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12 October 2017, Brussels

,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, besvited
doctor worried.

The focus is on the
intense relationship
between the doctor
and the child.

[Quelle: Tate Images]

Nobody else but hil‘s ren’rs are ’rhere;
certainly no economists.” ...and no standardisation experts.*

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

[BMJ 1998;316 (30 May) Editor‘s choice] Kotk



Medicine is about patients

not consumers!

Very private concerns
Suffering
Call for help
Life-and-death-questions
Existential fears

Dr. med.

Giinther Jo

nitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association



Medical action is based on... ze= s

Patient-doctor relationship

» Medical professional ethics, skills,
knowledge and attitude

= Patients self-determination

» Therapevtic freedom
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High-quality medical care
v Evidence based medicine
v'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
Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association & &
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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

SARZTES @

Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Associati
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AIM 1111111111111 ,Brussels

Standardisation is
> for markets/ economic benefits

» Guidelines are
for quality and safety in healthcare/
individual patients
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M E I H O D s 12 October 2017, Brussels

Standardisation
» ,,GOBSATTY, inferested parties, interests

GOBSATT = good old boys sitting around the table*, eminence-based i. e. sub-standard

APPRAISAL OF GUIDELINES
foR RESEARCH & EVALUATION II

Guidelines V)

AGREE Il

» Defined methodology
> systematic and science-based approach
> critical appraisal 10

> clinical recommendation that has been differently venﬂed
and therefore weighted.

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




Systematic Approach!

12 October 2017, Brussels

AGREE

Advancing the science of practice guidelines

Home About Resource Centre Research Projects News

AGREE Enterprise website > Practice Guidelines

Practice Guidelines

What are practice
guidelines?

Practice guidelines are systematically
developed statements to assist practitioner
and patient decisions about appropriate
health care for specific clinical
circumstances (1).

-_—

In addition, practice guidelines can play an
important role in health policy formation (2,3) and have evolved to cover topics
across the health care continuum (e.g. health promotion, screening, diagnosis).

Practice guidelines are evidence-based if they undertake a review of the literature
and link their concluding recommendations to the evidentiary base identified
through the literature search.

Authors of practice guidelines are usually experts in the content topic area and in
research methodology. Authors provide interpretation of the evidence and include
their expertise to formulate the recommendations.

Login

Search

My AGREE PLUS

AGREE Il Instrument

Download the AGREE Il

Training tools

Learn by using the AGREE |l Training
Tools

Appraise practice guidelines with the
My AGREE PLUS online appraisal

platform.

Appraise guidelines

Guideline Reporting

Apply the AGREE Reporting Checklist

when reporting guidelines.

http://www.agreetrust.org/practice-guidelines/
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CONFLICTS OF INTEREST "= -

Standardisation

» Interested parties, lobby groups,
profiteers

Guidelines

» Scientific Experts declaring any potential
conflict of interest, including patient organisations




AVAILABILITY

Standardisation
»You have to pay

> Guidelines
> For free

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



EU Characteristics of Standardisation ===

L 316/12 Official Journal of the European Union 14.11.2012

REGULATION (EU) No 1025}2012 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 25 October 2012

on European standardisation, amending Council Directives 89/686/EEC and 93/15/EEC and

Directives 94/9[EC, 94/25/EC, 95/16/EC, 97/23[EC, 98/34/EC, 2004/22/EC, 2007/23[EC, 2009/23|EC

and 2009/105/EC of the European Parliament and of the Council and repealing Council Decision
87/95/EEC and Decision No 1673/2006/EC of the European Parliament and of the Council

+....I1S founded on the principles recognised by
the World Trade Organisation (WTO) in the field
of standardisation, namely coherence,
fransparency, openness, consensus, voluntary
application, independence from special
interests and efficiency (‘the founding
principles’).”

Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association
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GJ: Real Life of Standardisation? ===

» CEN WGs are not fransparent
» Open only for payers: ,,openness???“

» ,Consensus” by randomly assembled groups,
definitely no independence from special
inferests 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...

G«.f;,&—d_;/,ﬁ \d
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Letter concerning EN 16372

Norm an den entsprechenden Stellen folgende Bundes- und Lindergesetze keine

% I Bundesministerium Beachtung:

fiir Gesundheit « Bundesdatenschutzgesetz

+ Telekommunikationsgesetz

« Telemediengesetz

« Signaturgesetz sowie die Verordnung zur elektronischen Signatur

« Archivgesetz .
Bundesministerium fir Gesundheit * 11055 Berlin «  Gesetz fiber die Ausfilhrung des Gesetzes zu Art. 10 Grundgesetz (NRW)

Fr. Dr. Bohnsack « Datenschutzgesetze / Gesundheitsdatenschutzgesetze der Linder
« Gesetze der Lander tiber den 6ffentlichen Gesundheitsdienst

DIN +  Gesetz iiber Hilfen und Schutzmafnahmen bei psychischen Erkrankungen
« §630f BGB

. il +  §203 Strafgesetzbuch ‘

nur per ema « § 3 Berufsordnung Heilberufs- und Kammergesetze der Linder sowie
Berufsordnungen der Arztekammern (insbesondere die § 3 der
Musterberufsordnung fiir Arztinnen und Arzte entsprechenden Vorschriften)

« Krankenhausgesetz

« Medizinproduktegesetz

« Medizinprodukte-Betreiber-Verordnung

« Medizinprodukte-Sicherheitsplan-Vererdnung

» Qualitdtssicherung in der medizinischen Versorgung

+ Richtlinie der Bundesirztekammer zur Qualititssicherung laboratoriums-

medizinischer Untersuchungen - Rili-BAK

Betreff: Dienstlgistungen]'n der Asthetis - Empfehlungen der BAK zur drztlichen Schweigepflicht, Datenschutz und
der nationalen ]mp] ementi erung Datenverarbeitung in der Arztpraxis

Collision with pre-existing regulationsl!

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




Market
- Standards

— Exchange and
comparison of
products and

procedures

— Economy/Profit

Healthcare
- Clinical guidelines

- High quality care
of individual
patients

- Ethics/ Value

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




Irregular proceedings within the CEN
Healthcare Services Focus Group (HSFG)

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]

Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association o =Y
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Existing standards of CEN

 DIN EN 16372, Aesthetic surgery services

Homeopathy

 DIN EN 16686, Osteopathic healthcare provision

 DIN EN 16244, Healthcare provision by chiropractors

Driven by specific lobby groups
Fields without scientific basis

DIN EN 16844, Aesthetic medicine — Non surgical medical procedures

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

Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association
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EU-PSQCWG 2/2014 ===

In the discussion after the presentations the following points were raised:
)

35"

e It is not clear whether the CEN standards are voluntary or mandatory. CEN
explained that once a CEN standard is agreed, conflicting standards adopted by

national standardisation bodies have to be withdrawn, but the use of the CEN ‘

standards is voluntary.

explained that the study would not be launched before the adoption of the second

4
Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association & &
o T
Z, =
O@ ‘E"?
L



Yes, standards are helpful !

...according to products and processes,
e.g. quality management efc...

[7 N
Dr. med. Giinther Jonitz, President of the Berlin Chamber of Physicians, member of the board of the German Medical Association o =Y
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Need: A standard for standardisation! (G

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 datel?

Total costs (development, operating business and consequences)?
Adaptability to different health care systems?

AN N N N NN U U U N NN

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



BEKANNTGABEN DER HERAUSGEBER

12 October 2017, Brussels

Bekanntmachungen

On the recommendation of the Scientific Advisory Board , the Executive Board
of the Garman Madica| As sociation adopted at its meeting on 25 Saptember 2H5:

Statement on the

“Standardisation proposals regarding healthcare
services from the physicians point of view”

Foreword

Sondamks mouile the safety of madcal devites and echnical perafions 1o di-
agnisic and therapeutic prodedumss. But stndardisafion efiors fave niw aso
auf thesir gis On services in e Nealinoam saCior. Healncam sendives must, ho-
Weer, Caibsg ocaily e reg amed i COmp ek infervenions. ACcomingly, quakyas-
arance Of medical aciivilies rests bolh inkemationaly and nalonally upon the
shaie-0f-he-art n medical sCenoe and Bcmology and thus m e prindale of
evickenDe-bazsed mied iGine and guickeines. The primary infentions befind this are o
prDbesct palienls, provide asturance Tor the pgicans ealng them and D e
M- iy nesitmcare, bésaring in mind the individu ) pmgsacan -pafien | refabones -
i and the therape i discrelion of the pysican.

In mcogniion of thess hasic princpkes of medical pachoe, Me Tealy on the
Funclioning of the Europesn Uinion (TRELD stpulakes, with good resson, the pro-
fection of each Member Stabek r=poreibity fordefining its own health poiicy and
o the organisa o and de ey of is heain servioes and medical cane. Howeses,
dhesspifes e fact that thess resporesibiiles ane expbotly ackn owiedged under Bu-
ropesn W, both individus | rep reseniatives of s0-called *niessded parfies” and
the EurDpean Comemisaon am indrexsng ther afiors 0 reguiie Neatncare ser-
wicess by mésns O echnical standardialion. The Curment negilations mgarding
the propoeed fee Fade agresment (TTIF) a0 mise e thalils purvew could
riciuce and mguibe eaincams serites, hussuyscling Men Dabndardksaton.

Throug N rumesous inidaives, the German Medical Assocalin fes almady
eqresayd that he standardisation of neathcam senéces al the national, Brope-
an and b Sonal Evel should be fen iy repecied. Hiweser, given hat Tere nad
e 0 2Cienbic sludy of i fopic D dabe, the Execuie Boerd of the Gesman
Meciizal Aesncialion commistioned ils Soentic Advisory Boad D eaming the
e fhodoiogical iundations, 25 wel &= the impications of stndandsation in the

Priaf. Dr. med.
Fran K Lkich Monigormery
Pré sdent der Bundesirriakammer
i dess Deutschen Al tages
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Prol. D med_ D¢, 1. ¢ Paler ©_Sceba
Wirsitmender des
Wesenschaftichen Beirak
s Bunde SrTieka e

hesalth sechor ¥om a scieniific medical pont of view. Based on e undesstanding
freat paients and the progression Of ther dsesses are neer sbndarised nor
Capi i O baing standerdized, i wes especialy mporiantin ths cas Dbéng ot
e Exaesic pfin Ciplkess 10r incivdicualkasd sbate-of-he-art medical care.

The statement at nand clearyilesta s e dvemgent dpectes and con-
Cepiual differences batwesn the daflng of guideines, on the one hand, and
shndamis on the ainer. Af ihe same time, ithecomes Clear at sbndards are
not an appropsate reguisiory fool for the feld of healincas snices and, n
particular, for the work inhesent b0 the priclics of medicing, since, in Mis Teld,
niormafion or specicafions must be nberprald and evalaied on an ndive-
dual hasis.

Todojustics D this complexeue and e nb account a ey of pespact-
vess, e Wiorking Geoup wee shifled with an inlerdistipinery am, n cooperation
Wi e Azs0calon of Me Sceniic Medical Socieles in Gemmany. In somebmes
conbroversal, but amays constucte depussions, mambers and guests of e
\Wiorking Group Camully Tormu led e sibement and recommendad if 10 ihe Bxe-
Dulive Board of the German Mexdical fesncation for a deciion. For this we woull
ik 0 faikees this Opporiumity i0 Sincenely thank all parfies imobed .

The wiridged verson of e shlement presnts a profund anayss of this
Suelt ralier. The absdged Version Offers 2 supplementary comp act ieabment of
itz argurmen L The Nope &= ai0 o make the stndandesabion effiors of the Ewope-
an Comimiza0n Wl knowh and, in paricuir, 10 akert pobcy makess at the natio-
ral &= wellas e European kel 10 questions and probiems assocaied wilh e
shndardisation of heathoare sevvices. With thiz in mind, ihe Eecubw Board of
e Gewnan Medical Azsociabon rsached a decison 0 ranskle the shbement n-
[ English. The shled goal of these efiors i (0 enswre thal sEndardisbim i n-
Trduced in @ Way that & nuanDed and aporp Sl going forwesd and e béng 0
an and the naporopdae aflsmpt o sbndaries healhtare servites.

?

Prof. Dr. pifil. Bobert Jifle
Fadarfiihrender des Arbei skreses

Preamble

The primary objective of standardization 15 the methodical, colla-
borative achievement of wformuty of tanzible and mtangble
goods. The tazk of physicians 15 to preserve Life, protect and res-
tore bealth alleviate suffering, support the dying and participate
i the preservation of the natwal foundations of hife with regard
for their importance for buman health. By practicing medicme
any exercise of the profession 15 understood by which medical

knowledge can be used or used among other things. Practicing
and compliance with the accepted state of medical knowledze.
Agamst this backpround the present statement of the Scenn-
fic Advisory Board of the Gemman Medical Association ealls at-
tertion to the questions of what constriutes Individuahised state-
of-the-art medical care, where might standardisation be reasona-
ble from the point of view of phy=icians and patients {see chapter

1 Deurtsches rziobilatt | Amsgaberrizion | D08 1103238 ar2tub| 2015_SN_Baekx_Nomeng(11_angll1

Source: Deutsches Arzteblatt |
Ausgabendatum | DOI: 10.3238/
arztebl.2015_SN_Baek_Normung01_englO]

http://www.bundesaerztekammer.de/fileadmin
/user_upload/downloads/pdf-
Ordner/WB/Normung_Langfassung.pdf
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Patient care does not need

mechanising and bureaucrazy

but
humanising and values.

So does Europe!

* 5 *

g.jonitz@aekb.de




