	LOGO HERE

Company Name
	Medical education/ Professional education events
	Document Number
: [enter desired document number here]
Page
: 1 of 14
Version
: 1.0

Effective date: dd/mm/yyyy



This is a TEMPLATE SOP and should be tailored to meet the specific requirements of the user


Table of contents

2I.
Objective


2II.
Policy


4III.
Scope


4In scope


4Out of scope


4IV.
Related Documents


4V.
Abbreviations and Terms


4Abbreviations


4Terms


5VI.
Applicable Groups


6VII.
Detail of the procedure


61.
Company organised event


92.
Third Party event


92.1.
Company invited


112.2.
Requested support


12VIII.
Outputs


13IX.
Change History


13X.
Approval Status




I. Objective

To ensure that any kind of educational event, are held in accordance with all applicable laws, regulations and industry codes of conduct, as defined in <add details of any applicable local laws / regulation>.
II. Policy

<Add Company Name here> may sponsor congresses and symposia and alike for professional or medical education that contribute to the practice of medicine and are primarily intended to support the dissemination and exchange of scientific and medical information or the demonstration of treatments or procedures. Such events should be distinguished from promotional activities, which are primarily intended to promote the benefits, features and usage of <Add Company Name here> products. 

Congresses or symposia for medical or professional education may be organized by third parties or directly by <Add Company Name here>. 

Sponsorship of such activities can consist of: 

· Financial

· Scientific

· Technical

· Organisational and/or logistical support. 

In instances where the <Add Company Name here> is the sole sponsor or is directly organising the symposium, it is particularly important that these meetings be organised for the purpose of scientific exchange and do not have a primary aim of supporting promotion of the company’s products. 

Such programmes should be carefully scrutinised by relevant medical affairs, regulatory affairs and Compliance personnel to ensure compliance with local laws, applicable industry codes, and applicable anticorruption laws, and to ensure the appropriate educational nature of the programme. <Add Company Name here> sponsorship of congresses, symposia and other educational or healthcare-related meetings and/or programmes must always be disclosed in a transparent way to the participants. The fact of sponsorship should clearly be stated in advance of the meeting, at the meeting and in any related proceedings. 

Where consistent with local law, <Add Company Name here> may pay for the following hospitality:

· Travel 

· Accommodation

· Food and bevarage

· Registration fees for HCPs at educational events

Such hospitality must always 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 a company product(s). 

The budget for such events must not come from within Sales or Marketing and should not be managed and approved by the sales and/or marketing function within the Company.

Attendee selection and symposia management decisions must be made outside of the sales and marketing functions. For both company-organised and third party-organised congresses and symposia, sales and marketing staff can provide advice on the existence of a need or request for medical education with respect to an individual HCP or an institution in their geographic area of responsibility. However, the final decision to support or not support a particular request must be made outside the sales and marketing function. 

Furthermore, the contract with or the invitation to the HCP must specify that where the attendance by the HCP is subject to professional and/or employment rules requiring approval by a professional organisation and/or employer, the HCP warrants that they shall obtain such approval prior to attending and that upon request by <Add Company Name here>, the HCP shall provide written evidence of the relevant approval(s). 

In the case of an HCP who is also a government official, and where required under local laws or regulations, <Add Company Name here> must also obtain prior written approval from or provide notice to the HCP’s supervisor or employer, whichever is required by local law. The request for approval or notice must fully disclose the nature and date of the symposium, and its location.

III. Scope

In scope 

<delete or add bullets below as appropriate>
· Conferences, congresses or satellite sessions

· Meet Expert sessions

· CME Activities

· Post graduate education

· HCP initiated educational activities

Out of scope

· Any kind of arrangement with non-HCPs such as patients.

· Meetings where the main intent is promotional. 

· Advertising & Promotional activities & materials

IV. Related Documents

	Document name
	Title

	Add details
	International and Local Codes

	
	Please add any other relevant local SOPs


V. Abbreviations and Terms

Abbreviations

	HCP
	Health Care Professional

	SOP
	Standard Operating Procedure

	CME
	Continuous Medical Education

	GO
	Government Official


Terms

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

	Review
	Author to check and amend an SOP where required

	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 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. 



VI. Applicable Groups

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


VII. Detail of the procedure

[the below steps is an example/recommendation of the procedure for Medical Education/Professional Education events activity. To be customized based on the internal procedure of the company]
In general there are 2 types of support for attendance at educational events:

1. Company organised event

2. Third-party organised event 
All support must be approved and funded outside of Sales and Marketing. However all such support can be discussed and considered by a compliance responsible person) to allow for a well balanced and documented approach to identify which third party events <Add Company Name here> will support attendance to. In all cases this body must consider the required criteria for such attendance. Please note: Sales / Marketing can propose suitable candidates for such support. (See policy for further guidance)
1. Company organised event

For <Add Company Name here> organised events there are 7 key steps to be taken:

1. The basic information document: This is used so that the <Add Company Name here> organiser will be provided approval in principal so that they know they can go ahead and develop any associated materials.

2. Initial Compliance Review: This is a first step to ensure that the meeting will be appropriate and in compliance with applicable regulations and policies. [please check “HCP Meeting, Event or Training Packet” document in the toolkit for more details on approval form template and invitation letter template]
3. The set-up of the meeting and materials for review: This is where the organiser will co-ordinate the meeting requirements and materials ready for review
4. Final review: This is to be carried out once all materials have been finalised and meeting details are understood.
5. The co-ordination of the meeting: This is when attendee selection is done, the invitations are sent out and the meeting has full approval
6. Follow-up during the meeting: Checks to ensure the meeting goes ahead as intended.
7. Post-event follow-up: closing the loop with finalising the post-event file and making sure that reconciliation has been done and all documentation is in place.
Once it has been agreed (by the compliance responsible person) that <Add Company Name here> will organise an educational event the <organiser> will open an event file. <add local details of how this is achieved>
1. Initial  information

Responsibility: The<Organiser> will:

· Raise the initial basic information document with sufficient detail to make a compliance judgement

· Send the document to the compliance Office/responsible person <Change as required> for approval (Note: approval of such events must sit outside Sales and Marketing) 

2. Initial Compliance Review

Required to ensure the meeting will be appropriate and in compliance with applicable regulations and policies.

Responsibility:  compliance Office/responsible person <Change as required> will:

· Review the initial document to ensure that:

· The intent is educational

· That the attendance criteria are understood 

· The subject area meets with an interest of  <Add Company Name here>
· meeting venue and location are in line with the local policies/laws
· Provide guidance to the <add function here>team setting up the meeting

3. The Set-up of the meeting and materials for review 

 Responsibility: <Meeting co-ordinator will:

· Co-ordinate the meeting and materials, including:

· Venue

· Meeting agenda

· Materials – provided by <Add Company Name here> and or by a HCP such as slides, hand-outs and brochures (reviewed by regulatory)

· Meals

· Accommodation

· Travel

· Invites

· Selection of attendees

· Seek advice from the compliance Office/responsible person where required

· Ensure that all the above items are formally approved by <add function name> (eg Medical OR Regulatory affairs – check requirements of local trade associations) to comply with local trade association standards.

4. Final Review

Responsibility: compliance Office/responsible person <Change as required> will:

· Review that the meeting stands up to the requirements of <add local trade association>, locals laws:

· The meeting fulfils an educational need

· The event is associated to an interest of <add company name here>
· The materials and meeting content has been approved by Regulatory / Medical affairs/responsible person to make sure that none of the materials provided indicates that there is a disproportionate focus on the promotion of products 

· Any hospitality provided is aligned with local laws and regulation.

· Any HCP speakers being used have a formal speaker contract in place, that outlines their responsibilities and that of <add company name here> (See SOP on fee for service agreements)

· The selection of attendees meets the agreed criteria and is not intended to reward past or future business.

· There is no hidden promotional intent.

· Formally review the completed materials provided by the meeting co-ordinator, such as the invitation, agenda, venue and travel arrangements and follow-up with other required functions such as Regulatory / Medical Affairs to ensure local laws and regulations are met. 

· Will either formally approve the event or discuss any potential issues with the co-ordinator to hopefully resolve any problems

· Where problems cannot be resolved, and a risk for non-compliance exists will formally reject the meeting.

5. Co-ordination of the meeting

All materials at this stage must meet local trade association. 

 Responsibility: <Meeting co-ordinator> will:

· Proceed with the coordination including but not limited to: 

(Note meeting may be co-ordinated via a third party provider)

· Sending invitations

· Arranging speakers as required (Please follow the requirements of the Fee for Service Agreements SOP)

· Seek advice from the compliance Office/responsible person where required

Final attendee Review

· assure that all changes to the  final list of attendees have been reviewed before departure
6. During Meeting:

Responsibility: <Meeting co-ordinator> will ensure:

· The meeting stays aligned with the approved agenda 

· All fee for service arrangements are delivered as per contract

· A record of attendance is documented

· Only invited attendees are involved in the meeting(s) and any associated meetings such as satellite symposiums.

· Only the materials approved prior to the event are used. (Speakers are responsible for their content – oversight prior to presentation is desirable)

7. Post-event follow-up & Documentation 

Responsibility: <Meeting co-ordinator> will ensure:

That the following documentation is retained:

· All meeting related materials and information, including:

· Record of attendees and the selection criteria

· Support provided to attendees (Flights/accommodation etc)

· All materials used and provided prior to/during and where applicable post event

· Agenda

· Detail of any Fee for Service agreements

All the above should be linked to each specific event.

2. Third Party event

There are many third party organised educational meetings such as Congress meetings where the industry get together and share scientific information and data. For such events <add company name here> are able to provide support for attendance in one of two ways:

1. Company invited: <Add Company name> invite a selection of potential attendees based on scientific and educational need selection criteria.

2. Requested support: where <Add Company name> support the attendance of individuals who have requested assistance to attend.
2.1. Company invited

Once it has been agreed (can be done by Compliance responsible person) that <Add Company Name here> will support attendance to a third party educational event, the <requester> will raise a formal request for the event <add local details of how this is achieved>
1. Initial Basic information document

Responsibility: The event owner will:

· Raise the initial information document (to be created locally) with as much detail as needed to make a compliance judgement

· Send the completed form to the compliance Office/responsible person <Change as required> for approval (Note: approval and funding of such events must sit outside Sales and Marketing)

2. Initial Compliance Review

Required to ensure the support in theory will be OK.

Responsibility: compliance Office/responsible person <Change as required> will:

· Review the initial request to ensure that:

· The intent is educational

· That the attendance criteria is understood 

· The subject area meets with an interest of  <Add Company Name here>
· the venue and location are in line with the local laws/policies
· travel and hospitality and accommodation are in line with the local laws/policies
· Provide guidance to the <add function here>team co-ordinating the support

Responsibility: <Meeting co-ordinator> will:

· Agree who will be invited 

· Develop invitations

Note: <Add company name> can organise the above on behalf of the HCP, or where possible and providing original receipts are produced, reimbursement may be provided in line with local policies and procedures on reimbursement.

3. Final attendee review

· assure that all changes to the  final list of attendees have been reviewed before departure
4. During Meeting:

Responsibility: <Meeting co-ordinator> if in attendance will ensure:

· A record of attendance is documented

5. Post-event follow-up & Documentation 

The following documentation must be retained by the <Meeting co-ordinator>
All meeting related materials and information, including:

· Record of attendees and the selection criteria

· Support provided to attendees (Flights / accommodation etc)

· All materials used and provided prior to / during and where applicable post event

· on site expense documents

· financial reconciliation
2.2. Requested support

Once it has been agreed  that <Add Company Name here> will support ad hoc requested attendance to a third party educational event, the event owner> will ensure that a budget has been agreed that resides outside of Sales and Marketing.

All such support must be supported by a written request from the HCP.

1. Request for support received:

Responsibility: The event owner will:

· Raise the initial request form (to be created locally) with a much detail as possible, this must include reason for support, objectives etc. and must include a copy of the original request for support from the HCP

· Send the completed request form to the compliance Office/responsible person <Change as required> for approval (Note: approval and funding of such events must sit outside Sales and Marketing)

2. Compliance Review

Responsibility: compliance Office/responsible person <Change as required> will:

· Review the initial request to ensure that:

· The intent is educational

· That the HCP requesting support meets the agreed criteria

· The subject area meets with an interest of  <Add Company Name here>
· venue etc…….

· all other info in initial request

· Provide approval or not for the support.

· Will provide feedback and support to the <requester>
Responsibility: <Meeting co-ordinator> will:

· A letter agreement must be provided which clearly states the grounds of the support 

Note: <Add company name> can organise the above on behalf of the HCP, or where able providing original receipts are produced, reimbursement may be provided in line with local policies and procedures on reimbursement.

3. During Meeting

Responsibility: <Meeting co-ordinator> if in attendance will ensure:

· A record of attendance is documented

4. Post-event follow-up & Documentation 

The following documentation must be retained by the <Meeting co-ordinator>
· All meeting related materials and information, including:

· Record of attendees and the selection criteria

· Support provided to attendees (Flights / accommodation etc)

· All materials used and provided prior to/during and where applicable post event  including possible additional expense notes

VIII. Outputs

· Written request from HCP

· HCP Meeting, Event or Training Packet
· Educational grant contract  

· Financial Statement of Payments on Educational Grants to HCP

IX. Change History

	Date
	Details
	Author
	Version

	<ddmmyy>
	Newly created procedure
	<Author Name here>
	1.0

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


X. Approval Status

	Author:
	Job Title
	Signature
	Date

	Skeleton SOP
	Only to be used after local adaptation and local Compliance and legal review
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