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„All doctors have a 

romantic notion of

what it means to be a 

doctor. Many British 

doctors, for instance, 

remember Sir Luke 

Filde‘s famous picture

of a doctor treating a 

sick child. 

The room is dark; the

pale child sick unto

death; and the

bearded, besuited

doctor worried. 

The focus is on the

intense relationship

between the doctor

and the child. 

[BMJ 1998;316 (30 May) Editor‘s choice]
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Nobody else but the child‘s parents are there; 

certainly no economists.“ …and no standardisation experts.“
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Medicine is about patients

-

not consumers!

Very private concerns

Suffering

Call for help

Life-and-death-questions

Existential fears
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Patient-doctor relationship

 Medical professional ethics, skills, 

knowledge and attitude

 Patients self-determination

 Therapeutic freedom
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High-quality medical care

Evidence based medicine 

Clinical practice guidelines

„Knowledge is the enemy of the

disease“ 

„In the 19th century ‚clean water‘ was the most important ressource
for health. 

In the 21st century it is ‚clean knowledge‘.“

Sir John Muir Gray
former „Chief Knowledge Officer“ of the NHS

www.bettervaluehealthcare.net
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Evidence based medicine…

 Best external evidence 

 Individual clinical expertise

 Patients’ preferences

“Similarly, any external guideline must be integrated with 

individual clinical expertise in deciding whether and how it 

matches the patient’s clinical state, predicament, and 

preferences, and thus whether it should be applied.“

David L. Sackett
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Standardisation is

for markets/ economic benefits

Guidelines are

for quality and safety in healthcare/ 

individual patients
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Standardisation

„GOBSATT“, interested parties, interests
GOBSATT = good old boys sitting around the table“, eminence-based i. e. sub-standard

Guidelines 
 Defined methodology

 systematic and science-based approach

 critical appraisal 

 clinical recommendation that has been differently verified 

and therefore weighted. 
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http://www.agreetrust.org/practice-guidelines/
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Standardisation

Interested parties, lobby groups, 

profiteers

Guidelines 

Scientific Experts declaring any potential 

conflict of interest, including patient organisations
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Standardisation

You have to pay

Guidelines 

For free
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„….is founded on the principles recognised by

the World Trade Organisation (WTO) in the field

of standardisation, namely coherence, 

transparency, openness, consensus, voluntary

application, independence from special

interests and efficiency (‘the founding
principles’).“
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CEN WGs are not transparent

Open only for payers: „openness???“

 „Consensus“ by randomly assembled groups, 

definitely no independence from special

interests and no signs of added value for

patients = efficiency!? (see ‘the founding principles’).

CEN ignoring sustained opposition: EU Council, 
CPME, UEMS, Governments of Germany, Spain, Poland, ESIP, HOPE, 

CED, ETUC, EPSU, AEMH, CEOM, EANA, EJD, EMSA, EFMS, UEMO…
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Collision with pre-existing regulations!!
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Market

- Standards

 Exchange and

comparison of

products and

procedures

 Economy/Profit

Healthcare

- Clinical guidelines

- High quality care 

of individual 

patients

- Ethics/ Value
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The meeting minutes have in the past

often misrepresented the discussions

and 

omitted important arguments that were 

presented, 

often with the incorrect justification 

“out of scope”. 

[Source: Extract from the Joint Letter by the Healthcare Stakeholder Group on the CEN Healthcare Services Focus Group (HSFG), September 2017]

Irregular proceedings within the CEN

Healthcare Services Focus Group (HSFG) 
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Existing standards of CEN

• DIN EN 16372, Aesthetic surgery services

• DIN EN 16844, Aesthetic medicine – Non surgical medical procedures

• DIN EN 16872, Services of Medical Doctors with additional qualification in 

Homeopathy

• DIN EN 16686, Osteopathic healthcare provision

• DIN EN 16244, Healthcare provision by chiropractors

Driven by specific lobby groups

Fields without scientific basis
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Yes, standards are helpful !

…according to products and processes, 

e.g. quality management etc…
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Need: A standard for standardisation! (GJ)

 Which problem is to be solved?

 Relevance of the problem?

 Scale of the problem?

 Who is concerned? 

 How is the target group identified and involved?

 Conflicts of interests!!! 

 (Scientific) basis of solution?

 Basis and methods of development, pilot test?

 Assessment - added value for patients

 Evaluation!?

 Expiry date!?

 Total costs (development, operating business and consequences)? 

 Adaptability to different health care systems?



Dr. med. Günther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association

12 October 2017, Brussels

http://www.bundesaerztekammer.de/fileadmin

/user_upload/downloads/pdf-

Ordner/WB/Normung_Langfassung.pdf

Source: Deutsches Ärzteblatt |

Ausgabendatum | DOI: 10.3238/

arztebl.2015_SN_Baek_Normung01_engl01
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Patient care does not need

mechanising and bureaucrazy

but

humanising and values.

So does Europe!

g.jonitz@aekb.de


