USF HEALTH

Guidelines for Industry Relationships

Adopted: April 9, 2009
Revised: August 3, 2010
Purpose:

This guideline governs interactions between USF Health Community Members with Industry and recognizes the benefit of such interactions in contributing to quality patient care and the advancement of knowledge.

Definitions:

· Industry - pharmaceutical representatives, device representatives and other vendors

· USF Health Community Members - USF Health faculty, staff, residents, fellows, students and other trainees, and other workforce members

· PHI – Protected Health Information as defined by the HIPAA Privacy Rule: any health related information that can be used to identify an individual
Gifts & Meals, Samples and Site Access

Gifts and Meals from Industry
Pharmaceutical Samples:
USF Health Site Access by Industry Representatives
USF Health and Continuing Professional Education

Industry Compensation/Reimbursement for Basic Attendance at Educational (CPE) or Professional Meetings 
	Quick Reference:

· Costs of attendance at professional meetings may not be paid for by Industry.

· Industry may contribute to a general departmental fund controlled by the institution for the benefit of trainees.


(1) AMA Gifts to Physicians, AMA website, January 2007.
Industry Compensation/Reimbursement for Professional Speaking and Lecturing at Educational (CPE) or Professional Meetings
	          Quick Reference:

· Faculty lecturing at professional meetings for compensation must be disclosed through ROAD as an outside activity (see full text for exceptions). 

· Faculty must take annual leave for participation in outside activity during University business hours.

· Reasonable compensation may be paid to the faculty member for the speaking activity.

· Actual costs of travel, lodging and other reasonable expenses of attending the event may be paid by the sponsor or organizer of the meeting.

· For CPE events, the policies and procedures of the ACCME accredited provider apply and honoraria/expenses should be paid by the ACCME accredited provider(2). 


(2) ACCME Standards for Commercial Support, standards 3.7 – 3.9, revised 2007.

Consulting Relationships with Industry
	Quick Reference:

· Faculty consulting relationships must be defined by a written agreement that specifies the specific legitimate tasks and deliverables; payment must be commensurate with the tasks performed considering the faculty member’s specialty, expertise and regional/national/international reputation. 
· A copy of the executed agreement must be provided to the Department Chair and to USF Health Office of Faculty Affairs.

· Faculty consulting relationships must be disclosed through ROAD as an outside activity, unless otherwise agreed by the Department Chair.

· Faculty must take annual leave for participation in outside activity during University business hours.

· Faculty who are engaged in research involving the company with whom the consulting relationship is proposed must complete a Financial Relationships Disclosure Form and follow the process for review of conflicts of interest in research. 


Informational Presentations on Behalf of Industry (Speaker’s Bureau Relationships)
	Quick Reference:

· Faculty participation as speakers on behalf of industry products must be disclosed through ROAD as an outside activity.

· Faculty must take annual leave for participation in speaker’s bureau activities during University business hours.

· Reasonable compensation may be paid to the faculty member for the speaking activity based on the faculty member’s expertise, experience, regional/national/international reputation, and specialty.

· A meal may be provided as long as such meal is “modest as judged by local standards.”

· The gathering must be primarily for the purpose of informing healthcare professionals about a product or treatment, providing scientific information, and promoting educational discourse on the topic presented and the venue conducive to informational communications.

· Presentation materials on drug products must follow pharmaceutical guidelines and present information on the FDA-approved use of the drug product and may not promote the “off-label” use of a drug product.


Relations with Pharmaceutical and Industry Representatives in Educational Settings

1.  Representatives are allowed to provide educational materials and presentations to resident physicians only if the interaction is approved by the relevant residency director. 

a)     Interactions must only involve presentation of published literature and FDA approved indications.

b)    Time allowed for open questions shall be not greater than 10% of the allocated presentation time.
c)     The representative may not provide promotional items to the medical students or resident physicians, regardless of value.
2.     Pharmaceutical representatives shall not have access to patient information nor be allowed to observe examinations or therapeutic discussions of patients. 
3.     Device representative’s access to patient information, examinations, and therapeutic discussion shall be limited only that which is necessary for appropriate education of the medical staff during planned or active use of the represented device.   
Relations with Pharmaceutical and Industry Representatives in Publications
Faculty may not submit material(s) for publication (or for consideration for publication) in professional works as their own created product if those material(s) are primarily created by another person such as but not limited to employees of pharmaceutical and device manufacture corporate entities.  Such conduct may be referred for consideration as research misconduct (possible plagiarism) under University System Policy, 0-301, Misconduct in Research.  

Recommendations for USF Health Internal Referrals for Action

Recommendations to the Curriculum Committee:

1.     Students should be provided a comprehensive education regarding the roles that outside

commercial interests play in the medical profession and the importance of responsible, critical decision making when interacting with representatives of those companies.
2.     A gradated level of education should be provided as students progress through their medical education.  A minimal level must be attained before students begin their MS1 LCE assignment.  A further level is expected prior to the MS3 clinical year, during which students are frequently exposed to representatives from pharmaceutical and device industries.  A system should be implemented to allow students to demonstrate and certify their competency at each level.

Recommendations to the Honor Council: 
1. Students should limit their professional interactions with commercial representatives to those that occur during their clinical duties.

2. Students should refrain from displaying commercial promotional materials during their clinical duties.

3. Students should at all times adhere to those guidelines set forth by their honor code as they pertain to interactions with representatives.

Recommendation to the Student Council:

1.     Establish an award which annually recognizes a faculty member who has contributed to educational discussions regarding the role of pharmaceutical and device industries in the business of medicine. Note: This award would not be intended to recognize “pharm-free” physicians, but rather those physicians who foster open conversations and mentor students regarding responsible decision making during interactions with representatives from pharmaceutical and device industries.

Recommendation to Faculty Council:
1.     Faculty Affairs and the Faculty Council should compile a catalog, updated annually, available to the students and faculty of USF Health fully disclosing each member’s outside financial interests that relate to the profession of medicine.  

Recommendations to Vice President of USF Health:
1.     Establish and fund a USF Health marketing initiative which serves to further the branding of USF Health while replacing those promotional items previously received from representatives.  

2. Work with the Student Council to establish an award which annually recognizes a faculty member who has contributed to educational discussions regarding the role of pharmaceutical and device industries in the business of medicine.
There shall be a one year grace period for implementation of the policies and procedures enunciated.  Effective 1 Jan 2010, failure to abide by the principles enunciated and modifications as subsequently adopted shall be cause for disciplinary action in accordance with relevant University Policy.
It is proposed that this document serve as a vehicle for discussion and referral for consideration as noted which should conclude in early 2009.

Quick Reference:


No remuneration for accepting or dispensing sample medications.


Sample medications must be signed for by a physician and logged in as received and out as dispensed or disposed of.


Samples are to be kept in a secure central locked area and managed by designated clinic management.


Any Schedule II or III medications are to be kept in a separate locked storage.


Sample medications may be dispensed only under written order of a physician or other licensed practitioner authorized to prescribe.


Record all dispensed sample medications in the patient medical record, including written order for such, date, medication dispensed and related dosing instructions, which should be provided to the patient.


Expired samples to be disposed of as hazardous waste and not distributed or dispensed for use by anyone.





Quick Reference:


Occasional gifts from Industry acceptable when of modest value and directly related to professional education or patient care/education.


Marketing materials not acceptable.


Gifts of entertainment, recreation, cash or cash equivalents, personal benefit never acceptable.


Meals from Industry acceptable only when of modest value and in connection with educational presentation.


Meals scheduled in advance and held in non patient care areas.





Quick Reference:


Industry representatives must schedule appointments with physicians and limit their interactions to that physician.


Industry representatives must sign in and out, and wear a visitor ID.


Industry representatives are not to have access to patients or PHI unless authorized by the treating physician and patient for patient care.


Industry representatives are to provide any educational materials, products or product information only to a physician or designated clinic staff.  They may not place materials in patient care areas or waiting areas.


Educational sessions are to be held away from patient care areas wherein PHI is not viewed or heard.
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