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CCMO

6 April 1999 - WMO
The Central Committee of Medical Research with human participants

e Clinical Trial, Medical and In Vitro Diagnostics Regulation (CTR, MDR
and IVDR)

 Dutch Medical Research with Human Subjects Law (WMO)

e Embryo Law

Els Borst Scope: medicines, devices, diagnostics, other research, (secondary) use
of biological samples
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~ Mission |
Central Committee on Research Involving
Human Subjects (CCMO)

The CCMO protects participants taking part in medical research
by reviewing the research on the basis of the statutory
provisions laid down for them and taking into account the
interests of scientific progress.
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Drug Development Proces and Regulatory Authorities
in the Netherlands
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Main stakeholders involved in clinical research
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CCMO member of

Regulatory Science Network Netherlands
(RSNN)

network of experts from industry, academia, government bodies and
patients

Our mission is to advance an efficient and effective regulatory system

that supports medicines development, marketing authorization, access,
and appropriate use of medicines.
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Why Clinical Research

Clinical research is vital to
continually improve the clinical effectiveness
of medicine and public health measures



To get better medicines - Data is what we need!

In God We Trust. All Others Must Bring Data.
William Edwards Deming, American statistician and management theorist

Also a common saying at the FDA
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NORTH AMERICA

FDA and Health Canada UK, EMA, and Swissmedic rolling
rolling review review

=| Europe

WHO

ANVISA rolling review
rolling review
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Pre 2004: No Clinical Trials Directive Clinical Trials Regulation
harmonisation (EVU 2001/20/EC) (No.536/2014)
National rules, different Some harmonisation, but Full harmonisation, 1000
processes in each Member national systems & collaborative assessment of
State. processes varied multinational trials, single EU o
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The CTR aims to ensure greater
harmonisation in the EU

*single-entry point for sponsors and regulators of clinical
trials, Clinical Trials Information System (CTIS),

*single authorisation procedure for all clinical trials for faster and
better assessment by all EU countries concerned,

egreater transparency for clinical trial data.
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https://euclinicaltrials.eu/

() https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en

How to use the map (click to show)

Total trials Total sites
8738 8495
Search trials +
Medical condition *ﬁ y

e.g., tinnitus, diabetes n a

() Only show recruiting

Transparancy =

Search for clinical trials - e :
EMA (euclinicaltrials.eu) U i

Country v

Click on a trial site for details

O Currently recruiting
@ Not recruiting



https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2023-504713-76-00
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2023-504713-76-00

Registration of medical research with human participants
www.onderzoekmetmensen.nl
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Taal  Nederlands -
Onderzoek met mensen CEMB cassamsimmmansn ] pemrrepe R
Overzicht van medisch-wetenschappelijk onderzoek in Nederland el I
-
Mijn onderzoeken [ s |
e iald Me pukajerhea
Home  Onderzoeksdeelnemer  Professionals  Actueel Over OMON  Zoeken CCMO.nl 7
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Onderzoeksdeelnemer —
: g i T
In Nederland wordt veel medisch-wetenschappelijk onderzoek gedaan. Dit is onderzoek om ziekten te — _—1 =
voorkomen of om ziekten te behandelen. Onderzoeksdeelnemers (ook wel ‘proefpersonen’) zijn heel o —_1 =
belangrijk bij medisch-wetenschappelijk onderzoek. Zonder deelnemers krijgen we geen nieuwe medicijnen
of nieuwe behandelingen. Deelnemers kunnen gezonde mensen of patiénten zijn. Voorbeelden van medisch- ——p—— =
wetenschappelijk onderzoek zijn:

« onderzoek om meer over een ziekte te weten te komen;
« onderzoek naar nieuwe behandelingen;

« vergelijken van een oude behandeling met een nieuwe behandeling.

Klik hier als u meer informatie wilt over medisch-wetenschappelijk onderzoek.
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Accelerating Clinical Trials-EU ACT-EU

The initiative (europa.eu)/ Priority action areas (europa.eu)

Better, faster, optimised clinical trials

Improving the clinical trials environment in the European Union through harmonisation,
innovation and collaboration with stakeholders.
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Accelerating Clinical Trials in the EU
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Our work

Clinical trials analytics
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Clinical trials safety

Implementation of the
Clinical Trials Regulation
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HIGHLIGHTED

Multi-stakeholder platform

Documenis

Clinical trials in public
health emergencies

Clinical trials training
curriculum

Consolidated advice on
clinical trials

Clinical trials methodologies

Good clinical practice
maodernisation

o i

Multinational clinical trials
by non-commercial
Sponsors


https://accelerating-clinical-trials.europa.eu/index_en
https://accelerating-clinical-trials.europa.eu/about/initiative_en
https://accelerating-clinical-trials.europa.eu/priority-action-areas_en

Impact RSNN

Expert meetings
Clinical Research Climate Netherlands

Implementation of IVDR
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Make Impact
National Action Plan — Clinical Research
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Centrale Commissie Mensgebonden Onderzoek
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POSTADRES

POSTBUS 16302
2500 BH DEN HAAG

BEZOEKADRES Tha n k you

BEZUIDENHOUTSEWEG 30
2594 AV DEN HAAG

ccmo@ccmo.nl

1 (070 340 6700 Questions

www.ccmo.nl
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