
WHITE PAPER SERIES 2020:005 | 06 JULY 2020

Yana Budel  |  Andreea Cracut

Compliance for Virtual Patient Engagement



GCOGLOBAL.COM

© Copyrights reserved 

WHITE PAPER SERIES 2020:005 | 06 JULY 2020

Compliance for Virtual Patient Engagement

Patients (either as representatives of a Patient Organization or as individuals) and their caregiver’s involvement are 
fundamental for the advancement of pharmaceutical and medical technology industries. In these challenging times, 
the digital communication channels are the primary and, at times, the only means of engaging with Patients, Patient 
Organizations Representatives (PORs), and Patient Caregivers (PCs). Many different virtual platforms are available to 
facilitate this vital interaction. To meaningfully connect with Patients, PORs and PCs, it is essential to make the technology 
used, and the process involved - easy and engaging, given the needs of the group of people you engage. 

While interacting virtually with Patients, PORs, and PCs, its essential that  industry guidelines  and your company SOP’s  
are carefully considered. Even though most of the national and international rules and regulations are written with live 
interactions in mind, they apply to the virtual interactions as well. For example, the prohibition of marketing of prescription 
only medicines to the public, and the prohibition of promoting medicines not approved in the country of the audience, are 
rules which must be observed, even if the interaction is taking place virtually.

Below you will find a few compliance and technical matters to be kept in mind when engaging with Patients, PORs, and 
PCs in a virtual environment:

1. Adherence to the applicable national and international industry codes and laws

Compliance and legal experts can help you identify the relevant rules that apply to the engagements with Patients, 
PORs, and PCs. The Pharma or MedTech code of the country of the audience, taken together with your company’s 
guidelines, would be the framework within which the planned interaction is to take place. In case the two rulebooks 
differ in the provided guidance, your compliance department will be able to reconcile the differences and offer advice. 

2. Suitable Content

The content to be shared must be suitable for the Patients, PORs, and PCs involved in the interaction. 

• Direct to consumer advertising of «prescription-only» pharmaceuticals within Europe is prohibited. Information 
about «prescription-only» medication made available to the Patients, PORs, and PCs must be factual, balanced, not 
misleading and must not encourage prescription of such medicine. 

• The promotion of «prescription-only» medical devices is largely prohibited in Europe. Each country regulates this 
to a different extent and in different ways. Therefore, the advice of your company legal counsel and/or compliance 
professionals would be essential to ensure a compliant engagement. 

3. Technical considerations for the virtual interactions

• The meeting duration should not be too long, as some Patients cannot stay in front of a screen for extended 
periods. 

• If possible, use a platform already familiar to or used by the Patient, POR, or PC (like FaceTime, WhatsApp, Facebook 
Messenger, Skype) for the planned engagement. Doing so will ensure that there will be no technical challenges on 
the part of the Patient, POR, or PC. In this way, you can utilize the time for obtaining valuable input, rather than 
explaining how a given platform works.

• Be careful with fast-changing or flashing graphics in your presentation or in the platform to be used. People with 
certain medical conditions may become unwell or be unable to focus. 

• In case you are planning on recording a Patient talk or an interview, you might want to allow for recording/
interviewing in short increments and time for rest. In case this is done in a studio environment, then consult with 
the treating physician or caregiver of the patient, as there may be other considerations to be taken into account.
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• An extended technical rehearsal is required for Patients, PORs, and PCs, if the platform used is unfamiliar to them. 

• If the Patient, POR or PC has a visual or hearing impairment, then the platform will need to be suited/adaptable to 
those specific needs (e.g., for people who are deaf or with sensory disabilities - the use of captions can improve the 
quality of the virtual meeting; captions can also include speaker identification, sound effects and music description).

• It is always useful to provide the Patient, POR, or PC you will be interviewing or recording, with simple, easy to apply 
tips about the on-screen appearance (e.g. background, dress style, body language). 

4. Contracts with the Patients, PORs, and PC

Each Patient, POR, or PC performing services for a Pharma or Med Tech company must have a signed contract. 
Choosing the template for such a document should be done in consultation with your legal department,  consultation 
with your legal department, with special consideration given to the target groups. The standard contracts used for 
engaging HCPs or events for engaging PORs can often be too long and difficult to understand for individual Patients 
or PCs. Your legal team should ensure that the terms used in the contract are accessible (as much as possible). It 
is important to note that contracts with PORs should also be shorter and more simplified than those used for HCP 
engagements.

• Currently there are no national or international regulations or laws which regulate the fair market value to be paid to 
the Patient, POR or PC in exchange for their services.  Companies make their own determinations as to the hourly 
rate to be offered. This is usually done in consultation with their Patient relation team and compliance department. 
When determining how to fairly compensate the Patient, POR or PC, the required time investment, the expertise, 
and commitment of each individual or entity are often considered.  The specific fair market value amount should 
be included into the contract for their services.

• The payment terms included in the contract should provide speedy reimbursement of expenses and honorarium 
amounts.  Companies may want to support the Patient, POR or PC as much as possible, so as to make it easy for 
them to participate and then be compensated for their services. As they are members of the general public or they 
belong to small not for profit organizations, they are unlikely to be familiar or used to the ways of the Pharma or 
MedTech companies. The engagement can be made more attractive for them if they know that the compensation 
will be received as soon as possible after the engagement and with little to no administrative burdens.

• In addition to standard clauses, such as the description of services, honoraria payment, transparency notice, and 
non-disclosure, clauses referring to the consent of the Patients, PORs or PCs about the way recording material 
(audio and video) is used, and for how long, must be included in the contract. A notice about the personal 
information gathered and its use should also be included. 

5. Transfer of Value (ToV) reporting 

It is important to remember that some countries require ToV reporting for PORs. Industry and Governments are 
currently considering including a requirement for Patient ToV reporting. Please consult your company and the industry 
guidelines for more up to date and detailed information. It may very well be that your company has a rule and a system 
to collect ToV reporting, even if this is not yet mandatory to be disclosed publicly and to the government.

Contact us now at info@gcoglobal.com or call us at +31 184 496 999 if you need:

• Advice on drafting SOPs for your virtual meetings;

• A privacy statement or policy for your webcasts and webinars;

• Support with contracts for speakers and suppliers for your virtual & hybrid meetings;

• Advice on industry and country requirements when interacting with HCPs/HCOs/Patients/Patient Organizations.


