ICS 03.080.99 SLOVENSKA TECHNICKA NORMA December 2019

Sluzby estetickej mediciny STN
Nechirurgicke lekarske zakroky EN 16844+A2
96 5130

Aesthetic medicine services - Non-surgical medical treatments

Tato norma obsahuje anglicka verziu eurépskej normy.
This standard includes the English version of the European Standard.

Tato norma bola ozndmena vo Vestniku UNMS SR &. 11/19

Obsahuje: EN 16844:2017+A2:2019

129772

Urad pre normalizaciu, metrolégiu a skasobnictvo Slovenskej republiky, 2019
Slovenska technicka norma a technicka normaliza¢na informécia je chranena zakonom ¢&. 60/2018 Z. z. o technickej normalizacii.



STN EN 16844+A2: 2019 Urad pre normalizaciu, metroldgiu a skiSobnictvo Slovenskej republiky

EUROPEAN STANDARD EN 16844:2017+A2

NORME EUROPEENNE
EUROPAISCHE NORM August 2019

1CS11.020.10; 03.080.99 Supersedes EN 16844:2017+A1:2018

English Version

Aesthetic medicine services - Non-surgical medical
treatments

Services en médecine esthétique - Traitements Dienstleistungen in der dsthetischen Medizin - Nicht-
médicaux, non chirurgicaux chirurgische, medizinische Behandlungen

This European Standard was approved by CEN on 20 December 2017 and includes Amendment 2 approved by CEN on 16 April
2019.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2019 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 16844:2017+A2:2019 E
worldwide for CEN national Members.



STN EN 16844+A2: 2019 Urad pre normalizaciu, metrolégiu a skiobnictvo Slovenskej republiky
EN 16844:2017+A2:2019 (E)

Contents Page
EUTroPean fOr@WOTId ......cuummsmsmsmssssssssisisssssssssssssssssssssssssssssssssassssssssssssssssssssasasssassssssnsssssssssnsssssasasassssnsssnsssnanas 4
INEFOAUCHION .. AR R SRR ERR R AR AR RS 5
1 Y6 0 . 6
2 Terms and definitions ... ——————————————————— 6
3 000 103 01 o) 3 U L, 8
3.1 L) 1T o 8
3.2 B0 U000, 9
33 Continuous professional development (CPD) and continuous medical education
00 T 9
4 Management and communication with patients........u—————— 9
4.1 Office staff/BooKing arrangements.. ... mmmsmsssmsmsmsmsmssssssssssssssssssssssssssssssssssssssssassssssssssss 9
4.2 Patient consultation and asseSSmMenNt.......—————— 10
4.3 L0 1T 1 T, 11
4.4 DocumMentation ... ———————————"————_———— 12
4.5 Post-treatment follow up and patient satisfaction..........covinnnnnn s ——— 13
4.6 F N a0 ) 0 13
4.7 Medical tourism and travelling long distance for treatment...........coousmrrsnsesmsnsesesesssesnns 14
4.8 Medical indemnity and INSUTANCE ... ssssssssssssssssssssssssssssssssaes 15
4.9 FES oS 15
4.10 Arrangements for out of hours and emMergency COVET ... 15
0 0 T 01 10 0] = 10 1L 16
5 7/ 010 1 Vi (o () (Lo 1 Lo 2, 16
4.13 Safe timing Of treatMeENLtS. ... ———————————————— 16
T 300 2 O 2 o4 o 1 ) o 16
5 2 T |0 (T 16
51 Evaluation of compliance and risk management ... 16
5.2 PerSOonNel.... s —————————————————_—————— 16
5.3 Documentation of medical records......—————— 17
5.4 2 T |1 2 17
5.5 Administrative and waiting area ........o—————————— 17
5.6 General requirements and recommendations for treatment rooms and procedure
TOOTILS wouruiaisssssassssssssasssssssssssssasssssssssssssssssssasssssssssssassssss s s sssssmssssss e AR AR AR AR R R AR AR SRR AR R RS 17
5.7 Patient safety and SECUTILY ... sasasasasassas 18
5.8 Hygiene standards for treatment rooms and procedure rooms ... 19
5.9 Medicines ManagemeNt......ocmmsmsmsmssssssssssssssssssssssssssss s ssasssss s sssssssssssss s s s asassnsass 20
510 Treatment room (TR).....commmmmmsmsmssssssssssssssssssssssssssssasssssssssssssssssssssssssssasasssssssssssssssssssssss 21
5.11 Procedure room (PR) ... ssssssssssssssssssssssssssssssssssssssssssas 21
6 Treatments. .. ————————————_————_—"=—_—~—” 23
6.1 GENETAL oo R 23
6.2 Aesthetic medical treatment categories......umnnssm s ———— 23
6.3 | 00 T2 1 1T T2 00T £ Lot 0 ) 23
6.3.1  GENETAl .. ————————— 23
Figure 1 — RelationsS......sssss s s s ssssssssssssssssssssssssssss s 23



STN EN 16844+A2: 2019 Urad pre normalizaciu, metrolégiu a skiobnictvo Slovenskej republiky
EN 16844:2017+A2:2019 (E)

LS00 207/ 0 = ot o 10 () 4 1) o 24
L3070 T T T | 172 24
6.3.4 ANaesthesia leVel ... s s s sesssssssssnssassasssssasssnssassnssansnssns 24
6.3.5 RiSK1eVel Of treatmMeNt.....cccucciirerrssrsssssssssassssssssssssssnsssnssssssssssnsssnssssssssssssssssssasssssssssssssessssasssanssssssassn 24
6.3.6 Patient physical status and Qe ... —————————— 25
6.3.7 Mental status and patient eXpectations........———————————— 26
6.4 Treatment identifiCatioN. ... ————————————— 26
6.5 (000 T0Y U0 0T a0 i 3= 3 1T 26
6.6 Aesthetic medical treatMENtS .....ccccvrierisiismrr s ————————————————————————————— 26
Annex A (normative) Code of Ethics for marketing and advertising ........ccunnnssssnissennans 29
Annex B (informative) A-deviations.......msssssssss s 31
531 0] L0 a1 0] 12, 47



STN EN 16844+A2: 2019 Urad pre normalizaciu, metrolégiu a skiobnictvo Slovenskej republiky
EN 16844:2017+A2:2019 (E)

European foreword

This document (EN 16844:2017+A2:2019) has been prepared by Technical Committee CEN/TC 403
“Aesthetic surgery and aesthetic non-surgical medical services”, the secretariat of which is held by
AFNOR.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by February 2020, and conflicting national standards shall
be withdrawn at the latest by February 2020.

This document includes Amendment 1 approved by CEN on 12 December 2017.
This document includes Amendment 2 approved by CEN on 16 April 2019.
This document supersedes EN 16844:2017+A1:2018.

The start and finish of text introduced or altered by amendment 1 is indicated in the text by tags

) &l

The start and finish of text introduced or altered by amendment 2 is indicated in the text by tags

R &l

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent
rights.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of North
Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United
Kingdom.
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Introduction

This European Standard provides a set of requirements, which are deemed to be essential for the
provision of aesthetic medicine services (non-surgical medical treatments).

However, attention is drawn to the fact that in certain countries specific national regulations apply and
take precedence over this European Standard. Users of this European Standard are advised to inform
themselves of the applicability or non-applicability for this European Standard by their national
responsible authorities.

Furthermore, recommendations for other aspects of good practice are provided. The Bibliography
provides a list of European and International Standards and other documents of general interest for
aesthetic medicine services. This list is not intended to be exhaustive.

Emphasis is placed on defining requirements for the quality of the aesthetic medicine services offered in
order to ensure patient safety.

Other factors which influence the overall quality of service include: qualifications and professional
competencies, staff behaviour, facility design and choice of products and suppliers.

This European Standard is designed to bring the following advantages to those that adopt it:

— improvement in aesthetic medicine services which can enhance patient safety and reduce the risk of
complications;

— to promote consistently high standards for aesthetic medicine service providers across Europe;

— enhance patient satisfaction.

Requirements for a quality management system based on EN ISO 9001 for health care services are

provided in EN 15224.

Requirements concerning the occupational health and safety of service providers and their staff at work
are provided in relevant EU-Directives and national occupational health and safety legislation.
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1 Scope

This European Standard addresses the requirements for certain aesthetic non-surgical medical
treatments:

— treatments with resorbable injectables, botulinum toxin and micro needling;

— treatments with non-ablative fractional resurfacing and superficial peels, lasers and comparable
energy based devices;

— treatments with fractional ablative lasers and comparable energy based devices and medium depth
peels; and

— other treatments such as deep chemical peels, full ablative lasers and thread lifts.

This European Standard provides recommendations for aesthetic non-surgical medical treatments,
including the ethical framework and general principles according to which aesthetic medicine services
are provided by all practitioners and stakeholders of the aesthetic medical field. These
recommendations apply before, during and after the treatment.

Any aesthetic medical treatment that goes deeper than the stratum corneum or which has, or claims to
have, a biological effect beyond the stratum corneum (with or without instrument or devices) is
included in the scope of this European Standard.

Aesthetic surgical procedures covered by EN 16372 and dentistry? procedures are excluded from the
scope of this European Standard.

Aesthetic non-medical treatments (tattooing and any treatment not affecting tissue deeper than the
stratum corneum) which can be legally performed by non-physicians (e.g. tattooist, beauty therapists)
are excluded from the scope of this European Standard.

koniecnahladu -textdalej pokracuje vplatenejverzii STN

1) Asdefined in EN ISO 1942.
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