharmacy, nursing and other health profession students including 
residents.  NOTE:  Exceptions may be permitted when approved in advance by and conducted in 
the presence of their clinical staff supervisor or mentor. 
 
 (7)  A PCR is not permitted to attend a medical facility conference where individual patient 
information is discussed or presented. 
 
 (8)  PCRs must comply with VA security requirements and VISN procedures for accurately 
monitoring their whereabouts when visiting VA medical facilities (i.e., log-in and log-out-sheets, 
photo identification badges, etc). 
 
 (9)  All PCRs are encouraged to schedule appointments in VA medical facilities between the 
business hours of 8:00 a.m. and 3:30 p.m., Monday through Friday; however, if necessary for the 
convenience of VA staff, appointments at other times may be permitted. 
 
 (10)  PCRs are not permitted to make presentations in patient care areas.  These restricted 
areas include, but are not limited to: 
 
 (a)  Patient rooms and ward areas where patients may be encountered, 
 
 (b)  Clinic examination rooms, 
 
 (c)  Nurses stations, 
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 (d)  Intensive care units, 
 
 (e)  Operating room suites, 
 
 (f)  Emergency rooms, 
 
 (g)  Urgent care centers, and 
 
 (h)  Ambulatory treatment centers. 
 
 (11)  When it is necessary to meet with a PCR in the staff member’s office, which is located 
in a patient care area, PCR access to the patient care area is permissible provided there are no 
breaches of patient privacy. 
 
 (12)  PCRs may not wait for appointments in patient care areas, but may briefly travel 
through them, when they have a scheduled appointment in a staff member’s office. 
 
 (13)  Drug or supply samples may not be provided by PCRs to VA staff for their personal 
use. 
 
 (14)  PCRs and VA account managers are strongly discouraged from contacting individual 
members of the MAP for the purposes of product promotion.  Requests to meet with a MAP 
member must be coordinated through the Office of the Deputy Chief Consultant, Hines, Illinois. 
 
 p.  PCRs or other vendors, who conduct business with VA, must not engage in, permit or 
encourage conduct in violation of this Handbook.  This includes any actions that may be 
reasonably perceived by VA staff to be in conflict with this Handbook. 
 
 q.  Failure of a PCR to comply with the provisions outlined in this Handbook may result in 
the suspension, limitation, and temporary or permanent revocation of commercial visiting 
privileges for one or more VA medical facilities.  Multiple occurrences may lead to additional 
sanctions.  NOTE:  Any sanctions issued under the regulation may be communicated to all VA 
medical facility Directors. 
 
 r.  Suspension or limitation of visiting privileges are considered significant restrictions and 
need to be used judiciously and only with good cause.  When a VA medical facility Director 
suspends or permanently revokes the privileges of multiple PCRs of a given manufacturer, a one-
time appeal may be requested of the Under Secretary for Health.  Until such time that the Under 
Secretary for Health provides a ruling, the visiting privileges of the PCR remain suspended or 
permanently revoked. 
 
 s.  Violations, which are sustained, may be communicated to other facilities or VISNs which 
would likely be visited by the offending PCR or pharmaceutical company. 
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GLOSSARY 
 
 1.  Criteria-for-Use.  Criteria-for-use is clinical criteria developed by the Department of 
Veterans Affairs (VA) at a national level that describe how certain drugs may be used.  VA 
criteria-for-use documents are available to the public at:  www.pbm.va.gov.  NOTE:  Exceptions 
may be applied at the local level for operational reasons. 
 
 2.  Drug or Drugs.  The term “drug” or “drugs” refers to: 
 
 (a)  Articles recognized in the official United States Pharmacopoeia, official Homeopathic 
Pharmacopoeia of the United States, official National Formulary, or any supplement to any of 
them; 
 
 (b)  Articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 
disease in man or other animals; 
 
 (c)  Articles (other than food) intended to affect the structure or any function of the body of 
man or other animals; and 
 
 (d)  Articles intended for use as a component of any article specified in subparagraphs 2(a), 
2(b), or 2(c) of this definition. 
 
 3.  Drug-Related Supplies.  Drug-related supplies are supplies related to the use of a drug, 
such as test strips or testing devices, inhalers, spacers, insulin syringes, and tablet splitters. 
 
 4.  New Molecular Entity.  New molecular entity refers to a drug product containing an 
active ingredient that has never before received United States Food and Drug Administration 
(FDA) approval. 
 
 5.  Non-Promotable Drugs.  Non-promotable drugs are drugs designated by VA as non-
promotable on the Pharmacy Benefits Management Web site at:  http://www.pbm.va.gov.  A list 
of the drugs or drug-related supplies classified by VA as non-promotable may be requested by 
contacting the VA medical facility’s Chief of Pharmacy Services. 
 
 6.  Non-VA National Formulary (Non-VANF) Drugs or Drug-related Supplies.  Non-
VANF drugs or drug-related supplies mean drugs or drug-related supplies that do not appear on 
the VA National Formulary. 
 
 7.  Pharmaceutical Company Representative (PCR).  PCR is any individual employed by 
or contracted to represent a pharmaceutical manufacturer or retailer. 
 
 8.  VA Medical Facility.  VA medical facility refers to any property under the charge and 
control of VA used to provide medical benefits, including community-based outpatient clinics 
and similar facilities. 
 

http://www.pbm.va.gov/
http://www.pbm.va.gov/
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 9.  VANF Drugs or Drug-related Supplies.  VANF drugs or drug-related supplies refer to 
any drug or drug-related supply that appears on the VANF.  The VANF is available at: 
www.pbm.va.gov , or may be requested by contacting the VA medical facility’s Chief of 
Pharmacy Services. 
 
 10.  Veterans Integrated Service Network (VISN).  VISN means one of the regions where 
a VA medical facility is located, as designated by VA. 
 
 

http://www.pbm.va.gov/
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TITLE 38 UNITED STATES CODE 501(a), § 1.220, 
ON-SITE ACTIVITIES BY PHARMACEUTICAL COMPANY REPRESENTATIVES 

AT VA MEDICAL FACILITIES 
 
 
 

Rule AN42.pdf

 
 




Federal Register /Vol. 77, No. 43 /Monday, March 5, 2012 /Rules and Regulations 13009 
 


PART 1—GENERAL 
PROVISIONS 
■ 1. The authority citation for part 
1 continues to read as follows: 
 
Authority: 38 U.S.C. 501(a), and as 
noted in specific sections. 
 
■ 2. Add § 1.220 to read as 
follows: 
 
§ 1.220 On-site activities by 
pharmaceutical company 
representatives at VA medical 
facilities. 
(a) Scope. This rule governs on-site, 
in-person promotional activities, 
including educational activities, by 
pharmaceutical company  
representatives at VA medical 
facilities. It does not apply to the 
distribution of information and 
materials through other means. 
(b) Definitions. For the purposes of 
this section: 
Criteria-for-use means clinical 
criteria developed by the 
Department of Veterans Affairs 
(VA) at a National level that 
describe how certain drugs may be 
used. VA’s criteria-for-use are 
available to the public at 
www.pbm.va.gov. 
Exceptions may be applied at the 
local level for operational reasons. 
Drug or drugs means: 
(1) Articles recognized in the 
official United States 
Pharmacopoeia, official 
Homeopathic Pharmacopoeia of the 
United States, official National 
Formulary, or any supplement to 
any of them; 
(2) Articles intended for use in the 
diagnosis, cure, mitigation, 
treatment, or prevention of disease 
in man or other animals; 
(3) Articles (other than food) 
intended to affect the structure or 
any function of the body of man or 
other animals; and 
(4) Articles intended for use as a 
component of any article specified 
in paragraphs (1), (2), or (3) of this 
definition. 
Drug-related supplies means 
supplies related to the use of a drug, 
such as test strips or testing devices, 
inhalers, spacers, insulin syringes, 
and tablet splitters. 
New molecular entity refers to a 
drug product containing an active 
ingredient that has never before 


received U.S. Food and Drug 
Administration approval. 
Non-promotable drugs are drugs 
designated by VA as non-
promotable on 
http://www.pbm.va.gov. A list of the 
drugs or drug-related supplies 
classified by VA as non-promotable 
may be requested by contacting the 
VA medical facility’s Chief of 
Pharmacy Services.  
Non-VANF drugs or drug-related 
supplies means drugs or drug-
related supplies that do not appear 
on the VANF. 
Pharmaceutical company 
representative means any individual 
employed by or contracted to 
represent a pharmaceutical 
manufacturer or retailer. 
VA medical facility means any 
property under the charge and 
control of VA used to provide 
medical benefits, including 
Community-Based Outpatient 
Clinics and similar facilities. 
VA National Formulary (VANF) 
drugs and/or drug-related supplies 
means any drug or drug-related 
supply that appears on the VA 
National Formulary (VANF). 
The VANF is available at 
www.pbm.va.gov, or may be 
requested by contacting the VA 
medical facility’s Chief of 
Pharmacy Services. 
Veterans Integrated Service 
Network (VISN) means one of the 
networks of VA medical facilities 
located in a particular region as 
designated by VA. 
(c) Promotion of drugs and drug 
related supplies. Notwithstanding 
§ 1.218(a)(8), VA will allow 
promotion of VANF drugs and 
drug-related supplies, and non-
VANF drugs and drug-related 
supplies with criteria-for use, on-
site and in-person at VA medical 
facilities if all of the following are 
true: 
(1) Drugs or drug-related supplies 
are discussed, displayed and 
represented accurately; 
(2) The promotion has significant 
educational value and does not 
inappropriately divert VA staff from 
other activities that VA staff would 
otherwise perform during duty 
hours, including patient care and 
other educational activities; and ULES 


 (3) The drug or drug-related supply  


has not been classified by VA as 
non-promotable. 
(d) Promotion of non-VANF drugs 
and drug-related supplies without 
criteria for-use. Non-VANF drugs 
and drug related supplies without 
criteria-for-use may be promoted 
only if the requirements of 
paragraphs (c)(1)through (3) of this 
section are met and the promotion is 
specifically permitted by the VISN 
Pharmacist Executive, or Chief of 
Pharmacy Services, or designee. 
(e) Promotion of a new molecular 
entity. A new molecular entity may 
be promoted only if the 
requirements of paragraphs (c)(1) 
through (3) of this section are met 
and the promotion is specifically 
permitted by the VISN Pharmacist 
Executive, or Chief of Pharmacy 
Services, or designee. Such 
permission will be automatically 
revoked if the new molecular entity 
is subsequently designated non-
promotable. Such permission must 
be reconsidered if the new 
molecular entity is denied VANF 
status. 
(f) Educational programs and 
associated materials. For purposes 
of this section, an educational 
program is a pre-scheduled event or 
meeting during which a 
pharmaceutical company 
representative provides information 
about a drug or drug-related supply. 
All educational programs and 
associated materials must receive 
prior approval from the person at 
the VA medical facility to whom 
such approval authority has been 
delegated under local policy, 
usually the Chief of Pharmacy 
Services. All materials associated 
with a proposed educational 
program must be provided at least 
60 days before the proposed date of 
the educational program or 
distribution of associated materials, 
unless VA agrees in an individual 
case to a different date, so that a 
determination of their suitability can 
be made. The approval authority 
will deem suitable any educational 
program and associated materials if 
it is part of a risk evaluation and 
mitigation strategy or other duty 
imposed by the Food and Drug 
Administration. Otherwise, 
educational programs and 
associated materials will be deemed  
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suitable if the approval authority 
determines that they conform to the 
following requirements: 
(1) Industry sponsorship must be 
disclosed in the introductory 
remarks and in the announcement 
brochure. Sponsorship includes any 
contribution, whether in the form of 
staple goods, personnel, or 
financing, intended to support the 
educational program. 
(2) If industry-sponsored and non-
sponsored sources of data or other 
analytical information exist for FDA 
approved uses of a particular drug, a 
direct comparison between the two 
sources must be disclosed in the 
introductory remarks and in the 
announcement brochure. 
(3) The educational program does 
not solicit protected health 
information or patient participation 
in pharmaceutical company-
sponsored programs, except as 
may be required by Federal laws 
and regulations such as an 
educational program that is part of a 
risk evaluation and mitigation 
strategy required by the Food and 
Drug Administration. 
(4) Patient educational materials 
must not contain the name or logo 
of the pharmaceutical manufacturer 
or be used for promotion of a 
specific medication, unless the VA 
Pharmacy Benefits Management 
Service determines that the logo or 
name is inconspicuous and legal 
requirements (e.g., trademark 
requirements) make their removal 
impractical. However, this 
requirement does not apply to 
labeling required by the Food and 
Drug Administration. 
(5) Educational programs and 
associated materials regarding a 
drug, drug-related supply, or a new 
therapeutic indication for a drug that 
is already on the VANF but has not 
yet been reviewed by VA, must be 
submitted by the pharmaceutical 
company or pharmaceutical 
company representative to the VA 
medical facility’s Chief of 
Pharmacy Services or designee. 
(6) Educational programs and 
associated materials focusing 
primarily on non-VANF drugs or 
drug-related supplies without 
criteria-for-use are permitted only if 
those drugs or drug related supplies 


may be promoted under paragraph 
(d) of this section. 
(g) Providing gifts, drugs or other 
promotional items to VA employees 
or facilities. 
(1) General. No pharmaceutical 
company representative may give, 
and no VA employee may receive, 
any item (including but not limited 
to promotional materials, continuing 
education materials, textbooks, 
entertainment, and gratuities) that 
exceeds the value permissible for 
acceptance under government 
ethical rules (5 CFR 2635.204(a)). 
However, such items may be 
donated to a medical center library 
or individual department for use by 
all employees, in accordance with 
medical center policy. Gifts in 
support of VA staff official travel 
may be accepted by the Department 
subject to advance legal review in 
accordance with 31 U.S.C. 1353, 41 
CFR part 304, and VA policy 
regarding such gifts. 
(2) Samples of drugs and drug-
related supplies. Pharmaceutical 
company representatives must 
submit samples of drugs and drug-
related supplies for approval to the 
person at the medical facility to 
whom such responsibility is 
delegated under local policy, 
usually the Director. All usage 
information pertaining to these 
drugs or drug-related supplies must 
be forwarded to the VISN 
Pharmacist Executive or VISN 
Formulary Committee. All samples 
of drugs or drug-related supplies 
must be delivered to the Office of 
the Chief of Pharmacy Services for 
proper storage, documentation and 
dispensing. Drug or drug-related 
supply samples may not be provided 
to VA staff for their personal use. 
(3) Donations of food. 
Pharmaceutical company 
representatives may not provide 
food items of any type or any value 
to VA staff (including volunteers 
and without compensation 
employees) or bring food items into 
VA medical facilities for use by 
non-VA staff (e.g., employees of 
affiliates). 
(h) Conduct of pharmaceutical 
company representatives. In 
addition to the other provisions in 
this section, pharmaceutical 


company representatives must 
conform to the following: 
(1) Contacts must be by 
appointment only. In order to 
minimize the potential for 
disruption of patient care activities, 
a pharmaceutical company 
representative must schedule an 
appointment before each visit. 
Access to VA medical facilities by a 
pharmaceutical company 
representative without an 
appointment is not permitted under 
any circumstances. VA medical 
facilities may develop a list of 
individuals or departments that may 
not be called-on by pharmaceutical 
company representatives. A 
pharmaceutical company 
representative must not attempt to 
make appointments with, or leave 
any materials for, individuals or 
departments on the list. The list may 
be obtained at the VA medical 
facility office of the Chief of 
Pharmacy Services. A 
pharmaceutical company 
representative visiting a VA medical 
facility for a scheduled appointment 
may not leave promotional materials 
for, or initiate requests for meetings 
with, other VA staff; however, 
pharmaceutical company 
representatives may respond to 
requests initiated by VA staff during 
the visit. 
(2) Paging VA employees. A 
pharmaceutical company 
representative may not use the 
public address (paging) system to 
locate any VA employee. Contacts 
using the electronic paging system 
(beepers) are permissible only if 
specifically requested by the VA 
employee. 
(3) Marketing to students. 
Pharmaceutical company 
representatives are prohibited from 
marketing to medical, pharmacy, 
nursing and other health profession 
students, including residents. 
Exceptions may be permitted when 
approved by, and conducted in the 
presence of, the staff member 
providing clinical supervision. 
(4) Attendance at conferences. A 
pharmaceutical company 
representative may not attend a 
medical center conference where 
information regarding individual 
patients is discussed or presented. 
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(5) Patient care areas. 
Pharmaceutical company 
representatives generally may not 
wait for scheduled appointments or 
make presentations in patient-care 
areas, but may briefly travel through 
them, when necessary, to meet in a 
staff member’s office. Patient-care 
areas include, but are not limited to: 
(i) Patient rooms and ward areas 
where patients may be encountered; 
(ii) Clinic examination rooms; 
(iii) Nurses stations;  
(iv) Intensive care units; 
(v) Operating room suites; 
(vi) Urgent care centers; 
(vii) Emergency rooms (but not 
staff offices that may be located in 
them); or 
(viii) Ambulatory treatment centers. 
(6) Distribution of materials. 
Pharmaceutical company 
representatives may only distribute 
materials on-site at the time and 
location of a scheduled appointment 
or educational program. In no 
circumstances may materials be left 
in patient care areas. 
(i) Non-compliance. 
(1) General. The visiting privileges 
of a pharmaceutical company 
representative or multiple 
representatives may be limited, 
suspended, or revoked by the 
written order of the Director of the 
VA medical center of jurisdiction if 
the Director determines the 
pharmaceutical company 
representative(s) failed to comply 
with the requirements of this 
section. 
(2) Notice of interim action. The 
Director will notify the 
pharmaceutical company 
representative of the noncompliance 
and of the Director’s interim action 
under paragraph (i)(4) of this 
section. The Director will also 
notify the supervisor of the 
pharmaceutical company 
representative(s) if there have been 
multiple instances of misconduct. 
The notice will offer 30 days to 
provide a response; however, the 
interim action will be enforced 
effective the date of the notice. 
(3) Final written order. At the end 
of the 30-day period for a response, 
or after the Director receives a 
timely response, the Director will 
issue to the pharmaceutical 
company representative and 


supervisor a final written order 
either confirming the action taken as 
indicated in the notice, or specifying 
another action to be taken under 
paragraph (i)(4) of this section. The 
written order may also state that the 
Director has determined that no 
further action is required. Any final 
written order issued by the Director 
shall include a summary of the 
circumstances of the violation, a 
listing of the specific provisions of 
this section that the pharmaceutical 
company representative(s) violated, 
and the bases for the Director’s 
determination regarding the 
appropriate action. Notice 
concerning a final written order 
suspending or permanently revoking 
the visiting privileges of multiple 
pharmaceutical company 
representatives shall include 
specific notice concerning the right 
to review of the Director’s order by 
the Under Secretary for Health. 
(4) Actions. Actions that may be 
imposed under this section include 
limitation, suspension, or permanent 
revocation of visiting privileges at 
one or more VA medical facilities. 
In determining the appropriate 
action, the Director shall consider 
the requirements of this section, the 
circumstances of the improper 
conduct, any prior acts of 
misconduct by the same 
pharmaceutical company 
representative, any response 
submitted by the pharmaceutical 
company representative or their 
supervisor under paragraph (i)(2) of 
this section, and any prior written 
orders issued or other actions taken 
with respect to similar acts of 
misconduct. 
(5) Review. The pharmaceutical 
company may request the Under 
Secretary’s review within 30 days 
of the date of the Director’s final 
written order by submitting a 
written request to the Director. The 
Director shall forward the initial 
notice, any response, the final 
written order, and the request for 
review to the Under Secretary for a 
final VA decision. VA will enforce 
the Director’s final written order 
while it is under review by the 
Under Secretary. The Director will 
provide the individual who made 
the request written notice of the 
Under Secretary’s decision. 


(Authority: 38 U.S.C. 501) 
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Founded in 1986, the National Ethics Committee (NEC) of the Veterans Health Administration 
(VHA) is an interdisciplinary group authorized by the Under Secretary for Health through the 
National Center for Ethics in Health Care. The NEC produces reports on timely topics that are of 
significant concern to practicing health care professionals. Each report describes an ethical issue, 
summarizes its historical context, discusses its relevance to VHA, reviews current controversies, and 
outlines practical recommendations. Previous reports have been useful to VHA professionals as 
resources for educational programs, guides for patient care practices, and catalysts for health policy 
reform. Scholarly yet practical, these reports are intended to heighten awareness of ethical issues and 
to improve the quality of health care, both within and beyond VHA. 
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Executive Summary 


The pharmaceutical industry spends billions of dollars annually on gifts to physicians 
ften these gifts consist of items that are designed to enhance patient care (e.g., anatomical 
odels) or learning (e.g., textbooks), but gifts may also be of a more personal nature (e.g., 


vent tickets). Serious ethical concerns have been raised that gifts from the pharmaceutical 
ndustry to individual health care professionals risk compromising health care providers’ 
rofessional objectivity and integrity, and/or undermining their fundamental ethical 
ommitment to putting the interests of patients first.  


This report discusses the special nature of gift relationships, examines why gifts to health care 
rofessionals from the pharmaceutical industry may be ethically problematic, and reviews 
rofessional ethical guidelines and legal standards regarding acceptance of gifts. The report 
ecommends that facilities develop policies to: 


 
1. Establish a culture that encourages behavior by health care professionals or institutions that 


prevents influence by pharmaceutical companies. E.g., emphasizes prohibitions that limit 
gifts, such as hospitality at an expensive restaurant. 


 
2. Reinforce awareness that every VHA employee must comply with federal law prohibiting 


actions that might result in, or create the appearance of, using public office for private gain, 
as might occur when an employee accepts a gift. 


 
3. Assure that ethical requirements apply consistently to all persons who care for patients under 


VHA authority. Policies regarding gifts should apply equally to all health care professionals, 
trainees, and contractors, whether the individual is or is not specifically bound by regulations 
applicable to federal employees of VHA. 


 
4. Clearly and vigorously discourage workplace interactions between pharmaceutical 


representatives and health care professionals and trainees. Facilities should: 
 


(a) critically examine their policies and practices with regard to such interactions, 
 
and they should take steps to 
 
(b) limit pharmaceutical representatives’ access to staff and trainees in the workplace, 
(c)  minimize reliance on external, commercial sponsorship of educational programs for 


staff, and 
(d) discourage use of commercially sponsored patient education materials that display 


company logos. 
 


5. Assure that where policies differ from those of affiliates, the facility holds to at least as 
rigorous a standard. 
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Introduction 
 


Health care professionals who prescribe pharmaceutical products base their prescription 
decisions on many factors including effectiveness, safety, and cost. In an effort to influence 
practitioners’ prescribing practices, the pharmaceutical industry employs diverse marketing and 
promotional strategies, among them offers of free drug samples, educational materials, meals, and 
other forms of gifts. These efforts are both intensive and expensive. In 2001 the drug industry spent 
more than $16 billion on visits to physicians’ offices. In the last five years the number of 
pharmaceutical company sales representatives in the U.S. has increased from 42,000 to 88,000.1 
Some 80% of physicians report having been offered cash or gifts from pharmaceutical industry 
representatives.2 Many physicians meet with pharmaceutical industry representatives four or more 
times per month.3 Serious ethical concerns have been raised about these contacts between the 
pharmaceutical industry and individual health care professionals, especially when gifts are involved.4-9 


The practice of accepting gifts from pharmaceutical industry representatives risks compromising 
health care providers’ professional objectivity and integrity, and undermining their fundamental 
ethical commitment to putting the interests of patients first. Gift incentives to participate in 
continuing professional education programs are the wrong incentives for health care professionals 
and trainees, who should be independently motivated to participate in lifelong learning.7 And there 
are economic consequences when the costs of gifts are passed along to patients, health care 
institutions, and third-party payers in the form of higher prices for drugs. Escalating drug costs may 
ultimately result in limitations on access to care. 


Federal regulations (at 5 CFR, Part 2635) establish standards for conduct in relation to gifts for 
all federal employees. But anecdotal reports from the field indicate that beyond these mandated 
thresholds, local facilities’ policies about accepting gifts from the pharmaceutical industry vary 
widely within VHA. To address this state of affairs, new national policy limits the access 
representatives of the pharmaceutical industry may have to facilities and staff.* This national 
guidance provides a foundation for the development of more uniform local policies throughout the 
system. 


This report by the VHA National Ethics Committee examines the values at stake in relationships 
between practitioners and the pharmaceutical industry from the perspective of health care ethics. Its 
goal is to clarify the philosophical and professional concerns that underlie regulations and policy in 
this area. 


The report addresses gifts provided to individual health care professionals by representatives of 
the pharmaceutical industry.  Often these gifts consist of items that are designed to enhance patient 
care (e.g., reflex hammers, anatomical models) or learning (e.g., meals at educational events, 
textbooks), but gifts may also be of a more personal nature (e.g., organizers, event tickets). The 
promotional nature of gifts may be subtle or obvious, depending on, for example, whether a sponsor 
or product name is prominently displayed. For this report gifts are distinguished from purely 
promotional items that have no intrinsic value to the recipient (e.g., product brochures) and from 
compensation for professional work (e.g., honoraria). 


The report discusses the definition of gifts, examines why gifts to health care professionals from 
the pharmaceutical industry may be ethically problematic in the health care setting, and reviews 
professional ethical guidelines and legal standards regarding acceptance of gifts. It offers practical 
recommendations to guide ethical policy within VHA. Although the analysis and recommendations 
offered here were developed specifically in reference to gifts from pharmaceutical representatives, 
                                                 
*VHA Directive 2003-060, Business Relationships Between VA Staff and Pharmaceutical Industry Representatives. 
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they apply equally to gifts from representatives of medical manufacturers.10, 11 Gifts provided to 
institutions are beyond the scope of this report.∗ 
 


What Is a Gift? 
 
Webster defines a gift as: “something bestowed voluntarily and without compensation.”12 


Although this definition captures our casual understanding of a gift as something given with no 
expectation that the recipient will reciprocate, it misses much of the social aspect of gifts that make 
gifts from pharmaceutical representatives to health care professionals ethically challenging. Gifts 
“have deep and sometimes contradictory cultural meanings.”13 Unlike contracts, in which parties set 
out clear, explicit expectations, gifts place people in binding personal relationships that generate 
vague, open-ended moral obligations. The importance of a gift lies in the personal relationship it 
generates, sustains, and signifies.14  


 


Why Are Gifts Ethically Problematic? 
 


Because gifts create relationships, health care professionals’ acceptance of gifts from the 
pharmaceutical industry can be ethically problematic in several ways. Accepting gifts risks 
undermining trust. It may bias clinicians’ judgments about the relative merits of different 
medications. And it may affect prescribing patterns in ways that increase costs and adversely affect 
access to care. 


 
Undermining Patient & Public Trust. Health care professionals’ fiduciary, or trust-based, 


relationship with patients requires that practitioners explain the reasons for treatment decisions and 
disclose any potential conflicts of interest, including the influence of gifts. One study asked patients 
and physicians to rate how appropriate it would be for a physician to accept gifts (ranging from pens 
to trips) from the pharmaceutical industry, and whether they thought accepting gifts would influence 
the physician’s behavior.15 With the exception of drug samples, the patients considered gifts to be 
more influential than did the physicians. Almost half of the patients who participated had not been 
aware that physicians received gifts from pharmaceutical companies—and of those, 24% said that 
this new knowledge changed their perception of the medical profession. Similarly, a telephone 
survey of patients found that although 82% of respondents were aware that physicians received 
“office-use gifts” from the pharmaceutical industry, only about one-third were aware that physicians 
received personal gifts.16 Forty-two percent believed that personal gifts adversely affect both the cost 
and the quality of health care. On the basis of such data, the American College of Physicians has 
concluded that “[a] significant number of patients believe that industry gifts bias their physician’s 
prescribing practices and ultimately drive up medical costs.”17 Public awareness that health care 
professionals accept gifts from pharmaceutical representatives may undermine trust in the 
profession and lead to a perceived loss of professional integrity.  


VHA is a public agency and public service is considered a public trust. Consequently, the public 
rightly hold VHA to a higher ethical standard than they do private companies. As federal employees, 
health professionals appointed to VHA have an obligation to ensure that citizens can have complete 
                                                 
∗ For discussion of gift relationships between physicians and patients, see the report of the National Ethics Committee, 
Ethical Boundaries in Patient-Clinician Relationships, available at http://vaww.va.gov/vhaethics/download/ 
boundariesjuly03.doc.  
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confidence in the integrity of the federal government (5 CFR 2635.101; EO 12674). Whereas the 
public relies on legal enforcement mechanisms to assure that private health care organizations 
comply with relevant law and regulation, they expect public agencies and employees to adopt 
policies that not merely follow the rule of law but also promote its spirit by establishing goals of 
exemplary behavior as ethical standards. Acceptance of any type of gift from the pharmaceutical 
industry by VHA employees risks eroding public trust in VHA, possibly to a greater degree than 
would be the case for employees in private agencies. More importantly, the beneficiaries of 
government programs—veterans, in the case of VHA—are often more dependent on government 
services than are those who rely on private programs. This greater dependence gives rise to the 
government’s obligation to adhere to a stricter ethical standard.  
 


Effects on Professional Relationships. Given the ways in which gift giving differs from 
entering into a contractual relationship, gifts from pharmaceutical representatives to health care 
professionals can blur the distinction between formal business exchanges and informal, 
interpersonal exchanges.13 The social experience of giving and receiving gifts affects the relationship 
between the two parties in complex and subtle ways. Anthropological literature13 explains that the 
recipient of a gift often feels three types of obligation toward the giver: grateful conduct (i.e., 
acceptance of the gift and expression of gratitude), grateful use (i.e., in accord with the giver’s 
intention), and reciprocation. Obligations to accept the gift and thank the giver and to use the gift as 
the giver intended stem from the purpose of gift exchange—building personal, moral relationships. 


The felt obligation to reciprocate, to give or do something in exchange for the gift is most 
troubling in the health care context. As Murray notes, “Appropriate reciprocation depends on 
particular cultural norms and the specifics of the relationship.”13 In the context of a gift to a health 
care professional from a pharmaceutical industry representative, practitioners commonly understand 
that the hoped for reciprocation involves the health care professional writing more prescriptions for 
the drug(s) the representative is promoting. 
 


Bias & Conflicts of Interest. Health care professionals may be influenced by accepting gifts in 
two ways. As we have noted, they understand that prescribing selected pharmaceutical products is 
the industry’s preferred form of reciprocation, and some may be influenced to do so in response to 
the gift received. One study, for example, found that physicians who met with or accepted money 
from representatives of pharmaceutical companies (e.g., for educational presentations) were more 
likely to request that the companies’ drugs be added to a hospital pharmacy than were colleagues 
who did not interact with pharmaceutical companies.18 A review of physicians’ prescribing patterns 
found that usage of two drugs increased significantly among physicians who attended “all-expense-
paid” symposia at resorts sponsored by the manufacturer of the drugs compared to their practice 
before the symposia.19 The majority of physicians responding did not believe that such incentives 
would alter their prescribing practices. Similarly, a recent study reported that British general 
practitioners who had weekly contact with drug company representatives were more willing to 
prescribe new drugs and more likely “to express views that will lead to unnecessary prescribing” 
than general practitioners with less frequent contact with pharmaceutical representatives.20 


The second concern is that gifts may insidiously introduce undetected or under appreciated bias 
into professionals’ assessment of the overall merit or value of promoted pharmaceutical products. 
There is evidence to indicate that practitioners themselves are often poor judges of whether or when 
external factors, such as gifts, influence their decision making.3, 15, 21–23 For example, 86% of 
respondents to a nurse practitioner and physician assistant survey regarding pharmaceutical industry 
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promotions said “it is appropriate to accept gifts and that these gifts do not influence their 
prescription choices.”24  


Pharmaceutical industry gifts to health care professionals create potential conflicts of interest 
that can affect practitioners’ judgment—without their knowledge and even contrary to their intent—
thereby placing professional objectivity at risk and possibly compromising patient care.4 Trainees 
may be especially susceptible to conflicts of interest created by gifts. This influence is also detectable 
among physicians in training and other prescribing professionals. For example, more than half of 
psychiatric trainees responding to a questionnaire about interactions with the pharmaceutical 
industry felt that receiving gifts would not influence their prescribing practices. Moreover, “[t]he 
more money and promotional items a physician-in-training had received, the more likely he or she 
was to believe that discussions with representatives did not affect prescribing.”25 A study of 
housestaff reported that residents generally do not find gifts from industry problematic and do not 
believe that they are influenced by them.26 The study found, however, that residents’ behavior was 
not consistent with their expressed attitudes. For instance, every resident who considered 
pharmaceutical industry sponsored conference lunches and pens inappropriate had nonetheless 
accepted these gifts. Another study reported that the more exposure trainees had to pharmaceutical 
industry representatives, the higher they rated the general appropriateness of gift acceptance.27 Yet 
other research reported that 90% of trainees surveyed acknowledged that pharmaceutical industry 
representatives in fact were influencing their prescribing practices.28  
 


Effects on Health Care Costs. Gifts from the pharmaceutical industry to health care 
professionals are not “free.” The pharmaceutical industry’s expenditures for the promotion of 
prescription drugs, including gifts, are significant, totaling $15.7 billion in 2000.29 While health care 
professionals are the beneficiaries of gifts, the cost of these marketing tools is passed through to 
purchasers and increases the costs of pharmaceutical products in two ways. First, expenditures for 
gifts are passed along to consumers in the form of higher prices. Second, if gifts to professionals 
serve their purpose, practitioners will be influenced to prescribe heavily marketed drugs, which tend 
to cost far more than less heavily marketed but often equally effective alternatives, such as generic 
drugs. Data from Great Britain suggest that use of new drugs and higher prescribing costs are 
“strongly and independently associated” with frequent interactions between health care professionals 
and pharmaceutical representatives.20 Rising health care costs can lead to limitations on access to 
care. 
 


Why Are Gifts Accepted?  
 
If accepting gifts from the pharmaceutical industry is ethically problematic in these ways, why do 


health care professional continue to take the pens, textbooks, drug samples, meals, and other gifts 
they are offered? One explanation is that accepting a gift is a natural, socially expected reaction 
motivated by a combination of self-interest and politeness. But it is also argued that health care 
professionals and trainees have come to expect gifts as part of a “culture of entitlement” that has 
evolved as a result of years of largesse on the part of pharmaceutical companies.5 Gifts have become 
a familiar part of many health care workplace cultures and established patterns of behavior often 
resist change. 


Other rationales are that inducements such as free lunches are needed to induce attendance at 
educational sessions (and may help offset the costs of such programs),30 and that they help boost 
employee morale. Some even claim that accepting gifts results in economic savings for health care 
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institutions,30 because the pharmaceutical industry provides for free items that the institutions would 
otherwise have to buy. Finally, apathy on the part of professional bodies allows the “tradition” of 
accepting gifts to continue. Failure to enforce ethical standards consistently has made it easier simply 
not to notice, or not to be concerned about, the fact that accepting gifts creates ethical risks.  


None of these arguments, however, is compelling enough to allow an ethically problematic 
practice to continue. While habit and self-interest can be powerful motivators, ethical standards 
explicitly require health care professionals to place patient interests above their own. The 
Accreditation Council for Graduate Medical Education (ACGME), which oversees all physician 
residency programs in VHA, has established important ethical principles to guide relationships with 
the pharmaceutical industry. One principle is that teaching institutions must ensure that their 
training programs have sufficient funds from appropriate sources to conduct their educational 
activities so as to reduce or eliminate the risk of undue influence.31 


Moreover, any potential cost savings resulting from gifts is likely to be far outweighed by 
undesirable effects on prescribing practices: gifts influence health care professionals to prescribe 
more expensive medications without a measurable positive effect on patient care, resulting in 
increased, rather than decreased pharmaceutical costs overall.18, 19 Moreover the Accreditation 
Council for Continuing Medical Education has concluded that commercially sponsored educational 
events are far more costly than they need to be.32 


 


Professional, Ethical & Legal Standards 
 
In recent years, many prominent organizations and associations have established ethical 


guidelines for health care professionals about accepting gifts from the pharmaceutical industry. 
These guidelines do not prohibit all gifts from industry—as the Code of Medical Ethics of the 
American Medical Association (AMA) notes, gifts may “serve an important and socially beneficial 
function,” such as supporting educational programs. But there is general agreement that gifts from 
pharmaceutical companies to health care professionals and trainees are acceptable only when the 
primary purpose is “the enhancement of patient care and medical knowledge.”17, 33, 34 


 The American College of Physicians position paper on physician-industry relations makes clear 
that permitting the acceptance of some gifts from industry is by no means the same as encouraging 
the practice: 


 
The acceptance of individual gifts, hospitality, trips, and subsidies of all types from 
industry by an individual physician is strongly discouraged. Physicians should not accept 
gifts, hospitality, services, and subsidies from industry if acceptance might diminish, or 
appear to others to diminish, the objectivity of professional judgment.16 (emphasis added) 
 
Professional guidelines seek to establish thresholds for what kinds of gifts and gift relationships 


are acceptable. In general, gifts to individual practitioners are discouraged unless they are of minimal 
value and related to the practitioner’s work—such as pads, pens, or calendars for office use.17 The 
American Medical Association, American College of Physicians, and American Association of 
Orthopaedic Surgeons (AAOS) permit modest gifts of an educational nature, such as medical books, 
or modest hospitality in conjunction with a legitimate educational program.17, 33, 35 Guidelines 
generally permit subsidies for continuing medical education conferences, so long as they are paid to 
conference sponsors, not individual participants, and sponsors are prohibited from imposing any 
restrictions with regard to substantive content of presentations.31, 35 The AMA and AAOS would 
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similarly permit subsidies for trainee participation in “major educational, scientific or policy-making 
meetings of national, regional or specialty medical associations” so long as recipients of funds are 
selected by their academic or training institutions.33, 35  


 The American Medical Student Association takes a sterner view. Its policy on pharmaceuticals 
and medical devices urges health care professionals not to accept any promotional gifts from 
pharmaceutical companies or honoraria for speaking on behalf of industry at educational 
conferences. It calls on hospitals and residency programs “to discontinue the practice of company-
funded lectures and lunches,” and recommends that they stop “disseminating information about off-
site, industry-sponsored events.”36  


Some facilities have followed this line of argument and implemented policies that strive to set 
the highest possible standards. For example, one local policy places strict limits on pharmaceutical 
representatives’ access to staff. Its policy reads, in part: 


 
Pharmaceutical Sales Representatives are prohibited from visiting the medical center for any 
business-related purpose, except under the following conditions: 


 
(1) When visits to the medical center by a Pharmaceutical Sales Representative have been 
authorized by Chief of Pharmacy, with Chief of Staff approval, for the purpose of 
coordinating the procurement or recall of a particular product, or obtaining technical or 
professional information, and an appointment has been scheduled.37 


 
The policy further prohibits training that is provided for purposes of promoting products or services 
(“vendor promotional training”), expect when training is provided “to facilitate use of products or 
services” furnished under a government contract. Pharmaceutical representatives are permitted to 
provide information and education only about products included in the medical center formulary, 
and only in response to requests from designated institutional officers. 


Finally, in July 2002 the Pharmaceutical Research and Manufacturers of America (PhRMA) 
promulgated a voluntary code for its member companies to guide their interactions with health care 
professionals and institutions. The PhRMA code sets substantially similar standards to those 
adopted by health care professional organizations and associations. Although it is not binding, and is 
predicated on industry’s continuing promotional activities, the code recognizes the need to minimize 
“inappropriate” kinds of contact between health care providers and industry representatives and sets 
standards for members with regard to sponsorship of educational conferences (including choice of 
venue), consultation arrangements with health care professionals, and educational funds and 
materials.34  


In addition to the ethical concerns about acceptance of gifts from pharmaceutical companies, 
there are legal considerations. Health care professionals employed in VHA are subject to federal 
conduct regulations and conflict of interest laws that do not apply in the private sector. For example, 
the Standards of Ethical Conduct for Employees of the Executive Branch, 5 CFR Part 2635, would 
prohibit acceptance of gifts from pharmaceutical companies by VA practitioners in most of the 
situations previously described in this report.  Moreover, a VA practitioner may not solicit gifts from 
a drug company under any circumstance. They also cannot accept a gift in exchange for acting to 
influence an agency decision, e.g., requesting that a drug be added to the formulary. VA health care 
professionals also cannot accept gifts that result in or appear to involve use of their public office for 
private gain. For example, if a VA physician were to repeatedly accept a drug manufacturer’s offer to 
pick up the lunch tab at their regular meetings, it might appear that lunch was being provided in 
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order to reward or encourage that physician to continue recommending the company’s product to 
VA patients. These and other rules that limit the acceptance of gifts from pharmaceutical companies 
require interpretation. There is also the potential for criminal as well as administrative sanctions if 
these rules concerning gifts are violated. Further, practitioners should be mindful of federal statutes 
governing the area of health care fraud and abuse, including the federal health care program anti-
kickback statute (42 U.S.C. 1320a-7b(b); see also 42 C.F.R. 1001.952). We strongly urge VA health 
care professionals who have questions about legal standards regarding gifts or other interactions 
with pharmaceutical companies and medical manufacturers to seek guidance from their local 
Regional Counsel or General Counsel. 
 


Recommendations 
 


We find ethical arguments for limiting gifts from the pharmaceutical industry compelling and 
recommend that VHA facilities adopt policies to restrict the opportunities for health care 
professionals and trainees to be offered and influenced by gifts or other incentives from 
pharmaceutical representatives. The National Ethics Committee recognizes that VHA facilities 
operate in a complex health care environment and sustain close, ongoing relationships with 
academic affiliates and other health care organizations in an effort to provide the highest quality 
care. As a public body, however, VHA has an obligation to uphold the public trust and should be 
held to a higher standard than its private sector  partners. We urge VHA networks and facilities to 
adopt robust policies that have the following features (these recommendations are consistent with 
VHA policy): 
 


(1) Establish a culture that encourages behavior by health care professionals or institutions that 
prevents influence by pharmaceutical companies. E.g., emphasizes prohibitions that limit 
gifts, such as hospitality at an expensive restaurant. 


 
(2) Reinforce awareness that every VHA employee must comply with federal law prohibiting 


actions that might result in, or create the appearance of, using public office for private gain,  
as might occur when an employee accepts a gift. 


 
(3) Assure that ethical requirements apply consistently to all persons who care for patients under 


VHA authority. Policies regarding gifts should apply equally to all health care professionals, 
trainees, and contractors, whether the individual is or is not specifically bound by regulations 
applicable to federal employees of VHA. 


 
(4) Clearly and vigorously discourage work place interactions between pharmaceutical 


representatives and health care professionals and trainees. In accordance with national 
policy, facilities should: 


 
(a) critically examine their policies and practices with regard to such interactions, 
 
and they should take steps to 
 
(b) limit pharmaceutical representatives’ access to staff and trainees in the workplace, 
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(c)  minimize reliance on external, commercial sponsorship of educational programs for 
staff, and 


(d) discourage use of commercially sponsored patient education materials that display 
company logos. 


 
(5) Assure that where policies differ from those of affiliates, the facility holds to at least as 


rigorous a standard, and ideally sets an example to which partnering organizations should 
aspire. 


 


Conclusion 
 


The social dynamics of the gift relationship, the potential for gifts subtly to bias health care 
professionals’ prescribing practices and clinical decisions, and the obligation of health care 
professionals within VHA, as public servants, to avoid acting in ways that might undermine public 
trust all argue for the adoption of clear, robust policies regarding the acceptance of gifts from 
pharmaceutical companies. Creating a workplace in which professionals no longer routinely expect 
or accept gifts from industry is a challenging task that calls for professional role modeling and 
sustained, coordinated efforts on the part of clinical and administrative leaders, as well as 
development and careful implementation of clear, well-considered policy. 


The NEC commends facilities and VISNs that have implemented policies that place strict limits 
on interactions between health care professionals and trainees and representatives from the 
pharmaceutical industry. All VHA facilities should discourage professionals and trainees from using 
promotional materials, especially where they can be seen by patients, and should regularly offer 
educational sessions for trainees and staff that specifically address types and sources of bias in 
prescribing medications. Only in this way will we fulfill our duty as government employees and 
health care professionals entrusted to serve the public interests and put the interests of our patients 
above our own. 
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