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Example Major Legal themes 
Legal Concern Stakeholder it impacts Reason 
Increased liability risk to prescribers Prescribers, Insurers If benefit does not appear, or if harm is done, 

clinicians may be held responsible. 
Would current Indemnity cover ? 

Changing liability responsibilities of 
each stakeholder during lifecycle of 
product  

Prescriber, Manufacturer Sponsors are responsible for drugs  in clinical 
trials, but generally less  so post MA, if used in 
accordance with label. 
 

Formal  approach to informed consent Prescribers, Patients Clinicians need to formally review and discuss 
information with patients to protect themselves. 
 
Patients need to be made aware of all the risks 
and confirm (sign/initial) that they understand 
them.  

Increased patient liable:  
ineffective treatment, negligence, 
inaccessibility to drug 

Patients, Prescribers, Insurers Patients may file a negligence claim, may sue or 
file a consumer protection claim. 

Guideline adherence for appropriate 
prescription  

Prescribers There are current guidelines that prescribers can 
and should follow (e.g. GMC, GMP, GMPPD). Few 
are binding 
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Example Major Ethical themes 
Ethical Dilemma Stakeholder it impacts Reason 

Informed consent: 
-Formal process for transparency  
-Mandatory for data collection and 
access 
- Research vs clinical care 

Patients, Clinicians Patients need to be aware of higher risks, potential withdrawal 
from treatment.  What type of consent is needed – the same 
as research consent or clinical care consent? 

Patient communication: 
-Clarity of information available to 
patients 

Patients, Clinicians Comprehensive, clear information for patients about the drug 
development. treatment options and access 

[Ethically] Acceptable level(s) of risk 
with early(ier) patient access 

All Stakeholders Risk needs to be documented and based on ethical principles 
or the ethical review guidance 
Reinforcement of scientific rigour  

Long term patient surveillance  and 
reassessment: 
-Continued patient surveillance of 
benefit:risk  
-Surveillance upon patient ‘exit’ 
(choice or imposed) 

Patients Practical concerns exist about long-term follow-up or an exit 
strategy.  These issues need to be specified and a framework 
put into place. 
Viability and validity of registries –who/what maintains? 

Transparency of Benefit:Risk All Stakeholders Concise information needs to be put in place about 
recruitment and the risk/benefits of the programme.  Need to 
have a transparent framework in place. 
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A product going through the MAPPs pathway has a marketing authorisation…….. 

• Legal: the current status quo prevails in terms of promotion, liability and prescription 

• Change in benefit:risk, perhaps leading to product withdrawal, could result in litigation 

• Data protection issues and the blurring of boundaries between clinical research and data collection  

 

• Ethical: concerns around equity of access and off label use 

• Informed consent requirements for prescription 

• Communication framework from manufacturer to prescriber to patient I case of changed profile 

• Informed consent and data privacy practices vary  for routine practise vs research- how is patient 
data to be used and by who? 

 

Summary findings prior to the workshop 
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Summary of key findings on Patient Uncertainties  

• Communication/Information 
• Trade off benefits-risks 
• Proven safety and efficacy of the innovative treatment 
• Awareness of operational and legal aspects of MAPPS 
• Need for an “exit strategy” 
• Better promotion of early access to innovative treatments 
• Education of patients enrolled in the process  
• Key role of patient organisations and patient advocates as information providers 
• Consider national and cultural variables 
• Informed consent should be provided 
•  understanding of inclusion and exclusion criteria prior to enrolment 
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A Multi-Stakeholder IMI Project led by the 
European Medicines Agency Investigating MAPPs 

The purpose of this workshop was to:  
 
1) Explore the key identified key uncertainties, legal and ethical issues -  have any been 

missed?  
 

2) Work though some scenarios to see how they play out 
 

3) Explore some recommendations to reduce some of these issues within the context of 
MAPPs 
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• Three hypothetical scenarios presented 

– Oncology 

– Rare disease 

– Neurodegenerative 

 

• “Pressure test” these worked examples with “What if….” questions 
eg “What if the confirmatory study is not positive ?” etc. 

 

• Look at new or more likely issues and think through mitigation strategies 

 

This workshop…. 
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Good news – no unexpected new issues that hadn’t been considered 

Good news – some of the issues gained more prominence or more clarity form the exercise 

 

1) Patient education and informed consent 

– Open & honest consent, including possibility of change in availability 

– Education of ALL stakeholders (including prescribers) about status 

– Patient Orgs can help and should be involved in co-creating materials 
Concerns over resources 
 

 

Output….. 
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1) Mandatory consent and data collection 

– Agreement on need, but be realistic. Cannot be mandated or made a condition of 
access. 

– Focus on centres of excellence. Expertise and data should travel, not the patient. 

– Education will facilitate 
 

2) Ensuring equity of Access 

– Big concern about inconsistent access but not a MAPPS issue per se 

– Promote Early Dialogues with Payers, HTA agencies and other stakeholders through 
existing tools like PRIME 

Breakout session – Afternoon 
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1) ‘Exit’ from patients and HCP perspective 

– Disengagement an issue for the individual – consent essential 

– Change in Benefit Risk less of an issue than change in reimbursement decision – 
withdrawal of funding seen as problematic 

 

2) Patient data use 

– No major obstacles but discussion about who hosts data – patient groups, professional 
society, pharma company etc 

Breakout session – Afternoon 
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Food for thoughts 

• Resourcing 

• Role of European Reference Networks needs to get out 

• Coverage (how to reach people that have difficulties accessing data) 

• Capability/capacity 

• Accountability (who is in charge of what). 

 

11 
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• Consolidate findings from today: Produce a joint summary report of the workshop 
• Integrate findings and recommendations into final deliverables of D3.08 and D3.04 
• Publish final report Early Q2 2017 
• D3.08 links with other work streams/packages: 
 

- Continuing cross fertilization with D3.04 (patient uncertainties), addressing 
communication strategies for risk and uncertainty between patients and prescribers 

 
- Exploring current prescription control tools across EU states and if there are any ethical 

and legal issues associated with their use or lack of use under MAPPs (D3.09 and D2.07) 
 

- Highlight any potential legal blocks for D2.08. Outputs from work streams will need legal 
review, often in individual countries, to ensure compliance  

Next steps…. 
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Thanks to everyone who took part ! 
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