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1. SUMMARY 
 

The scientific audit of the RIVM medical technology (MedTech) field of expertise (FoE) is commissioned 
by the RIVM Scientific Advisory Board (SAB, or Commissie van Toezicht). The MedTech FoE is not a 
distinct organisational unit but draws from the available knowledge, skills and expertise from within the 
RIVM: the domain Public Health and Health Services at the Centre for Health Protection (Centrum 
Gezondheidsbescherming, GZB). 

The MedTech FoE has four main strategic themes.   

1. (High-risk) medical implants: monitoring adverse health effects, safety assessment, risk management 
and development of new safety testing strategies. 

2. Horizon scanning and safety assessment of new medical technologies. 
3. Regulatory frameworks and standardisation of medical devices. 
4. Crisis support: safety assessment and risk management including laboratory analysis. 

The scope of the audit covers the six roles as described in the Terms of Reference Audit medical 
technology (ToR) and the self-assessment report that RIVM has performed. These roles are - (the % refers 
to activity or time spent on each of these roles): Research (~10%); Policy advice PA (~50%); Information 
provision IP (~10%); Monitoring and surveillance M&S (~5%); Crisis and incident management C&IM (~on 
demand); Programme coordination PC (~25%).  RIVM coordinates the Implant Side Effect Notification and 
Expertise Centre (Meldpunt en Expertisecentrum Bijwerkingen Implantaten, MEBI).  

The audit committee performed the on-site audit at RIVM from 16-18 June 2021, interviewed RIVM staff 
and external experts, and studied documents including the self-assessment report and stakeholder 
assessment report prior to the on-site audit. 

The general conclusion of the audit committee is that the MedTech FoE is a very small unit operating well 
on a small part of the medical technology field (high risk implants) where their expertise is trusted by the 
commissioners and the European regulatory arena alike. They rely on motivated and skilled staff 
responding to many ad hoc requests. Staff is complimented for their endurance. Outside this particular 
area of work the FoE has a low profile, both in terms of network (clinical, science, patients, general 
public) and in terms of capacities, while there is a need to develop capacity and connections in emerging 
fields. 

The key evaluation questions are: 

1. What is the quality level, in scientific terms, of RIVM’s activities relating to medical technology and to 
what extent are these activities carried out independently? 

The quality level, in scientific terms, of RIVM’s activities regarding medical technology cannot be assessed 
since it comprises only 10% of the activities, based upon 1-2 fte’s work. Generating knowledge for policy 
advice in the strategic themes is highly valued.  

2. Is RIVM’s work helping to maintain a high level of quality for care delivery in the Netherlands where 
medical technology is being used? 

There is no direct answer to the question how the work of RIVM contributes to maintain a high level of 
quality for care delivery in the Netherlands. The indirect contribution is by taking the side effects 
notifications and product analysis of implants as a proxy for risk and safety, by advising VWS and IGJ on 
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this topic. A second aspect of contributing to the quality of care is by contributing to the regulatory realm 
(national and EU).  

3. Is RIVM seen as an authority in this field, capable of acting as a trusted advisor? Is RIVM a trusted 
advisor that can exert an effective influence in the international (EU) arena? 

The MedTech FoE is considered an authority in assessing high risk medical implants. It is considered a 
trusted advisor in the international (EU) arena. RIVM is trusted by the commissioners, albeit that they 
would welcome advices to be translated into more operational guidance supporting their need for advice 
on policies. RIVM prefers to provide a strictly scientific advice. 

The committee identified a number of challenges to be addressed. One of which is the mutual 
dependence of the main commissioners (Ministry of Health, Welfare and Sport, VWS and the Health and 
Youth Care Inspectorate, IGJ) and the FoE, including the funding structure. Another challenge is the 
potential mutual lack of trust between RIVM and the commissioners on how to best communicate 
science- and fact-based insights.  

In order to be prepared for the future, and be able to cover a wider range of the vast field of medical 
technology, including the rapidly emerging digital Artificial Intelligence (AI) technologies and software as 
a medical device, the audit committee suggests the recommendations to be considered, discussed and 
taken into account. 

 

2. General section  
 

The National Institute for Public Health and the Environment (RIVM) is an agency of the Ministry of 
Health, Welfare and Sport. RIVM works towards a healthy population in a sustainable, safe and healthy 
living environment. To that end, RIVM aims to be a trusted advisor to the government, professionals and 
private citizens. Requests for advice or research to the RIVM can only be made by or through 
governments, never (directly) by professionals, companies or citizens. The core values of RIVM are: 
expertise, reliability and independence.  

Core tasks of RIVM as a knowledge institute are to advise the national government and other 
government bodies, in order to advise professionals and the general public; to monitor public health, 
diseases, and quality in nature and the living environment; and contribute to preventing, combating and 
controlling incidents and crises. To that end, scientific research is conducted, and the available scientific 
knowledge is collected, clarified and shared.   

This audit is commissioned by the RIVM Scientific Advisory Board (SAB, or Commissie van Toezicht), 
which decided on 16 March 2020 to carry out a scientific audit on the ‘medical technology’ as the field of 
expertise (FoE). The SAB also stated that the audit should focus on activities related to the safety of 
medical technology. 

RIVM’s main activities on medical technology are concentrated within the RIVM domain Public Health 
and Health Services at the Centre for Health Protection (Centrum Gezondheidsbescherming, GZB). GZB 
consists of four departments: Biological Medicines, Screening and Innovation (BSI), Product Composition 
(PRS), Innovative Test Strategies (VTS) and Effects on Public Health (EVG). The medical technology 
(MedTech) FoE is not allocated to a distinct organisational unit but draws from the available knowledge, 
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skills and expertise present in all four GZB departments and its network within and outside RIVM. In 
general, the department of EVG is carrying out most of the commissioned work. 

Work on MedTech has been strongly demand-driven, a large part through regular assignments 
commissioned by the ministry of health, welfare and sport (VWS) and health and youth care inspectorate 
(IGJ). Most staff members work on MedTech projects part of their time. Staff is allocated to MedTech 
projects annually depending on the (research) questions commissioned mainly by VWS and IGJ. 
Currently, policy advice (50%) and programme coordination (25%) outweigh other topics (research, 
information provision, monitoring and surveillance, and crisis and incident management). Budget has 
significantly grown over the years, from 1.3MEuro in 2016 to 4.7MEuro in 2020 – last year particularly 
due to COVID. 

MedTech FoE concerns activities related to both the safety of medical devices and their application in 
practice. This includes the risks and benefits of the medical products per se and clarification of the effects 
of those risks and benefits at the population level when those products are applied. This FoE also covers 
activities that focus on the legislation and regulations for these products. RIVM MedTech FoE staff is 
member of a number of international standardization committees. Both laboratory work and desk 
research are carried out. 

The MedTech FoE had four strategic themes for 2015-2020 that were inspired on the changing demands 
by the commissioners, developments in MedTech in general, the RIVM 2025 strategy1, and opportunities 
for GZB recognised by senior staff and GZB management.  

 

Main strategic themes 
 

1. (High-risk) medical implants: monitoring adverse health effects, safety assessment, risk management 
and development of new safety testing strategies. 

The MedTech FoE is continuing its work on high-risk medical implants, with many years of experience 
on projects in this area and focus on (registration of) adverse health effects, development of new 
safety test strategies, risk management and safety assessment, including the potential impact on 
patient safety. MedTech FoE has worked on various high-risk implant medical devices, including: 
metal-on-metal hip implants, injectable fillers, breast implants, transcatheter aortic heart valves and 
mesh implants to treat pelvic organ prolapse. 

2. Horizon scanning and safety assessment of new medical technologies 

RIVM-GZB has a broad expertise in medical technology, including the identification of new and 
emerging technologies and assessment of safety. The horizon scan in 2018 identified medical 
technologies expected to emerge in the next 5 to 10 years. From an initial list of emerging medical 
technologies, three technologies were selected for more elaborate analysis: (1) eHealth, (2) robotics 
and (3) 3D printing. The output of the work was one of the building blocks for VWS to formulate its 
Vision on Medical Technology in 2019, which was made operational in cooperation with 
stakeholders, resulting in a National Agenda MedTech in 2020. 

 
1 RIVM2025 refers to the RIVM mission and strategy from 2020-2025. The four strategic priorities are: ‘RIVM plays a 
relevant role at the heart of Dutch society’; ‘RIVM is prepared for the questions asked today and tomorrow’; ‘RIVM works 
from local to international’; ‘RIVM is shaped by people’. See: https://www.rivm.nl/en/about-rivm/mission-and-strategy 
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3. Regulatory frameworks and standardisation of medical devices 

With regard to regulatory frameworks, MedTech FoE experts have been active in working groups of 
the European Commission for over a decade, dealing with specific aspects of medical device 
legislation. RIVM experts were part of the national team that prepared the European regulation for 
medical devices (Regulation (EU) 2017/745 EU MDR and Regulation (EU) 2017/746 EU IVDR) which 
are currently being implemented nationally. The MedTech FoE has been participating in 
standardisation committees for over two decades where they participate on behalf of VWS. 
Standards typically describe the technical criteria and safety requirements and how to evaluate 
these. They are highly technical documents based upon in-depth knowledge of many disciplines (e.g. 
regulatory, toxicology, chemistry, materials, production, testing options). The MedTtech staff 
discusses with VWS, to align with the priorities of VWS. Involvement of MedTech staff in contributing 
in the development of legislation and standards requires a long-term commitment.  

4. Crisis support: safety assessment and risk management including laboratory analysis 

GZB provides support to VWS and IGJ in situations of crisis as needed. Support usually consists of 
generating data, initiating (inter)national collaborations, interpretation of data, and providing advice. 
Three major crises in which the MedTech FoE has had an active role include: suspected contaminated 
hypodermic needles (2015); Silicone Breast Implants contaminated with man-made mineral fibres 
(2016), and MedTech FoE support during the Covid-19 pandemic. An example of this support is 
testing of personal protective equipment (PPE) and to establish whether these complies with 
regulatory requirements.  

5. Secondary strategic themes (as identified in the self-assessment report, p.10) 

Other topics have arisen in the work of MedTech FoE such as ‘nanomedicine and nanotechnology’; and 
‘substandard and falsified (SF) medical devices’. Also ‘eHealth and digitisation in health care’ is a 
secondary strategic theme, which aligns with the Horizon scan 2018 (see above).   

 

2.1 Scope of the evaluation 
 

The main purpose of the audit is to determine RIVM's scientific quality and independence in the field of 
medical technology. An additional purpose is to determine how much of an effective balance there is 
between knowledge-generating research and demand-driven advisory tasks, allowing lessons to be 
learned and potential improvements to be implemented. This audit focuses on the quality (in particular 
the scientific quality), the independence from commissioners and stakeholders, the extent of evidence-
based advice and the interrelationships within the work. Attention will be paid to the social relevance 
and the extent to which RIVM acts as a trusted advisor. 

RIVM plays an important role in medical technology safety for their regular commissioners. While the FoE 
covers a broad spectrum of tasks, it is a modest part of the (safety of the) vast field of medical 
technologies.  

The scope of the audit covers the entire FoE of medical technology within GZB covering the six roles as 
described in the Terms of Reference Audit medical technology (ToR) and the self-assessment report that 
RIVM has performed in that area. These roles are (the % refers to activity or time spent on): 
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1. Research (~10%): Research carried out by the FoE is mainly applied research connected or related to 
one of the other tasks (see below, 2-6).  It often involves a combination of desk research (evaluating 
products on the market, literature and product files) plus laboratory research, with a focus on studies on 
breast implants, surgical meshes and reprocessing mouth masks. RIVM also carries out knowledge-
generating research at a modest scale, for instance research into the mechano-toxicity of implants. Most 
desk research and chemical analytical research is carried out for providing policy advice. This type of 
research generally is reported to the commissioner rather than aimed for publication in scientific 
journals. The more fundamental biocompatibility research, which is being developed, aims at publication 
in scientific journals. In case of an emergency, desk and laboratory research may start independently 
from commissioned work due to the nature of the situation. Such research is usually dedicated to fact 
finding, for example with the suspected contaminated hypodermic needles. In case of planned 
commissioned work, the level of desk research is more prominent. For instance, in the role of supporting 
market surveillance studies (e.g., breast implants, surgical meshes). 

2. Policy advice PA (~50%): The FoE has a high presence in knowledge-intensive policy support. The 
activities cover a broad spectrum of topics and activities. This includes support in the implementation of 
medical devices legislation, such as the recent implementation of the MDR, participation in international 
bodies on technical requirements and standards, and advice on questions arising from government policy 
and Parliament about medical technology matters. All activities within the role of policy advice are based 
on a scientific basis and a solid reputation as a trusted advisor. 

3. Information provision IP (~10%): Keeping the general public informed about the safety of medical 
technology is becoming an increasingly important task. Being able to act as a trusted advisor on matters 
of high-risk medical implants is key for all parties involved. Providing information can be an objective, as 
is the case for the Implant Side Effect Notification and Expertise Centre (Meldpunt en Expertisecentrum 
Bijwerkingen Implantanten, MEBI). RIVM maintains websites on specific topics besides its main website. 
In addition, there is a stand-alone MEBI website. 

4. Monitoring and surveillance M&S (~5%): The FoE is active in identifying the risks associated with new 
applications of existing technology and new medical technology. Activities include assessment of 
technical files and horizon scanning for new and emerging technologies. RIVM has been commissioned 
for projects on monitoring and surveillance. 

5. Crisis and incident management C&IM (~on demand): The FoE is active in this role on an ad hoc basis in 
both supporting and operational roles. During these crises there is time pressure and a high societal 
responsibility, having to navigate with limited data. For example, the testing and approving of FFP2 face 
masks intended for healthcare professionals during the COVID-19 crisis, or ad hoc laboratory testing of 
suspected contaminated hypodermic needles. 

6. Programme coordination PC (~25%): The FoE coordinates MEBI.  

Programme coordination consists of the Implant Side Effect Notification and Expertise Centre (MEBI). 
Through MEBI, which collects individual notifications of (mainly) Silicon Breast Implants, RIVM may gain 
insight in the adverse health effects from particular implants. MEBI collects information on implant 
safety, and informs its commissioners; it does not feedback to notifiers or the general public. MEBI 
represents a substantial part of the funding of MedTech FoE.  
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Key evaluation questions 
Key evaluation questions as included in the Terms of Reference Audit medical technology are: 

1. A) What is the quality level, in scientific terms, of RIVM’s activities relating to medical technology and 
to what extent are these activities carried out independently? (Q1A)  

B) How is knowledge generated from practice/applications? (Q1B)  

C) What are the proportions of knowledge-generating research and implementation work? Is there an 
effective balance between the two? (Q1C)  

2. Is RIVM’s work helping to maintain a high level of quality for care delivery in the Netherlands where 
medical technology is being used? (Q2)  

3. Is RIVM seen as an authority in this field, capable of acting as a trusted advisor? Is RIVM a trusted 
advisor that can exert an effective influence in the international (EU) arena? (Q3)  

 

2.2 Function of the evaluation 
 

According to the RIVM Guide for external evaluations, audits can have five different functions: 

• To make RIVM’s work transparent. By making the functioning of RIVM transparent, RIVM can be hold 
accountable for the spending of public goods.  

• To learn. If the function of the evaluation is to learn, the evaluation results in specific lessons 
contributing to improvement.  

• To determine. The evaluation can also be used to determine the functioning of RIVM.  
• To compare. It is also possible to compare the unit, expertise field, societal challenge or product with 

another (inter)national unit, expertise field, societal challenge or product (benchmarking).  
• To judge. When the evaluation function is to judge, a reward or a sanction is linked to the results of 

the evaluation.  

The audit committee focuses on the first three evaluation functions.  

The evaluation criteria as described in the guidance document are: Research quality, relevance to society, 
operational quality, viability, integrity and timeliness. An overview of the criteria description, sub criteria 
and indicators are presented in 6.4. In the ToR Medical Technology Audit Research quality and Relevance 
to society are considered to be the most important evaluation criteria for this audit as they specifically 
connect with the RIVM-roles through the key questions. Operational quality, viability and future proofing, 
integrity and timeliness are generally relevant criteria to all RIVM roles. Most are regularly audited under 
ISO9001, ISO17025 and ISO15189 and these aspects subsequently require less emphasis in this audit. The 
committee however considers the research quality in connection to the amount of time the staff is able 
to spend on research, and in relation to the number of staff for the Medtech FoE.  

  

2.3 Followed procedures 
 

In the ToR Medical Technology Audit, the following, sequential, procedures in the audit process are 
requested:  
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The steps to be taken in the audit process are: 
1. Determining the principles 
2. Selecting the audit committee (external to RIVM) 
3. Self-assessment by the organisation 
4. Analysis by external stakeholders (stakeholder assessment) 
5. Preparation for the audit to be carried out by the audit committee 
6. Audit carried out by the audit committee 
7. Report 
8. Publication 
9. Follow-on activities 
 

These steps were followed and are described here, with the exception of step 1, 2, 8 and 9 since they are 
the responsibility of the RIVM. The self-assessment and stakeholder assessment reports (step 3 and 4 in 
part) were prepared by the MedTech FoE audit project team, and provided input to the audit committee. 

3. Self-assessment by the organisation  

The content of the self-assessment report is based on the criteria defined in the ToR. It includes a 
description of the organisation, the relevant areas of expertise and the social challenges; former and 
future objectives that are within the scope of the evaluation; summary of evidence material; a SWOT 
analysis (strengths, weaknesses, opportunities and threats) for the ‘viability’ criterion; a narrative on the 
relevance of RIVM’s role in society; and all other documentation that is relevant for the audit.  

4. Analysis by external stakeholders (stakeholder assessment)  

The stakeholder assessment focuses on the interaction between RIVM and its environment. The 
stakeholders include related knowledge institutes, interested parties from industry, the governmental 
authorities (commissioners), and societal organisations. The purpose of the stakeholder analysis is to gain 
insight in the interactions with stakeholders and how the MedTech FoE is regarded as a trusted advisor. 
The assessment is based upon six interviews carried out by the FoE, and nine interviews by the audit 
committee during the site visit with representatives of the main commissioners, professional umbrella 
organization, academia, industry, civil society, and a European regulator. The audit committee selected 
external stakeholders that were complementary to those interviewed by the FoE.   

5. Preparation for the audit by the audit committee  

The organisational preparations for the audit included: planning the on-site audit, preparatory meetings 
of the audit committee (twice) before the site visit (8 February 2021 and 9 June 2021), collecting 
additional material, selecting and inviting relevant interview candidates that should be related to RIVM 
but did not participate in the self-assessment, including the commissioning organisations VWS and IGJ, 
preparing material for interviewees, developing the site visit programme (see 6.2) and inviting RIVM 
employees. The chairperson and the secretariat interacted regularly internally as well as in regular 
contacts with the project team at RIVM. Unfortunately, due to restrictions, the audit committee member 
from the UK (see 2.4 and 6.1) wasn’t able to travel and therefore joined all sessions of the site-audit 
online (Webex). 

6. Audit carried out by the audit committee  

The site visit to the RIVM took place from Wednesday 16 till Friday 18 June 2021. It was postponed from 
March 2021 until June 2021 due to the Covid-19 pandemic. The audit committee interviewed the RIVM 
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employees in a face-to-face setting, whereas the external interviewees joined online (Webex). A detailed 
programme of the site visit of the audit committee is provided in 6.2. 

7. Analysis and Reporting 

The audit committee analysed the results of the on-site audit to RIVM. The MedTech FoE is assessed by 
the audit committee against the main criteria for the audit, using the self-evaluation of RIVM and the 
analysis of the stakeholders performed by RIVM. This report, supervised by the chair, written by the 
secretary and approved by the audit committee members, is presented to the project team to allow for 
correction of factual errors. The finalised audit report will be sent to the SAB with the response of RIVM.  
The results of the audit will be discussed in a SAB meeting on 30 September 2021. 

 

2.4 Members of the audit committee 
 

The members of the audit committee are:  

• Drs. Josée Hansen (chairperson), Inspectorate Health and Youth (IGJ), WHO, retired  
• Dr. Ingeborg Meijer (secretary), Ingeborg Meijer Advies 
• Prof. dr. Carlijn Bouten; Eindhoven University of Technology  
• Dr. Hans Hofstraat; Vice-President Philips Research, CTO Philips  
• Prof. dr. ir. Ruud Verdaasdonk; University of Twente  
• John Wilkinson, OBE, MHRA, Eucomed, retired  

A short CV of the committee members is provided in 6.1. 

 

3. Findings 
 

This chapter contains the findings of the audit according to  

• qualitative judgement of all applicable evaluation criteria  
• a normative category for the evaluation criteria research quality, operational quality, relevance 

to society, viability and future proofing and timeliness  

The audit committee was pleased to notice that during the site visit all conversations with interviewees 
were open and frank. This was especially true for the RIVM and MedTech FoE staff, and for the external 
interviewees and commissioners alike. The interviews and interactions have provided the audit 
committee with in-depth insight in the position and activities of RIVM MedTech FoE. The audit 
committee is fully aware that due to the COVID pandemic the ‘normal’ operations at the RIVM have been 
seriously challenged over the last 15 months. Hence all staff had to deliver hands-on work to COVID 
related issues, including the Medtech FoE, who were involved in activities like assessing the quality of 
facemasks and antigen self-tests. This, in combination with working remotely made it difficult to pick up 
on strategic issues. The staff is aware of the unusual situation.  

The audit committee has a positive attitude toward the MedTech FoE including taking into consideration 
the difficult situation caused by the pandemic, and appreciates the good work that has been done by the 
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FoE in difficult circumstances. This in addition to the function of the audit in general, which is to 
determine and make explicit the current situation, to evaluate and learn.  

The committee is aware that the MedTech FoE staff at RIVM is limited in numbers. Of the approximately 
1830 RIVM employees (2018), 16 fte highly specialized staff represent the MedTech FoE. In addition, the 
organisational position is fragmented since the staff is formally part of different departments of GZB (see 
6.3), and staff often work only part-time for the MedTech FoE. 

 

3.1 On the main strategic themes 
 

High-risk medical implants 

High-risk medical implants: monitoring adverse health effects, safety assessment, risk management and 
development of new safety testing strategies. The MedTech FoE has built expertise in a limited number 
of areas, the high-risk implants area is standing out, as shown by the publications on the website of the 
RIVM on the topic. High-risk medical implants present a significant potential risk to patients, and 
therefore this area is highly relevant. The FoE is well recognized for their expertise in this area, both 
nationally and internationally. The expertise and activities concentrate on the medical device as product 
such as assessing technical dossiers and analysing the toxicity of components of the implants. The RIVM 
lab is unique in Europe, it leverages the broad knowledge of the RIVM in toxicological research. The 
activities are embedded in national and international academic and policy networks and have received 
external recognition and grants. The activity on potential risks of the high-risk implants is primarily on 
request of VWS and the IGJ.  

Since similar high-risk implants are placed on the market by a number of manufacturers, RIVM could be 
in the position to compare similar implants of different manufacturers during their life cycle including 
clinical use and long-term effects in the body identifying potential harm. Raw epidemiological data from 
health care are available. They can be linked to data from manufacturers. RIVM is independent from 
commercial entities and is in the position to compare and assess information from several sources -both 
health care and industry- to perform overarching research. 

RIVM is discussing its role whether to prioritize knowledge generating research or policy research (see 
below). Relevant for balancing the knowledge generating research versus research to support police 
advice are the regular contacts i.e. tripartite meetings every 6 months (VWS, IGJ and RIVM). Also one-on-
one contacts take place at the initiative of the MedTech FoE.  

For public trust in authorities like VWS and IGJ, but also public institutions like RIVM, transparency is 
crucial. The use of so-called political filters at times results in conflicting views between the 
commissioners and RIVM on how to publish the outcomes of the findings of research. This concentrates 
mainly on how to choose the wording to inform the public and the media.  This may potentially lead to 
mutual lack of trust which also affects policy advice from RIVM (see below).  

 The audit committee wonders whether RIVM should be expected to have a broader view on and 
knowledge of other high risk medical implants as well and be prepared for new developments (like 
Artificial Intelligence AI).   
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Horizon scanning and safety assessment of new medical technologies.  

The horizon scan of 2018 indicated 3 emerging topics which were included in the vision of VWS, namely 
(1) eHealth, (2) robotics and (3) 3D printing. The horizon scan was based upon desk research, interviews 
and analysis of published research. Published research, especially peer reviewed, presents research 
results with a delay of at least 1 year, and mostly 2-3 years. This implies the last horizon scan builds upon 
2015 knowledge or earlier. The internal translation of the horizon scan into internal strategic themes for 
the MedTech FoE, and the planning to increase capacity in these strategic fields is delayed.   Strategy and 
planning as well as the appropriate budget to implement new topics are lacking. This may explain why 
some topics are missing in the activities of RIVM such as the strongly rising use of digital health 
technologies, which lie at the basis of the application of ‘software as a medical device’ (SaMD), and AI, 
which are examples of emerging fields that require specific highly specialized expertise. AI could be as big 
as medical devices itself and may present a significant and wide-ranging risk. Software and digital 
solutions are becoming an important part of medical technology and the impact of these applications is 
growing rapidly.  Regulation develops as technology develops. Regulatory bodies are exploring ways to be 
able to assess the benefits and risks of these type of developments.  

Regulatory frameworks and standardization of medical devices.  

The MedTech FoE is well known and well respected in the regulatory realm. From the international 
perspective, the contribution of RIVM is highly valued.  RIVM has a lot of expertise that is useful to 
populate scientific committees, e.g. on risk-class III medical devices. In terms of setting priorities class III 
medical devices may be the most important to focus on, in view on the potential risk for the patient. 
Since RIVM has been involved in the development of the MDR, and in view of the uncertainties in the 
implementation phase in the clinical domain, an extension of the scope and a more broadly available 
information provision function by RIVM would be beneficial. To be able to do this, RIVM needs a larger 
network especially with medical professionals with hands-on practical experience. This suggestion is 
endorsed by the audit committee.  

Crisis support: safety assessment and risk management including laboratory analysis.  

This strategic theme of the MedTech FoE during the crisis has shown that it is working well; it can 
respond to particular new questions in a timely and direct way, due to the flexible attitude of staff. This is 
the traditional strength of the MedTech FoE, together with the regulatory knowledge: technical and 
functional analysis of products and assessing how these fit or do not fit in the regulatory frame. Both 
aspects are important for the commissioners. However, the committee would support developing 
broader range of knowledge and networks to be able to respond to a wider range of potential topics in a 
crisis.  

Also, the RIVM laboratory – accredited through Official Medicines Control Laboratories (OMCL) – is a 
highly appreciated laboratory network in Europe. The ‘hands-on’ expertise in laboratories for medical 
devices is typically not sufficiently covered by member states in the EU. RIVM laboratory reports are 
helpful in the European context. 

 

3.2 Policy Advice 
 

The MedTech FoE has a preferred and close relation with its commissioners, VWS and the IGJ. The close 
relationship is especially relevant in the European context, and in particular in the development of the 
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MDR, to which the MedTech FoE has contributed significantly. The commissioners do need RIVM for their 
expertise. It results in a bias on roles: i.e., commissioned work versus being a partner. As regards the 
latter, VWS and IGJ participate in committees at European level as colleagues with RIVM staff. As regards 
the commissioned work there is an ongoing discussion on the underlying problem regarding some of the 
commissioned work: whether to approach a problem scientifically versus a more policy driven scope.   
The commissioners do not question the independence of RIVM; there is no doubt on the quality of the 
work provided by the RIVM, while at the same time RIVM has the impression it needs to emphasize its 
independent position. The boundary between generating factual and science-based output and policy 
advice is often debated. There seems to be a perceived lack in translation from a factual/ scientific 
finding to a policy response, which serves the policy outcome. This is acknowledged by both partners, 
RIVM and commissioners. This shortcoming of mutual understanding is complicated by the so-called 
closed shop system (gedwongen winkelnering) that is not always suitable to the needs of the 
commissioners. It may result in reluctance by the commissioners to request for expertise from RIVM.  A 
way forward may be choosing wording to the policy context that will be more explicitly requested for by 
the commissioners. This may require a carefully tuned wording, showing awareness of the potential 
impact in society, without jeopardizing the independence of RIVM. In terms of quality, it can be 
considered for RIVM to liaise with clinical experts and users to further assess the use of a product in a 
clinical context and the consequences for patients and society alike. The involvement of a specialist in 
health communication will be an asset to effectively communicate to the target population. In addition, 
external, independent, review of reports could help improve the quality and the message. 

Currently, most of the requests that are commissioned are based on a short-term strategy. 
Commissioners do consider working based on a long-term strategy, but this would require not only a 
different administrative process regarding funding, but also a long-term commitment, based on common 
understanding and trust. Trust based upon mutual understanding is currently to a certain extent lacking.  
Regardless of the short-term and the ad hoc assignments, which take almost all of the MedTech FoE staff 
resources, the longer-term scope should be 3 years at the most, since medical technology is a broad and 
fast-developing field. 

Furthermore, policy advice could be rooted in a broader set of expertise, building upon broader networks 
and bigger groups of experts representing different views of society such as clinical, scientific, industry 
representatives, and society at large, who could bring in the translational perspective. This is particularly 
relevant for longer term horizon scans, which in the future could and should focus on a much broader 
scope of products. An example in the area of nanotechnology and nanomaterials, is RIVM’s initiative to 
create ‘KIR-nano’, the Kennis- en informatiepunt risico's Nanotechnologie (Knowledge- and Information 
Point Risks Nanotechnology), together with partners. In general, a more open strategy process involving a 
broader set of (external) experts, coordinated by RIVM, could help to better articulate future strategies 
and the role of the MedTech FoE in that strategy, including building a broader set of relevant 
competencies in view of the expanding impact and scope of medical technologies in healthcare. This 
requires leadership and engagement from RIVM. 

 

3.3 Programme coordination (MEBI)  
 

The start of the Implant Side Effect Notification and Expertise Centre (Meldpunt en Expertisecentrum 
Bijwerkingen Implantanten, MEBI), 4 years ago, was instigated and funded by VWS, based upon societal 
concerns on medical implants, breast implants in particular. MEBI takes up around 25% of the MedTech 
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FoE budget. MEBI is mainly known in the Dutch context. It processes around 300 notifications a year. It is 
a similar approach to the reporting system (self-reporting by health care professionals and patients) in 
place for medicinal products Lareb. MEBI is considered highly relevant and very important by the 
commissioners, albeit they acknowledge the initial problems and the slow professionalization. MEBI 
follows up on notifications, aiming to collect as much information as possible. However, no individual 
feedback is given to the people reporting adverse events. The incompleteness of the data (total numbers, 
of specific types from dedicated manufacturers, operated by different specialist) do not allow for risk 
analyses.   

There may be an overlap or duplication of work with reporting to the IGJ, since some of the 
responsibilities on adverse event reporting are formally assigned to the IGJ as well. The general public 
may be unaware of where to report an adverse event. In addition, a notification at MEBI does not require 
a formal follow up, whereas a notification at the IGJ is considered a complaint or incident and does 
require follow up. From a societal perspective, MEBI preferably would provide feedback to the people 
who report an adverse event. Overall, the committee does not consider   MEBI’s role to be entirely 
transparent. 

While on the one hand MEBI could be strengthened by more campaigning, more knowledge and 
expertise, better focus and alignment to the European level to contribute to and obtain larger data sets, 
i.e., Eudamed, currently the information coming from MEBI is too limited to be able to generate evidence 
on the side effects of implants. The reports become relevant if put into context, or in relation to other 
evidence, followed by a conclusion, which is currently not the case. The audit committee acknowledges 
that it is a realistic question if and how MEBI and the responsibility of the IGJ on adverse event reporting 
can best be aligned to solve a currently ambiguous situation. There is a general issue on where and how 
reports on adverse events are made and who reports to whom, including at European level. Lareb could 
serve as an organizational example. 

 

3.4 Societal relevance and trusted adviser  
 

The MedTech FoE operates in a dedicated and relatively small area of expertise: high risk medical 
implants, (technical) product safety and the (European) regulatory context. In this area the audit 
committee has established their relevance and (trusted) advisor role to the partners they are most 
connected to: VWS, IGJ, and European regulators. The appreciation for this expertise and relevant work is 
high, especially given the small size of the MedTech FoE.  

The field of medical technology is vast, and there are many stakeholders involved in the development, 
manufacturing and use of devices and, increasingly, applications leveraging AI- and machine-learning 
enhanced applications. Being one of the most important advisors to VWS, RIVM’s role could be to 
maintain a network in order to accommodate a much broader set of questions regarding a broader set of 
applications in the medical technology domain. To be able to effectively interact with the broader 
network the competencies of the present FoE should be re-evaluated and extended to encompass the 
full, relevant scope. Stakeholders in such a network could be medical specialists, clinical physicists, 
medical engineers, hospitals, scientist in the (Technical) universities, patients and citizens, industry (albeit 
that RIVM formally cannot formally liaise with industry), National Health Care Institute (Zorginstituut), 
funding organizations (ZonMw) and other partners in the healthcare system. The audit committee is of 
the opinion that the network currently is too small. There are more opportunities in networking and 
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collaboration than currently pursued, which should be tapped into to cover the medical technology field. 
Outside the current fields the MedTech FoE is barely visible, and few interactions take place with 
stakeholders as mentioned above.  

In regulatory context, the implementation of the MDR in the Netherlands would benefit from an MDR-
support portal at RIVM for stakeholders both from the public and the private sector. The interpretation 
of the MDR is not always clear, like adverse event reporting, post market surveillance, the use of Unique 
Device Identifiers (UDI). However, implementation should be done in close collaboration with the clinical 
work field, specifically health care system.  

In addition, access to broader networks related to the use of devices will allow for broader groups of 
experts to provide knowledge that can be translated into policy relevant advice and funneled to the 
commissioners. The audit committee noted that stakeholders were all very willing to engage with RIVM.  
E.g., the Nederlandse Vereniging voor Klinische Fysica (NVKF) could be contacted in an expert role 
regarding the clinical settings of medical technology and beyond, like the applications of health apps. The 
scientific MedTech ‘ecosystems’ in Eindhoven, Twente, Delft, ZonMW (IMDI), and Health Holland could 
serve as contacts for horizon scanning and identifying which medical technology for prevention and 
implementation in healthcare are emerging, and where RIVM could coordinate. 

A critical note has been made on the claim that RIVM puts the patient in a central position, whereas 
patients are never really involved, or feel represented in the activities of RIVM. This relates to the 
question: who is the customer of RIVM? If the answer is the health care professionals and patients: this is 
not reflected in RIVM’s focus. 

Since the landscape of medical devices is diverse, a national working group on medical devices would be 
appropriate, that could align to existing initiatives. RIVM could play a role in ‘translating’ international 
data and information to the national context including the views of VWS and IGJ. Such a role will require 
a long-term investment in resources, as well as alignment with the commissioners in terms of scope of 
responsibilities. The national working group could also follow up on Top 10 Patient Safety Concerns, such 
as the example published by ECRI2.  

 

3.5 Challenges 
 

From discussion with the MedTech FoE staff and the external stakeholder interviews, the audit 
committee anticipates a number of (interrelated) challenges that need to be addressed: 

• Lacking vision, strategy and ownership. 
The future of medical technology and its safe use needs a broader approach than the current 
focus of MedTech FoE. This includes additional research, staff, skills and resources that are 
currently not covered by the ad hoc assignments. But before knowing what changes would be 
appropriate a vision and strategy needs to be developed by the leadership of RIVM (Public health 
and health services, in collaboration with GZB). This requires ownership at senior level of RIVM. 

• Low profile both internally and externally. 
Outside their existing strongholds and commissioners, the profile in other domains of medical 
technology and in other networks (clinical, science, e-health broadly) is too low to be effective. 
For stakeholders not familiar with RIVM it is difficult to find the right person. Active engagement 

 
2 https://www.ecri.org/ 
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and improved external communication are needed, for which substantial additional human 
resources are required. 

• Interaction with commissioners.  
The commissioners provide for over 90% of funding. There is a potential and at some instances 
explicit lack of trust. This is related to communication with regard to policies, transparency and 
independency.  In case of MEBI the alignment with IGJ is needed. 

• Stakeholder involvement and engagement. 
The connection to and collaboration with other organizations need further improvement such as 
citizens/patients, academia and clinical professional. Outreach and communication require 
further training of staff. 

• Limited resources that are not-earmarked.  
The MedTech FoE is limited to many ad-hoc assignments with little room for research beyond 
these assignments. This is part of the current funding structure of RIVM which is not very flexible 
and responsive. In addition, the MedTech FoE does not have a high profile within RIVM 
organization with very few staff dedicated to medical technology. This is not necessarily 
perceived as an issue by MedTech FoE RIVM. The low profile may be the reason the funding from 
the Strategic Programme RIVM (SPR) is very low. 

• Limited number of people carrying out numerous tasks 
The MedTech FoE depends on a limited number highly skilled staff. This is a vulnerable position 
in case staff members leave. It is critical to secure additional and a diversification of skills, in 
addition to the option of a more communicative and clinical profile to complement the technical 
skills. In any case 16 fte (of which 3-4 fte MEBI) seems far too little to be able to be prepared for 
the future.  

 

3.6 Answer to key questions 
 

1. A) What is the quality level, in scientific terms, of RIVM’s activities relating to medical technology and 
to what extent are these activities carried out independently? (Q1A)  

B) How is knowledge generated from practice/applications? (Q1B)  

C) What are the proportions of knowledge-generating research and implementation work? Is there an 
effective balance between the two? (Q1C)  

Research carried out by RIVM is mainly applied research related to one of the other roles such as policy 
advice or trusted adviser. Research however only comprises 10% of the activities, which is currently 1.5 
fte. The audit committee cannot give an opinion on the research quality of the MedTech FoE based on 
such a limited number of outputs: it would be an opinion on individual output rather than on output from 
the MedTech FoE. Before a report is submitted, there is an internal quality check by a colleague and not 
by an external expert which cannot considered as an objective review. The audit committee however 
notices that MedTech FoE does not benefit much from research funding through the strategic research 
programme (SPR) of RIVM. According to the recent Rathenau report on the societal needs for the RIVM 
research programme3, it should be more closely aligned to the RIVM activities especially those that are 
multidisciplinary in nature. The limited amount of time dedicated to research also relates to the large 
amount of policy advice that is requested by the commissioners (see 3.2). This probably results in a 
relatively small proportion of knowledge generating research. Generating knowledge for policy advice in 

 
3 https://pure.knaw.nl/portal/en/publications/inventarisatie-van-maatschappelijke-vragen-voor-het-
strategisch-p 
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the strategic themes is highly valued, as is the reputation of the RIVM. However, given the diversity in 
medical technology, broader expertise in knowledge domains and skills are needed, in particular to being 
prepared for emerging technologies and applications such as SaMD including e-health and AI.  

2. Is RIVM’s work helping to maintain a high level of quality for care delivery in the Netherlands where 
medical technology is being used? (Q2)  

There is no direct answer to the question how the work of RIVM contributes to maintain a high level of 
quality for care delivery in the Netherlands. RIVM MedTech FoE is focusing on one single area, the high-
risk medical implants. The indirect contribution to the level of quality for care is by taking the side effects 
notifications and product analysis of implants as a proxy for risk and safety, and by advising VWS and IGJ 
on this topic. A second aspect of contributing to the quality for care is by contributing to the regulatory 
realm (national and EU). Especially in contributions to the MDR and expert working groups, supporting 
VWS in connection with standardization and implementation such a contribution is valuable, however it 
cannot be linked directly to the impact on the quality of care.  

3. Is RIVM seen as an authority in this field, capable of acting as a trusted advisor? Is RIVM a trusted 
advisor that can exert an effective influence in the international (EU) arena? (Q3)  

The MedTech FoE is considered an authority in assessing high risk medical implants. It is considered a 
trusted advisor in the international (EU) arena. Research on the conditions of the use by specialists and 
the effect of the product inside the body would need to be further developed. RIVM is seen as an expert 
and advisor on a relatively limited focus of the medical technology field. In this area they are trusted by 
the commissioners, albeit that they would welcome advices to be translated into more operational 
guidance supporting their need for advice on policies, while the RIVM prefers to provide a strictly 
scientific advice. This is part of a larger debate that needs to take place with the commissioners.  

The question on the role of trusted advisor depends, according to the audit committee, on who is the 
receiver of RIVM’s research and policy advice and by whom RIVM wants to be trusted. The reference to 
the quality-of-care delivery suggests that patients, citizens, medical specialists and hospitals are the 
ultimate recipients and hence they should trust RIVM. In order to reach that point more networks, 
collaboration and communication should be pursued.  

 

4. Consideration 
 

In this chapter the audit committee addresses RIVM as a whole, and not the MedTech FoE only. The 
reason for this intermezzo is that a number of observations affecting the operations of the MedTech FoE 
apply to the department GZB as the governing entity, and the RIVM leadership. It relates primarily to the 
way of funding for commissioned work and the lack of flexibility in these arrangements. The current 
organisational structures create a number of tensions, that may challenge the scientific, societal and 
operational responsiveness. Tensions observed are: 

• Long term – short term activities 
• Pro-active – reactive knowledge generation and strategy 
• Commissioned work – scientific research 
• Policy advisor - trusted, independent advisor 
• Specialisation – facilitation knowledge and support 
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For RIVM MedTech FoE, VWS and IGJ are the main commissioners. The annual agenda is planned in 
advance (in May of the current year for the following year), covering a number of recurrent tasks and 
short-term assignments. The agenda setting is mainly reactive to commissioner’s needs, with little room 
to plan extra time for research. Hence, long-term research to prepare for the future is hardly possible for 
which the SPR could compensate, however the funding from the SPR for MedTech FoE is very low (see 
also table 2 in 6.3). A recent advice from the Rathenau Institute points at better integration of this SPR 
with the ongoing commissioned activities (see above).  

Concomitantly with this process of assignments, the independence has emerged as an issue of concern. 
Institutes like RIVM are highly dependent on their reputation and quality of their output, and hence are 
alert regarding their independence in scientific content, and rightly so. In the COVID-19 pandemic, it has 
become more evident that the political consequences of findings are the responsibility of politics. 
Therefore, there is a long ‘bridge’ between knowledge generating research on the one hand and policy 
advice on the other, but the two are invariably connected. This is creating tensions at all levels in the 
RIVM organization, and VWS alike. The audit committee is of the opinion that RIVM could benefit from a 
certain level of sensitivity to commissioners’ needs in conveying a message to the general public. Mutual 
understanding of culture and operational endpoints will help in the reporting culture without challenging 
the independence. 

 

5. Recommendations 
 

The general conclusion of the audit committee is that the MedTech FoE is a very small unit operating well 
on a small part of the medical technology field (high risk implants) where their expertise is trusted by the 
commissioners and the European regulatory arena alike. They rely on motivated and skilled staff 
responding to many ad hoc requests. Staff is complimented for their endurance. Outside this particular 
area of work the FoE has a low profile, both in terms of network (clinical, science, patients, general 
public) and in terms of capacities. In order to be prepared for the future, the audit committee suggests 
the following strategic recommendations building upon needs and opportunities identified by the 
committee. 

Vision & Strategy 

• Establish a clear process for developing and communicating a pro-active strategy using the 
input of commissioners, stakeholders and experts. This will also help building a network of 
engaged and knowledgeable collaborators. 

• Develop a vision and strategy with engagement and commitment of the RIVM leadership 
(Public health and health services, in collaboration with GZB). This requires ownership. 
Currently responsibility for strategy and priority setting is positioned at the operational level.  

• Create a more open strategy process involving a broader set of (external) experts, 
coordinated by RIVM, could help to better articulate future strategies and the role of the 
MedTech FoE in that strategy. 

Priorities 

• Take the lead in pro-active surveillance and anticipating future risks and opportunities. 
• Establish an MDR portal. In a regulatory context, the interpretation of the MDR is not always 

clear. The implementation of the MDR in the Netherlands would benefit from an MDR portal 
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at RIVM to support Dutch stakeholders, researchers, engineers and health care system 
including clinicians.   

• Balance benefits and risks of topics and activities in line with the size of MedTech FoE. The 
small size of the FoE and low budget seems at odds with the sheer size of the medical 
technology arena, the wide range of devices and its potential for prevention and 
implementation to make healthcare affordable and sustainable. To balance benefits and 
risks will become even more important in the years to come, considering the growing 
number of applications and devices.  

• Assess the importance of new developments and emerging technologies. Especially in digital 
health technologies, such as SaMD, and AI, that, when massively applied, will impact hugely 
the medical device arena.   Regulatory bodies are exploring ways to be able to assess the 
benefits and risks of these type of developments and are in need of independent support. 

• Consider designation as an EU expert laboratory. The RIVM laboratory – accredited through 
OMCL- is highly appreciated in Europe, and should be continued. The ‘hands-on’ expertise in 
laboratories for medical devices is typically not sufficiently covered by member states in the 
EU. RIVM laboratory reports are helpful in the European context. 

Staff 

• Cherish the staff on their expertise in high-risk medical implants, and expand the staff 
considering the (to be developed) strategy with new competencies (e.g. digital and AI);  

• Invest in health communication expertise and other broader oriented staff, e.g., by hiring a 
clinical physicist. 

• Organise yearly ‘heidagen’ with staff with input from external experts to set up regular 
horizon scanning.  

• Manage the major risk that the FoE has a very small staff with highly specialized persons by 
making a succession plan. If one person leaves RIVM there might be a knowledge-drain and 
no back-up seems to be in place.  

• Make an education/training plan for development of the staff in view of emerging 
technologies. Provide back-up for knowledge and expertise between the staff.  

Organisation & budget 

• Establish clear, visible leadership, positioning and resourcing for Medtech FoE which is 
consistent with its role and strategy. Include considerations on the organizational 
embedding, also in discussion with external stakeholders and commissioners.  

• Consider a budget increase to prepare for future developments in medical technology, 
beyond the high-risk medical implants, by making explicit agreements with the 
commissioners and by investing a larger part of the internal SPR.  

• Balance the funding to the prioritized activities. 
• Organise external review of reports for quality control purposes before submitting. 

Collaboration & network 

• Benefit from the wealth of expertise of organisations willing to collaborate, both academia, 
clinicians, hospitals, researchers, representative and policy bodies. Build upon this 
willingness to significantly extend networking and access to research in a systematic way, 
which will create a win-win situation. 

• Since the landscape of medical technology is diverse, initiate a national committee or 
working group on application of medical technologies/medical devices. RIVM could be part 
of a stakeholder group of experts (scientists, industry,) both national and at a European 
level. 
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Commissioners 

• Initiate a frank discussion between commissioners and RIVM to align on how to best 
translate the science- and fact-based insights into language that is understandable for the 
general public.  This will help to eliminate potential lack of trust, and make explicit mutual 
expectations.  

• Be transparent on the findings of research considering the political context. While 
maintaining the role as independent scientific advisor, RIVM should be aware of the political 
context and therefore consider this context in reporting by carefully tuned wording. Be 
explicit and transparent on this, and align and agree with commissioners. 

• Align with the commissioners, in particular IGJ on the activities of MEBI with the 
responsibilities of IGJ in reporting of adverse events, and clarify mutual needs and 
expectations. This is particularly relevant given the relatively low number of notifications 
that MEBI covers. In this context, a European approach may be beneficial. 

• Develop an integrated strategy to improve effective signal detection in the event of serious 
failures of individual devices. Define the role of MEBI in an environment where parallel 
reporting options may create confusion for members of the public and decrease 
effectiveness of reporting.  

• Acquire knowledge and expertise, also in the context of commissioned projects. 
• Create a long-term basis of understanding with the commissioners. Commissioners do 

consider working based on a long-term strategy, but this would require not only a different 
administrative process regarding funding, but also a long-term commitment, based on 
common mutual understanding and trust.  

Communication & Visibility  

• Create a higher profile. Outside their existing strongholds and commissioners, the profile in 
other domains of medical technology and in other networks (clinical, science, e-health 
broadly) is too low to be effective. Active public and organizational engagement are needed, 
for which substantial additional human resources are needed.   

• Communication with the public needs to be aligned with the commissioners, considering the 
scope and role of the RIVM. 

• Raise awareness within RIVM and with the commissioners of the importance and potential 
risks of medical technologies and their application and use and how to manage benefit 
versus risks in health care.  

• Explore the option of benefitting of the laboratory expertise in analysing medical devices to 
play a more prominent role in the European context including work sharing and accepting 
each other’s results with other Member States.  
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6. Compulsory appendices 
 

6.1 Short curriculum vitae of the members of the AC  
 

Drs. Josée Hansen (chairperson) 

Josée Hansen is currently working as a consultant in regulation of medical products, supporting 
governments on implementing medical devices regulations and contributing to WHO in the development 
of tools in the area of medical devices. 

She was a regulator at the Dutch health and youth care inspectorate (IGJ) in the capacity of chief 
inspector and deputy inspector-general.  

She joined WHO/HQ at two instances and worked as senior-advisor in the area of medical devices. In that 
capacity she directed two WHO publications on medical devices. 

Prof. dr. Carlijn Bouten 

Carlijn Bouten is full professor of Cell-Matrix Interactions in Cardiovascular Regeneration at the 
department of Biomedical Engineering, TU/e, where she leads the research group Soft Tissue Engineering 
& Mechanobiology. Her group’s research and education concentrate on new engineering approaches to 
regenerate tissues and organs inside the human body, in particular for the cardiovascular system. She 
performs her research in close collaboration with material scientists, life scientists, clinicians and 
MedTech spin-offs.  

Bouten leads several (inter)national research collaborations in the field of Regenerative Medicine and 
Tissue Engineering, including the national gravitation programme ‘Materials-Driven Regeneration’. She 
serves on several (inter)national organisations and boards, including the board of the Netherlands 
Organization for Health Research and Development, is member of AcademiaNet for Outstanding Female 
Scientists and Scholars in Europe, and member of the Royal Netherlands Academy of Arts and Sciences. 

Dr. Hans Hofstraat 

Hans Hofstraat is Vice President and Senior Fellow & Program Manager at Philips’ Chief Technology Office 
(CTO). His present focus is on developing innovations based on medical technology in clinical domains 
such as Cardiovascular Diseases, Oncology and Neurology, driving towards universal and equitable Access 
to Care.  

He holds several positions in (inter)national advisory bodies. Amongst others, he is a member of the ExCo 
and Supervisory Board of EIT Health and member of the EU Scientific Panel for Health. Nationally, he is 
on the Dutch Sounding Board for Horizon Europe, contributing to work on Health, Demographic Change 
and Well-being, a member of the Steering Committee and co-initiator of the big data initiative of the Top 
Sector Life Sciences & Health. He is on steering committees of several public-private partnerships, e.g. 
with the Karolinska University Hospital in Stockholm, the Leiden University Medical Center in the 
Netherlands, and Tohoku University and Hospital in Japan. 

Prof. dr. ir. Ruud Verdaasdonk 

Rudolf Verdaasdonk is full professor of Health Technology Implementation in the TechMed Centre at the 
University of Twente. The TechMed Centre is an interfaculty Institute acting as a leading Innovation Hub 
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impacting healthcare by excellent Research, Innovation and Educational programs. It is equipped with 
state-of-the-art infrastructure, ranging from research labs, preclinical testbeds and simulated hospital 
environments. 

Based on a >30 years’ experience working as a clinical physicist closely with medical professionals in 
hospitals and medical technology companies, he oversees the route from idea/invention to 
implementation in Healthcare connecting the key players (researchers, medical professionals, patients, 
companies, hospitals, insurance companies, government). He connects the technology push from 
universities with the clinical need from health institutes. He advises researchers in preparation the iMDD, 
clinical studies, Ethical Committee applications and CE certification in view of the MDR.  

From his expertise on Medical devices, he is member of the advisory board of a Notified Body, member 
on the Netherlands Central Committee on Research Involving Human Subjects (CCMO) and member of an 
EU MDR expert panel. 

John Wilkinson, OBE  

John Wilkinson retired from his role as Director of Devices at the UK Medicines and Healthcare products 
Regulatory Agency in October 2019 after 7 years in the role. During this period, he acted as chair of the 
Competent Authorities Medical Devices network in Europe and led the establishment of the Joint Action 
on Market Surveillance (JAMS) which is a collaborative programme supporting the implementation of the 
Medical Device Regulations and better working across the network. 

John was elected as Chair of the Board of Trustees for the Global Medical Devices Nomenclature in 2019.  

Prior to this role, John was Chief Executive of Eucomed, the leading European medical device industry 
representation body, and Director General of the Association of British Healthcare Industries (ABHI). 
These followed extensive industry experience in sales and marketing and general management with 
Becton Dickinson and the BOC Group as well as a period as chief executive of early-stage medical imaging 
company.  

Dr. Ingeborg Meijer (secretary) 

Ingeborg Meijer is a senior researcher at the Centre for Science and Technology Studies (CWTS) at Leiden 
University (the Netherlands). She holds a PhD in Medicine from Leiden University; left academia to work 
in industry, science policy, and evaluation consultancy to return to academia in the studies of science, 
technology and innovation. She is involved in several European (H2020) funded projects in the Science 
with and for Society (SwafS) pillar, in particular focused on Responsible Research and Innovation (RRI).  

Ingeborg has been involved in many evaluations and audits of programmes and institutes in the 
Netherlands (AMC, RadboudUMC, ErasmusMC, AWTI, Landsteiner Foundation for Blood transfusion 
Research, Reuma NL) and in Europe (Czech Republic, Croatia, Luxemburg, Sweden, EC), mainly in the 
healthcare field. She has been participating in evaluation committees and as researcher or secretary to 
these committees, including the KNAW committee on evaluation of new technology in healthcare.  
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6.2 the site visit programme  
 

Wednesday 16 June 2021 

Time What Where Who 

14.00 Welcome and getting to know each other RIVM/ T.019 All 

14.30 First committee meeting RIVM/T0.19 All + JW 

16.00 Interview director-general RIVM  RIVM/ T.019 All + JW  

16.45 Interview founder Quantib BV and ErasmusMC  Webex/ T0.19 All + JW 

18.00 Drinks/debrief Mitland Hotel All + JW 

19.00 Diner Mitland Hotel All 

 

Thursday 17 June 2021 

Time What Where Who 

9.00  

 

Interview director Public health and Health services 
(Volksgezondheid en Zorg), RIVM 

RIVM/ T0.19 All + JW 

9.30 Interview head Center of Health protection 
(Gezondheidsbescherming GZB), RIVM.  

RIVM/ T0.19 All + JW 

 

10.00 Debrief/ Coffee break RIVM All 

10.15 Interview ‘Innovative Test Strategies (VTS) 
Laboratories 

RIVM/T0.19 CB and JH 

10.15 Interview Product Composition (PRS) Laboratories RIVM/U0.23 RV, HH, IM 

11.00 Debrief  RIVM/T0.19 All  

11.15 Interview Senior staff Regulatory RIVM/U0.23 JH, CB, RV 

11.15 Interview Senior staff Regulatory RIVM/T0.19 HH, IM + JW 

12.00 Debrief RIVM/T0.19 All 

12.15 Interview Senior staff MEBI/Crisis  RIVM/T0.19 All + JW 

13.00 Debrief/ Lunch RIVM All 

14.00  Interview director and manager Nefemed Webex/ From 
T.019 

HH, CB + JW 
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14.00 Interview journalist Radar Webex /From 
U.023 

JH, RV, IM 

14.45 Debrief RIVM All + JW 

15.00 Interview acting director Pharmaceuticals and 
medical technology department, Ministry of Health, 
Welfare and Sport (VWS) 

Webex/From 
T0.19 

All + JW 

16.00 Interview Biomedical Technology ErasmusMC. 
IMDI/Medical Delta/ZonMw 

Webex/From 
V1.30 

RV, CB, IM 

16.00 Interview medical devices department, HPRA, Ireland Webex/From 
T0.19 

JH, HH + JW 

16.45 Debrief/ committee meeting RIVM All + JW 

19.00 Diner Mitland Hotel All 

 

 

Friday 18 June 2021 

Time What Where Who 

9.00  Interview RIVM-projectteam audit RIVM/ T0.19 All + JW 

9.45 Debrief/ Coffee break RIVM all 

10.00 Interview Chief inspector health care, medicinal 
products and medical devices and head medical 
devices department, IGJ 

Webex/From 
T0.19 

All + JW 

11.00 Interview chair Dutch Society for Clinical Physicists 
(Nederlandse Vereniging voor Klinische Fysica - NVKF) 

Webex/From 
T0.19 

All   

11.45 Debrief  RIVM All 

12.00 Interview Computational Science and Engineering, 
University of Amsterdam  

Webex/From 
T0.19 

CB, HH + JW  

 

12.00 Interview Rehabilitation physician at Reade. PhD in 
Silicon Breast Implants. 

Webex/From 
W.030 

JH, RV, IM 

12.45 Debrief/ Lunch RIVM all 

13.30  Tour around the labs RIVM all 

14.00 Interview new medical technologies 
 

RIVM All 
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14.45 Interview coordinator Strategic Research Programme 
(SPR), RIVM 

Webex/From 
T0.19 

All + JW 

15.15 Committee summary and provisional conclusions  RIVM/T0.19 All + JW 

16.00 Debrief to RIVM RIVM All + JW 

16.30 Closure RIVM all 

 

6.3 quantitative data  
 

Staff capacity (from self-assessment report) 
GZB has a staffing of about 100 fte and maintains a considerable percentage of flexible staffing (16% 
in 2019). The core MedTech FoE staff in 2019 is 16 fte: 8 fte senior and 8 fte junior scientific staff. 
This is an estimate as many of the staff work on MedTech projects part of their time and projects 
regularly have a MedTech component that cannot readily be quantified in terms of fte. 

Table 1. Output (from self-assessment report) 

Output 2015 2016 2017 2018 2019 2020# 

Refereed articles 4 6 1 6 5 5 

PhD theses 0 0 0 0 1 0 

Professional 
publications 

9 3 5 10 6 2 

Other research output * See text See text See text  See text  See text  See text  

Total publications 13 9 6 16 12 7 

* For information on other research output see the above text. # = until October 2020 

Table 2 Funding (kEuro) (from self-assessment report) 

 Funding 2016 2017 2018 2019 2020 
GZB total budget 12.786 14.947 14.264 15.006 16.292 

      

MedTech FoE      

Direct funding P4  441 948 1.714 1.269 1.556 

Direct funding P8  501 739 986 905 943 

Additional external * 385  384 405 855 2.142 

Additional internal $ 20  25 77 80 105 

Total funding 1347 2096 3182 3109 4746 

*Commissioned work by VWS (in addition to P4), IGJ (in addition to P8), EU Commission, WHO and MinV&J. $ Additional 
work funded by RIVM. Funding is listed in the year it was granted; the budget in not necessarily restricted to that year.   



 28 

6.4 explanation of the evaluation categories utilised  
 

Table 3. Evaluation criteria from ToR 

EVALUATION 
CRITERIA 

DESCRIPTION SUBCRITERIA APPLICABLE 
TO 

RESEARCH QUALITY The quality of the unit’s research and the 
contribution that research makes to the body of 
scientific knowledge.  
When the research quality of policy advice, 
information provision or monitoring and surveillance 
is evaluated, the research has to be ‘fit for purpose’.  

Quality & 
scientific 
relevance  
Academic 
reputation 
Output  
 

Research PA 

 

RELEVANCE TO 
SOCIETY 

The quality, scale and relevance of contributions 
targeting specific economic, social or cultural target 
groups, of advisory reports for policy, of 
contributions to public debates, and so on. 

Interest of 
stakeholders  
Impact and use 
 

All roles 

OPERATIONAL 
QUALITY 

Operational quality tells us something about the 
quality of the execution of monitoring and 
surveillance, crisis and incident management, 
information provision and programme coordination.  

Effectiveness  
Governance and 
leadership  

M&S, C&I, IP, 
PC   

VIABILITY the strategy that the research unit intends to pursue 
in the years ahead and the extent to which it is 
capable of meeting in research and society during 
this period  

Learning  
Improving  
 

All roles 

INTEGRITY The assessment committee considers the research 
unit’s policy on research integrity and the way in 
which violations of such integrity are prevented.  

Culture  
Policy on 
deviating results  
Dilemma’s  

All roles 

TIMELINESS Timeliness implies whether RIVM products and 
services are delivered on time in order to perform 
the applicable task well.  

Speed  
Timing  
Alertness  

All roles 

 

 

Table 4. Performance indicators as regards Research Quality (from self-assessment report) 
Sub-criteria  Indicator / sample question  

Quality and scientific relevance  Originality of the research and the approach  
 Technological quality  
 The importance of the research for the field  
 Quality of publications  
 Quality of other products  
Academic reputation International scientific reputation and prestige 
 International collaboration 
 Awards and prizes 
 Invitations for lectures at international congresses 
 Scientific relevance  
Output  Scientific publications  
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 Dissertations  
 Other publications, reports  
 Websites for professionals  
 New (innovative) methods  

 

Table 5. Performance indicators as regards Relevance to society (from self-assessment report) 
Sub-criteria  Indicator / sample question  

Knowledge transfer  Scientific publications  
 Articles in media / grey literature / books  
 Websites / social media / movies  
 Policy advice  
 Development of guidelines and standards  
 Performance on congresses and meetings  
 Membership of advisory boards  
Interest of stakeholders  Meetings with policy makers  
 Consultations with stakeholders  
 Development of shared roadmaps  
 Collaboration with societal stakeholders  
Impact and use  Use of knowledge /products for policy  
 Visibility in the public debate and in the media  
 Use of knowledge / products by the industry  
 Contribution to behavioural change in society  

 

 

 


