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Objectives
The objectives of this procedure are the following:
· To set forth those circumstances where travel, hospitality and gifts are permissible
· Define the expenditure limits that are applicable to travel, hospitality and gifts
· Identify the documentation and tracking that is required when such exchanges occur.
I. Scope

In Scope

This procedure is applicable to travel, hospitality (lodging and meals) and gifts (where allowed by local law) provided to Health Care Professionals (HCPs) and/or Government Officials (GOs) during appropriate interactions whether provided directly by the company or through an intermediary contracted to act on behalf of the company.   

Out of Scope

<Enter here, local exceptions, e.g., interactions with government employees, providing gifts, etc.>.  
II. Policy

The company must set limits on expenditures for travel, hospitality and gifts that comply with local law.  In addition, all costs for travel and hospitality must be reimbursed according to the applicable local policies regarding expense reimbursement.

As a general rule, gifts should have a genuine educational and/or scientific value, benefit patients and/or be relevant to the practice of the HCP.  Gifts should be appropriate to the circumstances and consistent with what is customary in the local market.  


If authorized under the local laws and regulations, branded promotional items of minimal value may occasionally be provided to HCPs.  

Any gift or expenditure for travel or hospitality must have all the following characteristics.  It must:

· Not be a cash payment or a cash equivalent
· Be recorded accurately in the company’s books and records
· Be provided in connection with a bona fide and legitimate business purpose
· Not be motivated by a desire to exert improper influence, or the expectation of reciprocity
· Be reasonable and customary under the circumstances
· Comply with local laws and regulations.

Expenses should be paid directly to the service provider (i.e. airline, hotel or restaurant) rather than the individual receiving the benefit.  If that is not possible, then reimbursement to the individual should be made only for expenses that are properly documented.

Where consistent with local law, the company may pay for travel, hotel, meals and, where applicable, registration fees for HCPs at the occasion of third party-sponsored or company-sponsored congresses or symposia for professional or medical education.  Such hospitality must be modest, appropriate and secondary to the main purpose for which the meeting is provided, and it must not be conditional upon any obligation to prescribe or purchase the company’s products.
Travel, meals and extra hotel costs incurred by spouses or guests of HCPs cannot be reimbursed or paid for by the company.  In addition, inappropriate financial and material benefits, including excessive hospitality or first-class travel reimbursement, cannot be offered.  
When interacting with HCPs, the company should, where appropriate, identify in advance those expenses that it will, as well as will not, reimburse.  Travel, lodging, meals and hospitality may only be provided in those circumstances expressly permitted in this document.

As a general rule, all interactions between company employees (or intermediaries performing work on the company’s behalf) and HCPs must be for the purpose of, and at venues consistent with, the exchange of scientific and medical information.  Ordinarily, venues such as theatre, sporting events or golf outings are not conducive to such exchanges of information.

· Travel, lodging, meals and modest hospitality must only be provided for a bona fide business purpose

· No “side trips”, unrelated trip extensions or other side benefits may be included

· Per diems must not be advanced, paid or reimbursed directly or indirectly
· Hospitality must not be provided to anyone other than the HCP or Government Official

· Hospitality must be modest, appropriate, in good taste and customary

· Travel, lodging, meals and hospitality must be in accordance with local law and regulations and properly recorded in company books and records

· Travel, lodging, meals and hospitality must not be in exchange for business or to gain an improper business advantage.


For product training that requires, for its effectiveness, HCP trainees to gather at a central location, the company may reimburse for travel, lodging, and modest meals consistent with the provisions of the company Travel and Entertainment Policy (if applicable). 
All gifts provided to HCPs/GOs must be approved by the company prior to distribution. 

All gifts to Government Officials (other than branded promotional items of minimal value when allowed by local law) must have the express prior written approval of the responsible Compliance Responsible Person.  The Compliance Responsible Person should take into account the number and total value of gifts given to any individual Government Official, and local legal requirements with respect to gifts to Government Officials.
Gifts to Government Officials must be modest and inexpensive in value, not exceed the local legal maximum value for such gifts, and otherwise comply with local law.  

It should be taken into account that certain regulations applicable to Government Officials may also include limits or amounts above which the Government Official must disclose the gift to his or her superiors.  

Expenditures for hospitality and meals provided to Government Officials must comply with local laws and must be recorded accurately in the company’s books and records.

In the case of an HCP who is also a Government Official, hospitality, travel and lodging must be approved in advance in writing by the responsible Compliance Responsible Person and must meet the other requirements of this chapter.  As a general rule, all interactions between company employees (or agents performing work on the company’s behalf) and Government Officials must be at venues consistent with the purpose of the meeting.
For interactions with product and site regulators, including health economics and pricing authorities and inspection bodies, [company name], or third parties acting on their behalf, may not provide gifts, hospitality, or meals to product or site regulators. 

III. Applicable Groups to be Trained
This section is to be completed and agreed locally.
	Role or Function
	Level of Training
	Frequency of retraining
	Training trigger

	Please enter the role/job title or departmental function of the person(s) that this SOP applies to 
	Enter the level of training that is required e.g.:

· Training course

· Quiz

· Read & Understand
	Enter frequency of retraining if qualification is required to be taken more than once
	Enter what triggers the training e.g. New starter; involvement in the process; x months into role


IV. Detail of the Procedure

[the below steps is an example/recommendation of the procedure for Travel Hospitality and Gifts  activity. To be customized based on the internal procedure of the company]
Step 1: Compliance Responsible person and Management Team establish monetary limits
 [Insert here information on local procedures, restrictions, and limits – Consider the following points:]
· Establish dollar limits and guidelines for travel, hospitality and gifts provided to HCPs/GOs where allowed by local law (e.g., in some countries gifts and meals are not permitted).  
· Establish guidelines for how limits are implemented locally (e.g., advisory boards, symposia, etc.). 

· Review limits periodically to ensure that they remain consistent with changes in local regulatory and economic conditions.
Step 2: Compliance Responsible person and Management Team establish specific review, approval and reporting processes
 [Insert here information on local procedures, restrictions, and controls – Consider the following points:]
· Define processes for:
· Review and approval of nominal gifts, branded items and education-related materials; 

· Pre-approval of any company-sponsored activities that include hospitality and gifts (such as a post advisory board meal);
· Pre-approval of any travel, hospitality and gifts that will be provided to HCPs or government officials;
· Intermediary reporting of expenditures incurred on behalf of the company;
· Retrospective monitoring of hospitality and gift expenditures provided to HCPs/GOs.

· Develop standard forms in support of the above processes, as required.  

The following sub-sections identify specific tasks required for travel, hospitality and gifts.  You may want to consider the following points in your local procedures.
A. Travel provided to HCPs/GOs
Advise all HCPs/GOs of the established travel limits and requirements.  All travel expenditures must comply with defined limits.
B. Hospitality provided to HCPs/GOs
Advise individual HCPs/GOs that meals must comply with company limits.  Receipts must be retained and submitted to the company.
Hospitality provided in conjunction with an event must be planned, documented and pre-approved.  Retain all such documents in the program file.
Define a process to manage ad hoc spending.
Perform a reconciliation of all planned and actual expenditures for hospitality associated with an event.

Company employees must document all company-provided meals that are shared with individual HCPs.  Include:

· Name(s) of the recipients
· Nature of the interaction and business purpose

· Date of the interaction
· Amount spent
· Receipts for the expenditure.

Obtain pre-approval of any exceptions to established limits.

Integrate all HCP/GO hospitality expenditures that are reported by intermediaries into the company’s recordkeeping system/process.
C. Gifts
Obtain approval of all gifts (other than nominal, branded gifts of minimal value).  Retain evidence of such approval. 

Document all gifts provided to individual HCPs/GOs by company personnel.
Step 3: Train/communicate guidelines to company/intermediary personnel
 [Insert here information on local training processes, timelines and documentation requirements and retention]
· Train all affected company employees and intermediaries that will be providing travel, hospitality or gifts to HCPs/GOs on behalf of the company.

· Collect attendance records and certifications (if applicable) of training provided to both employees and intermediaries. Retain records according to local record retention policies.
· If alternative communications will be used rather than training.  Document the content of the communication as well as the distribution list.

· Schedule refresher training/communication on a periodic basis to ensure that changes to limits and guidelines are clearly communicated to affected personnel.
Step 4: Review and monitor activity
 [Insert here information on local process steps]
· Conduct periodic testing and monitoring of travel, hospitality and gift expenditures of a relevant sample of activities.

· Evaluate the compliance of individual expenditures as well as the overall expenditures associated with a particular HCP.
· Evaluate large group activities and reconcile inconsistencies.

· All emerging patterns of over-expenditure should be reviewed with the Compliance Responsible person; management intervention may be required.
V. Outputs

Outputs could include:

· Activity record including the name(s) of the recipients, the nature of the interaction, the date of the interaction, the business purpose and the amount spent and/or items provided.

· Documentation/receipts
· Updated expense reporting records

· Travel, hospitality and gifts review and approval documentation (e.g., gift log or tracking mechanism, forms, signatures, etc.
· Training certificates
· <Add any additional local outputs>
VI. Controls

Controls could include:
· Call summaries
· Expense report summaries
· Testing and monitoring reports
· <Add any additional local reports>
VII. Abbreviations and Terms

Abbreviations

	GO
	Government Official

	HCP
	Health Care Professional

	SOP
	Standard Operating Procedure


Terms

	Effective  Date
	This is the date that the SOP version is valid from

	Government Official
	Any official or employee of a government agency or instrumentality of the government, political party, party official or candidate, or public international organization.  Professionals employed by or acting on behalf of a health care entity owned or controlled by a government body, such as public hospitals or state universities.

	Health Care Professional
	A physician, or any other individual, institution or entity that has the ability to prescribe, acquire or influence the prescription or acquisition of the [company name] products or services at issue, and either of the following: 

The products at issue are regulated or registered as medicinal products or devices (or their equivalents) in the applicable country; or 

The products or services at issue are subject to reimbursement by government or third parties; or, are offered for sale with products or services subject to such reimbursement. 




VIII. Change History

	Date
	Details
	Author
	Version

	<ddmmyy>
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