°
m SLOVENSKI STANDARD

oSIST prEN 17169:2017
Ol-november-2017

[Not translated]

Tattooing - Safe and hygienic practice

Tatowierdienstleistungen - Sichere Praxis und Hygieneanforderungen

Services de tatouage - Pratiques sdres et exigences d'hygiene

Ta slovenski standard je istoveten z: prEN 17169

ICS:

03.080.30 Storitve za potroSnike Services for consumers
oSIST prEN 17169:2017 en,fr,de

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.


https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d39f3411/sist-en-17169-2020

oSIST prEN 17169:2017

iTeh Standards
(https://standards.iteh.ai)
Document Preview

SIST EN 17169:2020
https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d3913411/sist-en-17169-2020



https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d39f3411/sist-en-17169-2020

EUROPEAN STANDARD DRAFT
NORME EUROPEENNE prEN 17169
EUROPAISCHE NORM

September 2017

ICS 03.080.30

English Version

Tattooing - Safe and hygienic practice

Tatouage - Bonnes pratiques d'hygiéne et de salubrité Tatowieren - Sichere und hygienische Praxis

This draft European Standard is submitted to CEN members for enquiry. It has been drawn up by the Technical Committee
CEN/TC 435.

If this draft becomes a European Standard, 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.

This draft European Standard was established by CEN 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, Former Yugoslav Republic of Macedonia, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkey and United Kingdom.

Recipients of this draft are invited to submit, with their comments, notification of any relevant patent rights of which they are
aware and to provide supporting documentation.

Warning : This document is not a European Standard. It is distributed for review and comments. It is subject to change without
notice and shall not be referred to as a European Standard.

. — |

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

CEN-CENELEC Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2017 CEN  All rights of exploitation in any form and by any means reserved Ref. No. prEN 17169:2017 E
worldwide for CEN national Members.


https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d39f3411/sist-en-17169-2020

prEN 17169:2017 (E)

Contents Page

EUTOPEAN fOT@WOTIW......iuiiuiinsnsssisisssssssssssassssssssssssssssssssssssasasasssssssssssssssas sssssssssasasss s s e s sesssassssasasasanansnsnsssnsnsssssssasanass 4
0000010 L 0 5
1 Y 6 0 6
2 L0 0 00 B A Q=) ) (=) 1 L . 6
3 Terms and defiNitions ... ———————————————————— 6
4 Responsibilities of the DUSINESS OWNET ... 9
4.1 LT 1 1) | 9
4.2 S 1 10
4.3 30 L 1 11
4.4 R Lol 1 = U () o 11
5 O o 1 L L 11
5.1 T3 5 1) o | 11
5.2 Requirements for tatto0ing PremiSes ... s 11
53 Requirements for tatto0INg Aread..... s es 12
5.4 WaSte MANAZEIMENIE c..uuiurirescsssissasssssssssssasssesss s ssssass s e S A SRR EA SRR AR R R AR AR SRR R R e AR 13
5.4.1 Waste aSSOCIaAted FiSKS ..o ssassss s s ssassssssssssses 13
5.4.2 Waste diSPOSaAl PrOCESS ...ccuirmimiuisisisssssssssssmssssssssssssssssssss s ms s s e 13
LT 0 Y 1 B ) g 030 U 010 E ) 13
5.5 L0000 117 1Y (1) 13
6 Cleaning, Disinfection and Sterilization of equipment and premises.........o. 14
6.1 (7531 1] : | [ I WP oty Sl S ) IOyt 14
6.2 Environmental cleaning and diSinfection ... 14
6.3 EQUIPIMENT ...ceiiiiissnssssssssssssssssssssssssssssssssssssssssssssasassssssssssssssssssssssasssas s s ss s s st sssssssssasassssssn nsnsssssssssnsssasasasas 15
L0 T R 0 1T i | 15
6.3.2 Equipment fOr SiNGLe USEe........ccuummmmnmninmsmsmssnssiissssssssssssisssssssssssssssssss st sssssasss s s ssssssssssssssans 17
6.3.3 Treatment of eqUIPMENT O I'E-USE......cocvrriimsmmsmsmsmsss s ——————————— 17
6.4 SteriliZAtion PIrOCESS ... RS 18
L < 1 U i 18
6.4.2 Requirements for steam SteriliZers.....cn s ———————— 19
6.4.3 Packaging to maintain product Sterility ... ———————————— 19
6.4.4 Post sterilization inspection and StOTAGE ..o s ———————— 19
7 TaALEOOINE PIrOCESS...ciuiiieisirisnssssssmssssssisns s m R RS A RS E AR RS AR AR R RS R RE AR AR R AR R R A AR R AR R AR R R AR R AR R RS 20
7.1 Interaction With client.. s —————————————— 20
7.2 Client SUILADILILY oo e 20
7.3 Aftercare iNfOrMatioN. ... ——————————————————— 21
7.4 18 B ) 0L 1 T L 21
7.5 Personal protective equipment (PPE)......ccssssssssssssssssssssssssssssssssss 22
T8 R 07 (1) 22
A8 T 0 111 T o o 22
7.6 B0 L0010 0T 1 22
7.7 D0 1001 00 00 1) 1 24
7.8 TALEOO INKS ceururrncsiasssesissssscssissssssss s AR SRR E AR AR S 25
7.9 Lubrication, shaver, spatula, paper towels, ink caps and skin cleansing .........cccuossssssennns 25
7% O 1«4 100 (=3 02 Uiz U o) o 26


https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d39f3411/sist-en-17169-2020

prEN 17169:2017 (E)

7.11 Rinsing the needle while tatto0ing.........ccoumnnnnsnn s ———————— 26
8 I g 1T o i L1 o 26
Annex A (informative) Basic frame for training and qualification on infection prevention

0 0 0] 41 0 ) 28
Al L0 1T i | 28
A2 Structure Of the SKIN ... s 28
A3 Microbiology and the SKin ... 28
A4 TransSmisSion Of INFECHION ... 29
A5 Clinical presentation of sKin INfECHIONS ... ———— 29
A.6 001 €, 29
A.7 Occupational SAfEtY ... ————————_——————_————_——_—_— 30
A8 Client information / selection / eXClUSION........covnnnmni e 30
A9 BT 1 2 1] 4T o 30
A10  WOTKING PIeIMISES c.crriecsiaissessssssssssissssssssssssssssssssss s ssssassssssss s s sssss s s s asas s s s asasasnsses 30
W2 W0t B 11 R T 14 0 (B T ) 11T 1 L, 31
A.12 C(Cleaning, Disinfection and Sterilization ... ————————— 31
A.13 Safe practice for tatto0INg ... —————————————— 31
Annex B (informative) Body fluid eXpOSUre.......cuuiimimimmmsmsmsmsmmsmssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssses 32
Annex C (informative) Ultrasonic Cleaning ... 33
Annex D (normative) Processes for subcontracted sterilization ... —————— 35
Annex E (informative) Method for packing and sterilizing instruments.........c.cccousmsnsssssss 36
Annex F (informative) CONSENt FOIM ......cmmmmmmisssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssasasasssssses 37
Annex G (INformative) AffEICATE. ...ttt e e E e R R R R an e es 40
G.1 Generab.2Lcafalogstandardsisastiiocel eald=c00 =2l b /aazcele0 QL d L) sasten: LLLO G2 40
G.2 PN 725 (or Do (L) L 40
G.2.1 By the tattooist immediately after the procedure.........m——— 40
G.2.2  Aftercare at HOME ... e e 41
G.3 Activities to avoid during the healing period....... i ————————————— 42
G.4  Descriptions of signs of normal healing and signs of infection and allergy .........c.ccouserereunnns 42
O s O £ 1 L) i 1 42
O 7\ (1) 10T L] o 4 42
O S TN 1) 1 1) 04 T e 4 42
Annex H (normative) Hand hygiene.......ssssssssssssssssssssssssssssssssssssssssssssss 44
231 ) L0 a1 0] 42 45


https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d39f3411/sist-en-17169-2020

prEN 17169:2017 (E)

European foreword

This document (prEN 17169:2017) has been prepared by Technical Committee CEN/TC 435 “Tattooing
services”, the secretariat of which is held by DIN.

This document is currently submitted to the CEN Enquiry.
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Introduction

This standard details evidence-based guidance on hygienic and safe tattoo practice to minimize risk of
infection for both the client and the tattooist.

It is essential to minimise infection risks from tattooing to clients, tattooists and others working in
tattoo premises by use of appropriate hygiene procedures. Anyone carrying out tattooing need to be
responsible for their own, their clients’ and others’ safety in respect of the tattooing process.

[t is essential to also apply relevant national regulations, where appropriate.
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1 Scope

This standard specifies hygiene requirements before, during tattooing and tattoo aftercare. It provides
guidance for tattooists and their routine interactions with clients and public authorities. It gives
guidance for the correct procedures to be used to ensure optimum protection of the client, the tattooist
and others in the tattoo workspace.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

EN 374, Protective gloves against dangerous chemicals and micro-organisms
EN 455, Medical gloves for single use

EN 1500, Chemical disinfectants and antiseptics — Hygienic handrub — Test method and requirements
(phase 2/step 2)

EN 13060, Small steam sterilizers

EN ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems (1SO 11607-1)

EN ISO 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical devices (1SO 17665-1)

EN ISO 23907, Sharps injury protection — Requirements and test methods — Sharps containers (ISO
23907)

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

3.1
cleaning
removal of foreign materials from a surface

3.2

personal protective equipment

special device or appliance designed to be worn or held by an individual for protection against one or
more health and safety hazards

[SOURCE: IEC 82079-1:2012; 3.27]

3.3
single use
product intended to be used once and then discarded

[SOURCE: EN ISO 11810:2015, 3.18]


https://standards.iteh.ai/catalog/standards/sist/5ce1e823-c667-4f79-b7aa-cef6d39f3411/sist-en-17169-2020

prEN 17169:2017 (E)

3.4
sterile
free from viable microorganisms

[SOURCE: ISO/TS 11139:2006, 2.43]

3.5
sterilization
validated process used to render product free from viable microorganisms

[SOURCE: ISO/TS 11139:2006, 2.47 - modified: Note 1 omitted]

3.6
aftercare
care process following tattooing to assist optimal healing

3.7

steam sterilizer

autoclave

device using super atmospheric steam at over 100 °C in a validated process to render processed items
sterile

3.8

connector cable

clip cord

electrical cable connecting power supply and drive unit for tattooing

3.9
drive unit
motor used to power tattoo apparatus

3.10
dry heat sterilization
use of non-moist heat to achieve sterilization

3.11

grip

textured surface cylinder connecting tube and tip intended to provide a secure grasp for the tattooist
during the process of tattooing

3.12
hand hygiene
process used to inactivate or remove acquired microbes on hands regardless of the resident skin flora

3.13

hygienic hand rub

product (liquid, gel or foam) applied to hands and rubbed to dryness intended to inactivate acquired
microorganisms regardless of the resident skin flora

3.14
ink cap
plastic cap that holds tattoo ink
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3.15
ink cap tray
tray with recesses to hold a number of ink caps

3.16
no touch tap
tap which can be operated without using hands

3.17
skin preparation
procedure for cleaning, and where necessary, shaving the skin prior to tattooing

3.18

sterilization container

container that allows steam sterilization of the contents and protects that sterility afterwards whilst it
remains unopened

EXAMPLE Pouches and boxes.

3.19

tattoo

any procedure that penetrates the skin or mucous membrane for the purpose of insertion of colourants
(pigments and dyes) to create a permanent or long-lasting design

3.20

tattoo machine

DEPRECATED: tattoo gun

fully assembled device that produces reciprocal movement of a tattooing needle

EXAMPLE Coil machine, rotary machine, permanent make-up pen, manual operated device, handle.

3.21
tip
tapered hollow cylinder that holds and guides a tattooing needle during the tattooing process

3.22
tube
hollow cylinder through which the needle bar passes

3.23
needle bar
rod connecting tattoo machine and needle

3.24
ultrasonic cleaner
device that cleans by immersion aided by ultrasonic energy

3.25

body fluids

fluids such as blood, serum and other bodily fluids that may be contaminated with these substances that
present a risk of infection transmission in the context of tattooing

Note 1 to entry:  Bodily fluids such as tears, sweat or vomit do not present a specific tattooing hazard.
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3.26

disinfectant

chemical that is able to produce a defined reduction of defined microorganisms under defined
conditions

Note 1 to entry: A national registry and/or European Product Regulation might apply in your country.

3.27

disinfection

act of disinfecting, using controlled techniques that reduces the number of microorganisms to a level
safe for that particular application

3.28
sharps disposal container
container designed for the safe containment and disposal of sharps such as tattoo needles

3.29
pre-treatment
treatment of equipment to aid subsequent effective cleaning, disinfection and/or sterilization

3.30

validation

documented procedure for obtaining, recording and interpreting the results required to establish that a
process will consistently yield product complying with predetermined specifications

[SOURCE: EN ISO 17664:2004, 2.11]

4 Responsibilities of the business owner

4.1 General

Business owners shall be responsible for ensuring the necessary registrations and licenses required for
the business are in place and copies of all relevant documents are available.

Business operators (employers) in the tattooing industry shall ensure that all staff are trained
commensurate with their activities. Training may be provided by the business operators using
documented procedures that address the activities of the business.

All persons undertaking tattooing shall have received prior training in the following areas:

1) the basics of hygiene including personal safety as well as environmental hygiene such as cleaning
and disinfection. Knowledge of sterilization of equipment; is required if the tattooist uses
sterilization procedures;

2) the basics of microbiology and the study of relevant infection prevention;

3) the anatomy of the skin and basics of wound care, and contraindications;

4) the principals of occupational safety and health;

5) firstaid;

6) an understanding of legal and other relevant requirements applicable to the business activities.

Further information regarding the content of the basic framework for training is given in Annex A.
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4.2 Training

The curriculum shall be delivered to students over a minimum of 21 h.

The objective of the training is to provide comprehensive knowledge of the content of the standard such
that it can be put effectively into practice.

The training shall include:

— the curriculum as specified in this document;
— one day of practical work; and
— anassessment in a training environment or by a peripatetic assessor.

A refresher course to reinforce and update previous training shall be undertaken at least every 5 years.

A record of staff training shall be retained and updated as required. This record shall be available for
inspection.

If tattoo operators are sterilizing instruments, they shall receive training in knowledge and skills in the
following:

— the basics of sterilization;
— all steps in the process of sterilization (see Clause 6).

The owners of a tattooing business should document, maintain and update a procedures manual to
ensure that best practice is used in the premises.

The contents of the manual should include, but is not limited to:

— hand hygiene;

— the use of personal protective equipment;

— the management of exposure to body fluids;

— the cleaning and disinfection of premises (including all equipment and surfaces);
— waste management;

— after care procedures.

Where the business carries out sterilization, documented procedures shall be available for:

— the validation of the sterilization process;

— copies of autoclave maintenance details, etc.;

— the method of inspection of packing and seals, copies of sterilizer maintenance details;
— the storage practices and facilities for sterile packs.

To ensure that training is uniform and of equivalent quality, training courses should reference the
European Qualification Framework (EQF).

10
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