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3 Background
It is a key deliverable that the aims, objectives and deliverables of SCOPE are clearly communicated to stakeholders.  This is to ensure the purpose of the Joint Action is understood as well as to communicate about progress and outputs but also provides support for maximising the impact of deliverables to improve operations of pharmacovigilance systems in Europe. 
The main responsibility for communication and dissemination is with the MHRA as leaders of Work Package 2 and coordinator for the Joint Action.  However Work Package and topic leaders also have an important responsibility to provide communications content as well as participate in planning and activities to promote their own work packages and the project as a whole.

4 Aims
The purpose of this plan is to outline how the various activities for SCOPE will be communicated and the strategies that will be used to deliver these. It also identifies key stakeholders with which information about SCOPE should be communicated as well as potential forums for achieving this.  As a result of the strategies and approaches outlined in this plan, stakeholders of SCOPE will be kept informed in an organised, timely, and effective manner. This communications plan will cover:

· Audience to be communicated with

· The methods and forums for delivery of those messages

· Broad areas for messages to convey
· Deadlines and timeframes of these various communication messages
5 Objectives
SCOPE’s Work Package 2: Dissemination, which is responsible for communications aspects of the Joint Action includes a number of deliverables which will facilitate the completion of the above aims. These include:

· Development of a communications plan (i.e. this document)
· Development of a SCOPE website

· Development of an informative leaflet

· Two stakeholder engagement meetings

· Implementing web-conferencing and teleconferencing facilities

· Delivery of quarterly Work Package updates

· Development of a logo with related branding

· Delivery of a final report for a lay audience 
6 Target Audience and Stakeholder Analysis




There are many stakeholders with whom SCOPE needs to communicate including organisations both external and internal to the project. This section will analyse those stakeholders through a stakeholder analysis grid, and then present the method proposed to engage with them. 

Stakeholder Analysis Grid






EAHC
The European Agency for Health and Consumers is responsible for running the EU Health Programme and launches a call for proposals for Joint Actions every year.  Following the 2013 call for proposals SCOPE was approved for funding under this programme.  It is therefore a key stakeholder that must be kept well-informed through the project and is also represented on the General Advisory Board (GAB).

European Commission 

Regular update reports will be provided to the European Commission via the EAHC.
EMA

The European Medicines Agency has a significant responsibility for the EU pharmacovigilance system in Europe.  It is very important that effective and regular communication with the EMA and committees coordinated by the EMA are established to ensure clarity about SCOPE’s objectives, expected deliverables and eventual achievements in order to avoid any overlap of confusion over responsibilities.  This is particularly relevant for the EMA’s Project 00305 on the implementation of the EU legislation and sub-project teams.

National Competent Authorities

The goal of the project is to improve the operations of National Competent Authorities (NCAs) throughout Europe.  Many European NCAs are actively involved in one or more Work Packages within SCOPE, but others are active only in providing information to SCOPE and eventually receiving training and guidance documents. This will mean that there will potentially be range of awareness of current progress of SCOPE within individual NCAs.  There are also some regulators who are not actively involved in SCOPE and so have no direct information from within the project consortium.  Extra efforts must be made to ensure that these countries are fully informed about SCOPE.  

Healthcare professionals

Limited deliverables and aims of SCOPE will be directly relevant for healthcare professionals – specifically risk communications and ADR collection.  Other work packages are less directly relevant although ultimately about improving the operation of pharmacovigilance for the benefit of public health.  The deliverables of SCOPE are more relevant to this stakeholder group than the Joint Action directly and so it is expected that communications to this group about SCOPE itself will be more limited.   The need for translation of communications to healthcare professionals into EU languages will be considered on a case by case basis.
Patients/Public
Again the deliverables of SCOPE focussing on risk communications and ADR collection are more relevant to this stakeholder group than the Joint Action directly.  It is expected that communications to this group about aims, progress and deliverables of SCOPE will be limited.  The need for translation of communications to patients and the public into EU languages will be considered on a case by case basis.  The final SCOPE report written for a lay audience will be translated. 
Industry

Although SCOPE focuses on supporting NCAs to operate effective pharmacovigilance systems, it will be important to keep industry informed of progress as an important part of the pharmacovigilance system.  Some deliverables may also be relevant for industry and there is the potential for delivering training to industry in some areas.   A separate Industry Stakeholders Forum is also to be established to provide a forum for sharing information and progress of SCOPE with the pharmaceutical industry.
Uppsala Monitoring Centre 

The Uppsala Monitoring Centre (UMC) as an international centre of pharmacovigilance provides is an important stakeholder to communicate with about the aims and deliverable of SCOPE as well as progress.  The UMC will also provide a means of sharing information about SCOPE with international pharmacovigilance regulators and organisations.
Press

The press provide a potentially useful means of communicating information about SCOPE more widely to healthcare professionals through trade press, and to the public in general.  
Stakeholder Breakdown Table
	Stakeholder
	How to communicate
	When to communicate

	European Commission
	Progress Reports, GAB
	At set stages throughout SCOPE, especially the final report at the end

	EAHC
	Progress reports, GAB, Stakeholder meetings
	Throughout SCOPE

	EMA
	Progress Reports, Stakeholder meetings, GAB
	Throughout SCOPE

	National Competent Authorities
	Stakeholder meetings, Website, PRAC, HMA, CMDh 
	Throughout SCOPE

	Healthcare Professionals
	Direct communications, Website
	After relevant milestones

	Patients
	Website and Leaflet
	Throughout SCOPE

	Uppsala Monitoring Centre 
	Progress Reports, Stakeholder meetings, GAB
	Throughout SCOPE

	Industry
	Industry Stakeholder Forum, Stakeholder meetings
	Forum held every nine months

	Press
	Press Releases, progress reports, stakeholder meetings
	After any newsworthy accomplishments


7 Channels of Communication
Key messages will be developed during the various stages of the project and delivered through the below channels. 
These are the main ways that SCOPE information will be disseminated to external stakeholders:

Project Website. This will be created and maintained by the MHRA, and will be a publicly accessible area that will simultaneously inform stakeholders about the project’s progress whilst providing tailored information for specific groups who require more in-depth knowledge. A website has been designed and is due to go live by month 6 of SCOPE.
Brochure. The creation of a brochure is an established requirement of the Joint Action, and so it is directly required by the EAHC. The information in this leaflet will be very high-level so that it can be easily understood by stakeholders. It will also, however, point any interested parties in the direction of more specialised knowledge. Its design and printing will be subcontracted, and it will be distributed online.  Production of translated and printed versions will be considered if this is requested. 
Identifying other channels of communications 

Other forums which are expected to provide potentially useful means for communicating information about SCOPE include the following:
	Forum/organisation
	Description
	Communication aims

	SCOPE stakeholder meetings
	Forum for updating stakeholders on progress of SCOPE
	All EU regulators will be paid for their attendance and travel.  Representatives from industry and other organisations with an interest in pharmacovigilance will also be invited

	Project 00305 / Project teams – via the Project Coordination Group (PCG)
	European Medicines Agency led project to implement the EU pharmacovigilance legislation
	Opportunity to keep EU regulators up to date, and to discuss areas where SCOPE can collaborate
All WPs particularly 4,5,6,7 & 8 

· Progress
· Deliverables

· Opportunities to share developed deliverables

	Co-ordination group for Mutual recognition and Decentralised procedures – human (CMDh)

http://www.hma.eu/cmdh.html 
	Set up for examination of any question relating to marketing authorisation of a medicinal product in two or more Member States in accordance with the mutual recognition procedure or the decentralised procedure. The task of the CMDh was substantially extended in 2012 by Directive 2010/84/EU, amending Directive 2001/83/EC as regards pharmacovigilance
	Opportunity to keep EU regulators up to date

Particularly WPs 7 and 8 

· Progress

· Deliverables



	Pharmacovigilance Risk Assessment Committee (PRAC) 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000537.jsp&mid=WC0b01ac058058cb18 
	The Pharmacovigilance Risk Assessment Committee (PRAC) is the committee at the European Medicines Agency that is responsible for assessing and monitoring safety issues for human medicines.


	Opportunity to keep EU regulators up to date

WPs 4,5,6,7 and 8 

· Progress

· Deliverables

· Opportunities to share developed deliverables

	EudraVigilance Expert Working Group

http://eudravigilance.ema.europa.eu/human/evEWGroup.asp 
	Group of European Experts advising on aspects related to pharmacovigilance and EudraVigilance including policy, guidelines, good practices and harmonisation
	Opportunity to keep EU regulators and the pharmaceutical industry up to date

WPs 4,5 and 7 

· Progress

· Deliverables

· Opportunities to share developed deliverables and training

	Heads of Medicines Agencies

http://www.hma.eu 
	The Heads of Medicines Agencies is a network of the Heads of the National Competent Authorities whose organisations are responsible for the regulation of Medicinal Products for human and veterinary use in the European Economic Area.
	Opportunity to keep heads and policy departments of EU regulators up to date

High level interest in all WPs 

· Progress

· Deliverables

	WHO National Pharmacovigilance Centres Meetings
http://www.who-umc.org 
	Every year representatives from the national pharmacovigilance centres meet and exchange news and views on global Adverse Drug Reaction issues and ways of improving drug safety monitoring
	Opportunity to keep EU regulators and the pharmaceutical industry up to date

WPs 4,5, 6, 7 & 8
· Progress

· Deliverables
· Opportunities to share developed deliverables and training

	International Society for Pharmacoepidemiology (ISPE)

https://www.pharmacoepi.org  


	The International Society for Pharmacoepidemiology (ISPE) is a non-profit international professional membership organization dedicated to advancing the health of the public by providing a forum for the open exchange of scientific information and for the development of policy; education; and advocacy for the field of pharmacoepidemiology, including pharmacovigilance, drug utilization research, outcomes research, comparative effectiveness research, and therapeutic risk management
	Opportunity to keep international regulators, academics and industry up to date

WPs 4, 5, 6 and 8

· Progress

· Deliverables

· Opportunities to share developed deliverables and training

	International Society of Pharmacovigilance (ISOP)

http://www.isoponline.org  


	The International Society of Pharmacovigilance (ISoP) is an international non-profit scientific organisation, which aims to foster Pharmacovigilance both scientifically and educationally, and enhance all aspects of the safe and proper use of medicines, in all countries


	Opportunity to keep international regulators, academics and industry up to date

WPs 4, 5, 6, 7 and 8

· Progress

· Deliverables 

· Opportunities to share developed deliverables and training

	Drug Information Association (DIA)

http://www.diahome.org 


	DIA is a neutral, global, non-profit association that provides knowledge resources across the full spectrum of medical product development. DIA also manage EudraVigilance information  days on behalf of the EMA.
	Opportunity to keep international regulators, academics and industry up to date

WPs 4, 5, 6, 7 and 8

· Progress

· Deliverables Opportunities to share developed deliverables and training


8 Action plan
This section details the methods of communicating with internal SCOPE stakeholders, as well as the proposed timeframes for communication. 

8.1 Routine communications

Meetings. These provide an important means for sharing progress between work package leaders, active partners and the coordinating partner, both face-to-face, and through teleconferences or web-conferences.  The meeting schedule is detailed in the below table. 

Work Package Leader – 6 face-to-face plus usually monthly teleconferences

Work Package meetings – 6 face-to-face plus usually monthly teleconferences

General Advisory Board – three times over the project
Stakeholder meetings – two meetings including industry and other interested organisations
Industry Stakeholder Forum – three or four times over the project
Communications with other stakeholders will also be a topic discussed within the work package leader, work package and General Advisory Board meetings.

Reports. Quarterly update reports will provide a regular means for sharing a more formal update on progress across all work packages.  These will also be made available on the SCOPE website. 
Website



The SCOPE website provides a means for communicating information about the aims, objectives and deliverables of SCOPE to stakeholders.  News, progress reports and other documentation can also be delivered through the website.  A separate ‘members’ area will also be available to deliver content to restricted audiences such as those participating in the project.  
Work Package specific communications

Communication activities specific to each individual Work Package will also be occurring throughout the project; the exact timings of these will be established after consultation with each of the Work Package leads.   Work package leads will also be expected to work closely with the coordinator to develop proposals and plans for the WP2 promotional activity allocated to each Work Package.
Scanning for communications opportunities

Throughout the project the WP2 Communications team will be aware of the possibility of including other communication outlets. These may possibly include other committees, international conferences, social media, and other means of stakeholder engagement.
	Activity 
	Month

	WP Leader face-to-face Meetings
	1, 8, 16, 24, 32, 36

	Stakeholder Meetings
	18, 36

	Communication Plan
	4

	Implement Communication Tools
	1-4

	Promotional Activity
	1-36, as needed

	Quarterly WP Update Reports
	4, 7, 10, 13, 16, 19, 22, 25, 28, 31, 34

	Branding
	1-4

	Final Lay Report
	36

	Website
	6

	Leaflet
	6


8.2 Additional communications

	Forum/organisation
	Meetings

	SCOPE stakeholder meetings
	April 2015

June 2016

	Eureopean Risk Management Strategy Faciliitation Group (ERMS-FG) and Project Coordination Group (PCG)
	Monthly

	Project 00305 
	Monthly

	Co-ordination group for Mutual recognition and Decentralised procedures – human (CMDh)
	Meet monthly.  The calendar is available at http://www.hma.eu/115.html


	Pharmacovigilance Risk Assessment Committee (PRAC) 


	Meet monthly.  The calendar is available at http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/landing/prac_meetings_landing_page.jsp&mid=WC0b01ac058058f327 

	EudraVigilance [Steering Committee? &]  Expert Working Group


	Quarterly and some additional teleconferences

	Heads of Medicines Agencies


	The calendar is available at http://www.hma.eu/122.html Every six months. 
February 2014

May 2014

2015/2016 not yet scheduled

	WHO National Pharmacovigilance Centres Meetings
http://www.who-umc.org 
	Annual meeting

14-17 October 2014

	International Society for Pharmacoepidemiology (ISPE)

https://www.pharmacoepi.org/ 


	Annual conference

24-27 October 2014

22-26 August 2015

	International Society of Pharmacovigilance (ISOP)

http://www.isoponline.org  


	Annual meeting

19-22 October 2014

	Drug Information Association (DIA)

http://www.diahome.org 


	Annual meetings

Annual Euromeeting 25-27 March 2014

Annual meeting 15-19 June 2014

Annual Euromeeting 13-15 April 2015




9 Risks

This section outlines the risks of the SCOPE Communications strategy and how those risks will be mitigated.

	Risk
	Mitigation

	Failure to identify all relevant stakeholders
	Before commencement of the project, extensive research into stakeholders will be undertaken by the relevant partners, ensuring that no group of stakeholders is not identified

	Not maintaining stakeholder communications
	MHRA as leaders of WP2 will maintain high levels of communication throughout the project; maintaining these standards will be made easier by the fact that MHRA is also the overall project leader, so can self-regulate to keep standards high

	Communication difficulties between partners
	This risk is particularly applicable as SCOPE is an EU project in which the working language is English. Efforts must be made to communicate clearly, and reduce any ambiguity of language. This applies to all types of communication - email, phone calls, and face-to-face meetings


9 Budget
The budget allocated for the SCOPE communications strategy can be found in the WP2 outline document.  Expenditure on communications will be recorded and subject to review by the WP leaders and the General Advisory Board.
10 Evaluation

Successful evaluation of the SCOPE communication strategy will be undertaken by WP3. More informal evaluation will also occur continuously throughout the project by all Work Packages, who will be able to ascertain the level of outside engagement with their particular SCOPE work area. 
Evaluation of the success of the plan will be based against a series of measurable objectives. These include: 

· A completed SCOPE website
· A completed leaflet

· Two successfully completed stakeholder engagement meetings
· A positive evaluation from the SCOPE WP3 evaluation team
11 Roles and responsibilities 

The SCOPE team at MHRA will have ultimate responsibility for communication throughout SCOPE, being the project lead and also the WP2 lead. 
Work Package leads will have to work with MHRA to plan appropriate communications strategies, provide relevant content and materials, provide updates for reporting, and to identify opportunities and any additional stakeholders to which communications should be directed.

Advice from the General Advisory Board will be sought on communication/dissemination activities planned and undertaken to ensure they are appropriate, relevant, meet the necessary audiences and are of appropriate timing.  
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