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The three wise monkeys sometimes called the three mystic apes, are a pictorial maxim.

Together they embody the proverbial principle to "see no evil, hear no evil, speak no evil“

The three monkeys are Mizaru, covering his eyes, who sees no evil; Kikazaru, covering his ears, 
who hears no evil; and Iwazaru, covering his mouth, who speaks no evil. 
Sometimes there is a fourth monkey depicted with the three others; the last one, Shizaru, 
symbolizes the principle of "do no evil" He may be shown crossing his armssymbolizes the principle of do no evil . He may be shown crossing his arms.

There are various meanings ascribed to the monkeys and the proverb including associations with 
being of good mind, speech and action. In the Western world the phrase is often used to refer to 
those who deal with impropriety by turning a blind eye
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those who deal with impropriety by turning a blind eye



“I d ’t S ” K d i i t ki l k i B l“I don’t See:” Key decisions are taking place, as we speak, in Brussels

“Austerity: Healthcare in hardship”
(EurActiv)

“European Parliament discusses Medical Devices.” 
(Eambes)

“Healthcare and the economic crisis: Time for new 

( a bes)

thinking 
(European Voice)

“Would privatising healthcare make it more 
innovative?”

(Debate Europe)(Debate Europe)



“I don’t hear:” Doctors have a grater chance to be listened toI don t hear:  Doctors have a grater chance to be listened to

Trust Levels in Ireland  (Source: MRBI Trust Survey 2010)
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“I don’t Speak:” The medical profession needs to participate in p p p p
the debate

In 2003 the BMAIn 2003 the BMA 
intervened in the 
WTD debate. It 
was important towas important to 
hear their 
opinion.

The issue is back on 
the agenda, with g ,
Cameron calling for 
relaxation of this. But 
who will Brussels trust 
more: A politician or a 
doctor?

5“If you are not at the table, you could be on the menu.”



Changing landscape in Europe for medical devices –
Regulatory standpointRegulatory standpoint
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Our Vision on RegulationOur Vision on Regulation

I d t t l di t bl d ff ti l t tIndustry wants a clear, predictable and effective regulatory system 
specifically tailored for medical devices that…

• Guarantees the highest level of safety for patients;

• Ensures timely access to the latest innovative technologies;

• Enjoys the trust of its stakeholders;

• Contributes to the sustainability of national healthcare systems;

• Results in a dynamic environment which encourages and keeps• Results in a dynamic environment, which encourages and keeps 
research & development and innovation in Europe.
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the current regulatory system



the current regulatory system

it k

the current regulatory system
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The new proposed Regulation
Which areas will it affect?
How will it improve and guarantee safety?



Eucomed Position on the RevisionEucomed Position on the Revision

• We acknowledge the need for changeWe acknowledge the need for change

• We agree with many measures in the Commission proposal• We agree with many measures in the Commission proposal

A d h ld b d i t 3 it i• Any proposed measure should be assessed against 3 criteria:
• Does it increase Patient Safety (avoid PIP)?
• Does it maintain / enhance patient access to technologies?• Does it maintain / enhance patient access to technologies?
• Does it encourage innovation (sustain healthcare systems)?

• ‘Scrutiny’ & ‘PMA’ solutions do not meet the 3 criteria –
Eucomed opposes !
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the new regulation: improvementsthe new regulation: improvements

Improved Governance Improvements in 
N tifi d B di

Regulation and Scope  

Notified Bodies

clinical evidence
Greater transparency
and traceability

clinical evidence

Standards, Technical 
Requirements & Guidelines

and traceability 

enhance vigilance &
market surveillanceRequirements & Guidelines market surveillance



the new regulation: can it go further?the new regulation: can it go further?

Necessity of a Systematic 
Control procedure

tighter controled & specialised
Notified BodiesControl procedure

Clear Science Based 
classification

Notified Bodies

more clarity onclassification

Greater transparency
and traceability

more clarity on
clinical evidence

Increased stakeholder
Involvement

and traceability 

enhance vigilance &
market surveillance

Involvement



the process : April 2013
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the process : April 2013
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Dontloosethe3Dontloosethe3



Thank You and to learn moreThank You…and to learn more…

http://eucomed.org/key-themes/medical-devices-directives
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