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There exist a number of uncertainties
at the times of the approval, launch
and reimbursement of health 
technologies

• Safety & Performance
• Effectiveness in the target 

population
• Link surrogate/final endpoints
• Relative effectiveness
• Cost-effectiveness
• Budget impact etc….

Traditionally regulators and payers
have borne the risk of taking such
uncertain decisions (both rejecting
valuable technologies or approving
others which do not confirm claimed
value)

Ideally…



CED main characteristics

1. These arrangements provide a different distribution of risk between payers and 
manufacturers than the traditional adopt/reject paradigm

2. There is a programme of data collection agreed between the manufacturer and 
the payer

3. The data collected are intended to address existing uncertainties previously
identified

4. This data collection is tipically initiated in the time between the regulatory approval
and price/reimbursement decision

5. The price, reimbursement, and/or revenue for the product are linked to the 
outcome of the data collection; either explicitly by a pre-agreed rule or implicitly
through an option to rinegotiate price, reimbursement or revenue at a later date

Source: ISPOR, PBRSA task force
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Challenges of CED schmes – a systematic 
review

Objectives:
1) To review and classify critical features that affect implementation 

and success of CED schemes.
2) To review specific CED schemes for MDs, and to explore how the 

relevant features identified were addressed
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Results of the literature review: critical
features of CED

General lack of an a priori strategy and lack of guidance to 
support decisions on  CED schemes. 

Issues identified with eligibility/appropriateness, design, 
implementation and evaluation of CED schemes
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Results of the literature review: critical
features of CED
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Initiation of 
schemes

• Decide whether a CED is required. 
• Lengthy and complex negotiations .

Critical features:



Results of the literature review: critical
features of CED
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Initiation of 
schemes Design

• Identifying appropriate study design and 
outcomes. 

• Who does what? (governance issues and COI)
• Type of CED (e.g., approval with research – AWR, 

only in research - OIR) and data collection.
• Duration of the scheme and stopping rules.
• Defining who will pay for the research.

Critical features:



Results of the literature review: critical
features of CED
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Initiation of 
schemes Design Implementation

• May be costly and complex to administer
• Lack of incentives to collect the data or lack of 

experience with CED
• Use of registries: 

 Need accuracy, reliability and completeness of the 
information

 Need to respect confidentiality

Critical features:



Results of the literature review: critical
features of CED
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Initiation of 
schemes Design Implementation Evaluation

• Difficulty to turn results into policy 
• Account for confounders and lack of controls with RWD
• For manufacturers, risk associated with being 

responsible for outcomes when they cannot control the 
way a technology is prescribed or used

• Difficult to withdraw technologies, especially on cost-
effectiveness grounds

Critical features:



Ethical challenges
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– Coercion of patients to participate in trial as condition of coverage
– Geographical inequalities due to practical arrangements under

only in research schemes
– Withdrawing technologies as a consequence of not conducting

the study



Specific aspects for MDs?

• Very little on how MDs characteristics affect
design/implementation of schemes

• Some features of MDs may be relevant:
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Greater uncertainty at
market access

Appropriateness of schemes; higher need for 
RCTs and patient relevant outcomes?

Device/user interaction 
(Learning curve) 

Attribution of effects; require careful data 
collection planning and statistical analysis; 
conflicts in the interpretation of results

Unrecoverable investment 
costs 

Higher opportunity costs of reverting the decision
(unrecovreable costs); less likely to be worthwile

Product modifications and 
shorter life-cycle

Enhanced planning of statistical analysis; include 
other products entering the market?; time 
horizon of the analysis

Dynamic pricing Freezing costs at the onset; impact uncertainty on 
cost-effectiveness and BIA



Next steps

• Survey to experts in each country, (possibly) with 
direct experience on negotiating, designing and/or 
conducting CED schemes for Medical Devices 

• Provide guidelines and policy raccomandations on 
how to implement and design CED schemes for 
MDs
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Next steps: survey to experts

17 countries interviewed to date
47% have schemes for MDs
~30 technologies undergoing CED 
identified across Europe



NHS Commissioning Through Evaluation –
MITRACLIP
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• Residual uncertainties on 
procedure costs and effectiveness 

• Set up of a registry link with 
administrative datasets.

• 199 patients enrolled in three 
patients (single arm study)

• FU up to 2 years 
• CtE evaluation concluded that 

MitraClip is associated with 
reduced mortality and associated 
symptoms of HF  in at least the 
short term 

• Also associated with fewer 
resource consumption (hospital 
admissions and LOS, but unlikely to 
offset the initial procedure costs)



Thank you
Carlo.federici@unibocconi.it
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