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2007 :

2008 :

Decision of the General Assembly of the SSSH to take
steps to develop a new profession in Switzerland

EFHSS Congress in Milan
* Presentation of the new training project in Switzerland

* The conclusions:
e |tisbecoming necessary to create a new profession with a federal
certificate of competence
* Thereisstillalong way to go, because there are still several points to
clarify.

 What has happened since?
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Swiss education system -
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/Formation professionnelle supérieua Hautes écoles universitaires )
P = z ) - B ” . H - - - . -
Degré Tertiare E?nrnen p(gf§55|onnel E§o|.e supérieure a.ut.e Fc-ole H.?ute Ec?le Université / EPF
fédéral supérieur Diplome ES spécialisée Pédagogique PhD/Doctorat
Examen professionnel Master Master Master
\ fédéral Bachelor Bachelor Bachelor
o \\‘ll——ll——ll—————————ll——II——Il—————ll——ll——ll——’/
‘ + 1 [
‘ '
Certificat féderal de CFC avec maturité ) /Maturité specialisée Maturité \
: capacité (CFC) professionnelle Ecole de culture générale gymnasiale
Degre ou attestation fédérale . Lycée / Gymnase
Secondaire ||
k Formation professionnelle (apprentissage) Ecoles de formation générale
" 7 R = .
Degreé Sec. |
Ecole primaire Ecole obligatoire
Ecole enfantine
( acces direct ~ — — qualifications supplémentaires nécossaz:esj 2 ST+
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Practices in Switzerland

2007 -2008 Survey on reprocessing practices for medical devices at the
request of the Swiss authorities

- Objectives
« State of the art of sterilization in Switzerland to determine future developments

» Basis of discussion for negotiating with the authorities

Presentation in 2009 at the Swiss Congress
Mostly technical information

Two categories of sterilization
* Universities: 40 FTE
e Other: 6FTE
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Collaboration with a company

2009 -2010: Collaboration with a specialized company

(Graf und Partner)
to create a new profession

of the file to obtain the first green light from the authorities
What type of training?

- Competency-based dual training

Company: 4 days a week
School: 1 day a week
Cl: 13 daysoverthe Jyears
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Membership in ODASanté

2010 : SGSV/SSSH/SSSO0 joins ODASanté

OdASanté

Cost: 15'000,- CHF per year

Contributions: health care professionals with extensive
experience in other professions

' b
WORLD

CN  STERILIZATION
CONGRESS



Needs analysis B somcmean e
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2011-2012: Needs analysis for the new profession and second
green light from the authorities

Survey of hospital management

Visit to a sterilization facility with representatives of
other professions who needed to be convinced

Comment from a participant:
Why would we need a new profession? It is a simple process:
wash, pack and sterilize. There is no need for a new profession!!!
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Reform Commission

2013 - 2016: A reformm commission was created to develop training
requirements, in particular:

- Curriculum

- Training plan

- Name of new occupation
Representatives: S“i”e""g“is““"w“ﬁ
- Swiss Confederation (SEFRI) -
- Cantons(3 language regions)
- Employers(3 language regions) ,_
- SSSH(3 language regions) ofF +
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y,, /‘ Name of the new profession and
Vin b
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conditions

* Medical device technologist
* Technologist = technology specialist

e Technician could not be used:
» Reserved for engineering schools

* Not too long

* Apprentices

* Profile . Conditions
- Interested in the techniques - Compulsory education completed
- Manual skills - Good results and good understanding -
Precision and meticulousness in natural and technical sciences
- Sense of responsibility - No impaired color vision

- Ability to handle stress
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moomalnos de compétsnces 5

Compétances opérationnelies

22

—_>
1 2 3 4 5
AS Soumettre ges
A1 Anal an Planfler et organisar les |A les dspostt
a| Gestion des dispositits medicaux et organisation des iy ca ef!'?‘e(‘e:eﬁ?mnf chnes = mim e L T.’;:eer Zfle: POSRIS |44 Assembier, embalier et propositions @’amelloration
tdches Inhérentss au processus de refraltement i begeese berecatesr i cmmcamt e transporier les commandes |0es processus
opérationneis
=) I ‘ -
B“WI“WS Bzmﬂe’.mﬂqﬁ‘ B3PMBCW. BdEfkc:uefmla'ageet BS Eflactuer les contrdies
B Lava t desints desd fits madi x pour le |m atla asp“-’tls medicaux 2n vue |affactuer un 13\@ 2t une une dee Son o ge et Il I
ge @ ction des diepost - oesinection ; efiectuer les |oe leur lavage et de leur  |désintection macaniques oe: e “IEICU‘BD:\e: i e RIS Jey W i
tests de routine gesintection des ASposits medicaux _— e Lo

c Assamblage et emballage des dispositifs médicaux

C1 Préparer les apparelis
de scellage et dessa oe
fonctionnaliie ; effeciuer les
tests de routine

C2 Controler, entretenir at
assembier les dispositits
medicaux

C3 Assembier, emballer et
identiter les dlsposits
médicaux en tenant compie
des dreciives de sécurte et
en optimisant Iutlisation
des matnaux

D Stérllisation des dispositifs médicaux

D1 Préparer les appareils
\|r2quis pour le procassus de
fstermsation 313 vapeur
saturee ; eflectuer et
documenter les tests

D2 Preparer les apparells
requis pour le processus de
stémlisation 3 bassa
température ; efectuer et
documenter les essals de
fonctionnalte

D3 Afiecter les disposits
médicaux ala methode ge
sterlisation Indiquée,
préparer |a charge de
sterlisation conformement
aux proflis de charge
\alides et sterlliser les
dispositifs medicaux au

moyen du proceds acequat

D4 Realiser les contriies
de processus et libérer 13
charge

E Assurance de la quallte et du respact des exigencas
etablies par la legigation et par des normes tachniques

E1 Assurer I3 maintenance
des apparelis atn den
présener 1a valeur

E2 Velller a I'appiication
ges mesures et des
directhes de securtte au
travall et de protection d2 Ia
sante

E3 Metire en cauvre k25
mesures et les drectives de
protection de
Fenvironnament

E4 Realiser les tesis
peérodiques sur les
apparells

ES Gerer les urgences et
les sltuations de stress
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 Areaof competenceB:
 Washing and disinfection of MDs

« Competency B2

e Sorting and preparing medical devices for
washing and disinfection

« Examples of knowledge (15):

 Explainthe differences between thermostable
and thermolabile medical devices, and between
reprocessable and single-use devices

 Explainthe different devices and their areas of
use, handling and cleaning

 Use chemicals correctly in their field of work and
assess the risks they present
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WIS Example of operational competence (2)

« Examples of skills / competences(10):
 Respect hygiene standards
* Assign medical devices to appropriate washing methods

 Perform disassembly, assembly and functional checks of medical
devices, as indicated

« Examples of soft skills(7):
 Awareness of personal responsibility for the health of patients
e (Careful and thourough work ethics
e Careinhandling medical devices and equipment (awareness of risks)
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- Curriculum (1)

* (Ordinance of the SEFRI on the initial vocational training of
medical device technologists with federal certificate of
competence (CFC)

1. Purpose and duration: 3 years of training
2. Objectives and requirements: link with the training plan

- 22 operational skills Ovdommance duSEFRI 412.101.222.30
3. Occupational safety, health protection e
and environmental protection du ot 2017 st 1 i 201
1. Scope and location of training
e b der o o Are
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- Curriculum(2)

Enseignement lre année 2e année 3e année Total

a. Comnnaissances professionnelles
— Gestion des dispositifs medicaux et 80 60 60 200
organisation des taches inherentes au
processus de retraitement: lavage et
desinfection des dispositifs meédicaux

— Assemblage et emballage des dispositifs 80 60 40 180
medicaux
— Stérilisation des dispositifs meédicaux; 40 80 100 220

assurance de la qualite et du respect des
exigences etablies par la legislation et
par des normes techniques

Total Connaissances professionnelles 200 200 200 600
b. Culture génerale 120 120 120 360
c¢. Education physique 40 40 40

Total des périodes d’enseignement 360 360 360 2 ST+

WORLD

STERILIZATION
CONGRESS




- Curriculum (3)

1. Requirements for trainers
- MDRCFC + 2 years of experience
- Other CFCs +level 2 + S years of experience

- Degree from a university + at least 2 years of professional experience in the field
of training they provide

2. Qualification procedure
- Prescribed practical work (4 hours) 40 %

- Professional knowledge 20 %

- Written exam (3 x 50 min)
- Oral exam: 30 minutes

- General knowledge 20 %
- Experience notes(3 years of school) 20 %
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Implementation

Implementation has been completed in the three
language regions:

- Choice of training centres

- Careum/(Zurich), ESSanté(Lausanne), Centro Professionale
Sociosanitario Medico-Tecnico (Lugano)

- Training manual
- Allrelevant documents available
- Who teaches what and where?

- Course materials written

- Training of trainers in companies

- Minimum requirements for training companies
- Teacher selection




WIN&La Course materials

e About 700 pages
* 5 booklets + 2 supplements: glossary and standards

» Basic data, exercises, reflection, etc.
* Only digital first, then printed complement
« Publisher: Careum Verlag verlag@careum.ch

* Cost to SGSV/SSSH/SSSO0: CHF 100000 o +
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Wi/@h Minimum requirements / training companies { & s
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* Infrastructure and equipment

e Separate work areas:

« washing area, packaging area, sterile storage area
» At least one washer disinfector compliant with SN EN [SO 15883
» At least one welding machine

* At least one steam sterilizer compliant with SN EN 285

* Other basic requirements
» Be able to teach all operational skills

* Reprocess equipment from at least one operating room with the following
surgical areas:
Practical internships:

. G.en.eral sgrglcql instruments S B RES  s e s et

° Mlnlmally Invasive surgery e 2 days in the endoscopy department

. Orthopedics * 2 days with another important customer
* Gynecology 2" *
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First year

2018 A first group of students started their training in each
of the J linguistic regions

2018 - 2021 : Adjustments were made to correct the
imperfections detectedandthe
qualification procedure was finalized with <= reronnes en formetion

the writing of the oral and written exams. (e _PERSepbs TE
| | | EofATIR—CR
« Working group to write the exams (practical, CoOTE s

written and oral) for the whole of Switzerland
in the 3 languages

2020 : Good practices Good practices for the
management of MDR trainees
(apprentices)
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First CFC MDR

2021 30 apprentices obtain the CFC in MDR

- 17in German-speaking Switzerland

-10in French-speaking Switzerland
-3in Ticino
ologi per
positivi medici

v

»
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Wikl People currently employed

2021 Preparation of a training course for people who have been working in
sterilization for at least b years

Requirements
Sty * Atleast 3 years of full-time experience in the field of MDR

CFC de technologue en

dispositifs médicaux (rom) ° Experience inthe 22 Operational skills

»y ¢ AtleastBllevelin French

e accordingto the standards of the European Framework of
Reference for Languages

“. | + Have passed the general knowledge exam
"= ¢ Holdthe STE 10r STE 2 certificate
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WiN& Future

* Making the training sustainable

» Convince reluctant institutions +,
* Integrate the MDR CFC into legal documents, |
Good Practices and various recommendations BREVET
» Update course materials
* Develop a medical device technologist sl i

avec brevet fédéral

= @

certificate for executives
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Wh@. Conclusion

| would like to thank all the people who have invested themselves
during these 14 years to develop this new profession

There is still alot of work to be done, so let's get to it, dear colleagues!

When training meets the requirements of the job, skills serve progress

Mouctar Keita
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Diagram for translators
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l&mm Berufliche Handlungskompetenzen —
1 2 3 4 5
AL Liederurgen
1 Kuncenantagen A2 Arbeften sestsiandg  |AJ Medzinprodukte und AS Varschiage O
Medizinprodukten [sammenssilen,
A hwi—;i:bnmm . el Qrgunisiernn analysieren und efizient planen und  [Verbrauchsgiter =3 der betnedil-
e e Zstandigheiten abkidren :;--- |cemitschatten e Abiade anbnngen
Reinigen und Desinfizieren von ::1 — 9re Medinprocukie fOr de ? e B4 Mednprocukte won Prozesskontrolie
B Medizinprodukien TEEET SIS und Desinfektion mmmm und die Charge
Routinetests durchifthren — und desinizieren

(C1 Gerate zur Versiegelung

Medinprocukte
und Funkbonsprofung
C | Zusammenstelien und Verpacken von Medizinprodukten TR pliegen und
rusammensetzen
Routinetests durchithren
D1 Gerate O den Gerate fr den
Stenlisascnsprozess mt B e
4 -mnmn ; De T
dizinprodukte Charge
bereitstedien, Tesis Furkacons-
hithren und durchfhren und
[dokumentieren
Massnahwmen und
E 1 Werlerhaltung der ‘orschriten der Ar- 3 Massrahmen unc
£ |Sicherstaien der Quatitat und der Einhaltung der Im Recht|  |Gerate curch Untemat unddes  [Vomschntien des et Esim'“":‘wm‘
und in fechnischen Normen fesigehaltenen Anforderungen sicherstielen hutzes umsetzen
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Bildungssystem der Schweiz

Tertiarstufe

Sekundarstufe |

4 Hohere Berufshildung s Hochschulen )
Eidg. Hohere Hohere Fachschule . Fachhochschule Padagogische Universitét / ETH
Fachprifung Diplom HF Master Hochschule PhD/Doktorat
Eidg. Berufspriifung Bachelor Master Master

o Bachelor Bachelor
% "
Eidg. Fahigkeitszeugnis (EFZ) EFZ mit Berufsmaturitat ( Fachmaturitat Gymnasiale \
oder Berufsattest Fachmittelschule Maturitat
. Gymnasium
Berufliche Grundbildung (Lehre) Allgemeinbildende Schulen
e T ok R T P
Obligatorische Schulzeit

Primarschule

Kindergarten

(— direkter Zugang - - - zusatzliche Qualifikationen notwendig]




The Swiss education system

( Higher vocational education \ 4 Universities )
Advanced Federal Diploma  College of Higher University of Applied  University of University /
Education Sciences Teacher Education ETH-EPF
Federal Diploma Diploma HF Master Master PhD/Doctorate
Bachelor Bachelor Master
Bachelor

Federal VET Diploma VET with Federal Vocational Specialised Maturity
or Federal VET Certificate Baccalaureate Baccalaureate Certificate
TG g5 Specialised Middle Academic Upper
pper yeconaary

H:p’ r Secondary School Secondary School
LVE

Vocational education and training (apprenticeship) k General education J
Lower Scondary
Level
Primary Level Compulsory school
Kindergarten

(— direct access - — — additional qualifications necessaly)
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El sistema educativo en Suiza

Formacion profesional superior \ Escuelas superiores / Universidades )
Nivel de
educacion Examen federal profesional  Escuela superior Escuela superiorde  Escuela superior  Universidad/
= R superior profesional ciencias aplicadas de magisterio ETH-EPF
terclarna B fesional federgl  DiPloma Master Master PhD/Doctorado
T PSS o Bachelor Bachelor Master
= Bachelor

e i 4B

Certificado federal de formacion  Certificado federal de Bachillerato de Bachillerato

Certificado Federal Basico formacion profesional ensenanza media Instituto de
Nivel de con bachillerato profesional bachillerato
educacion profesional Instituto de ensefianza

media profesional

secundaria |l

Formacion profesional (aprendizaje) J k Institutos de formacion general
Nivel de
educacion

secundaria | Escolaridad obligatoria
Escuela primaria
Kinder

(— acceso directo - - - cualificaciones suplementarias necesariasj
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