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Section 26 of Massachusetts S 2660 Could Negatively Affect Patients
Section 26 of Senate Bill 2660 would prohibit a “pharmaceutical or medical device manufacturer agent” from giving a gift of any value to a health care practitioner (HCP), a member of an HCP’s immediate family, an HCP’s employee or agent, a health care facility, or the employee or agent of a health care facility.  Although the bill’s intent is to ban “gifts”, the bill actually is a curtailment of relationships between pharmaceutical companies and doctors and patient groups.  
Drug and Device Samples Are Not Clearly Excluded 

· Section 26 does not clearly exclude drug and device samples.  The definition of “gift” exempts “prescription drugs provided to a physician solely and exclusively for use by the physician’s patients,” which is likely intended to but does not clearly apply to samples. Furthermore, this exemption does not address medical device samples or demonstration devices.  To avoid any ambiguity, the definition should explicitly exclude samples of all medical products.  
Section 26 Limits Valuable Information
· Section 26 would prohibit drug companies from providing HCPs and health care facilities with patient education and disease management materials.  These items do not promote a particular product or manufacturer but rather benefit both physicians and patients by explaining a disease, therapeutic goals, clinical practice guidelines and by providing information about additional resources for further information.  The exception for the dissemination of peer-reviewed academic, scientific, or clinical information is insufficient because patient-directed materials are not peer-reviewed. In addition, the exemption would likely prohibit the dissemination of complete issues of journals because not every article in a journal is peer-reviewed. 
· Pharmaceutical companies would no longer be able to provide educational items such as anatomical models and charts for practitioners’ offices.

· Section 26 could have a chilling effect on CME programs.  CME programs have been recognized as valuable activities that improve the quality of patient care.  The prevailing view among the Food and Drug Administration (FDA), the Department of Health and Human Services Office of the Inspector General (OIG), the American Medical Association (AMA), and the Accreditation Council for Continuing Medical Education (ACCME) is that financial support for CME from pharmaceutical manufacturers is not only permissible but desirable.

· The Food and Drug Administration Amendments Act of 2007 (FDAAA) authorizes the Food and Drug Administration to require Risk Evaluation and Mitigation Strategies (REMS) for certain high risk medicines. These structured, required programs are intended to increase safeguards for patients when FDA believes that extra vigilance is needed. By preventing the flow of informational materials to healthcare practitioners, Section 26 could prevent pharmaceutical companies from complying with REMS programs, which could negatively impact patient safety.

Limitations on Research

· Section 26 could negatively impact investigator-initiated studies in Massachusetts.  The National Institutes of Health’s website for clinical trials (clinicaltrials.gov) lists 5,167 clinical trials in Massachusetts alone.  Of these trials, 1,786 clinical trials are currently recruiting patients.

· Section 26 could prohibit research grants provided to physicians.  Conducting an investigator-sponsored clinical trial could arguably not constitute “consideration” for a research grant, and thus the grant would be unlawful.  Even if grants are not prohibited, the reporting requirement may discourage physicians from seeking and companies from providing such grants.  Thus, physicians in Massachusetts would be prevented from conducting important research that could have significant implications for patient health. 
Section 26 Extends Far Beyond Pharmaceutical Manufacturer and Health Care Practitioner Relationships

· References in this section to pharmaceutical manufacturers’, HCPs’, and health care facilities’ agents sweep too broadly.  As written, Section 26 would restrict the activities of individuals who are far removed from either the drug manufacturer or the HCP or health care facility.  For example, someone in a design firm working on only one account for a drug company could be prohibited from offering a cup of coffee to his neighbor, who happens to work for the accounting company engaged by a hospital.  

· Section 26 ignores the fact that a family member of a physician might be employed by a drug company.  Although the family member’s salary would be paid in return for consideration, the bill could prohibit the family member from accepting a bonus or other job perks.  

· If a patient group is associated with health care practitioners or their family members by having a physician on their board or as a staff member, pharmaceutical companies may not be able to sponsor functions such as awards dinners.
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