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ISO/IEC 17025 2005
General requirements for the competence of testing and
calibration laboratories (1.5 SAFETY IS NOT COVERED)

1ISO 15189 2007

Medical Laboratories-Requirements for quality and competence
(Safety, Ethics) %

ISO 15190 2003
Medical Laboratories-Requirements forSafety

OECD Principles of Good Laboratory Practice:1998
Non-clinical health and environmental safety study
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4 Risk group classificati\:
2 Management rec%yi"w
6 Designing for\¢\"'

7. Staffing, proceuure, [ 1oAerosols
documentation, 16 Microbiological safe

inspection,records cabinet
8 Identfition for hazard§ 17 Chemical safety

9 Reporting of incident®l 18 Radiation safety
accidents, occupatiorll 19 Fire precautions

10 Training 20Emergency evacue

11 Personal responsibill 21 Electrical equipme

12Clothing, personal p@ 22 Transport of sampl
equipment 23 Waste disposal




4.2.3 structure of documentation

k : safety policy
safety procedure

Forms, worksheets, notebookd;eports (SD)

1. Richmond, JY and RW McKinne$993 Biosafety in Microbiological and
Biomedical LaboratoriedJS Department of Health and Human Services,

CDC/NIH, 3rd Edition US Government Printing Office, Washington, DC
2. 1SO 15190 2003Medical laboratory-Requirements for safety




piosafetylesngbosure only to infectious agents
ordinarily cause hufeaip.csskdisie, Efeclious ce
nepatitis virus)

T biosafety2evniolving agents of moderate p

personnel and the eényirdiensdaimmslae
aureus, L. monodybogaaddgmatitis B virus)

1 biosafety3esgposure to infectious agents that «
by the réspiratory route and which can cause

(e.gV.. tubercuRsasthracis, S. typhiSR. Lratkistsi
encephalitiCarisia biirnetii

1 biosafetydesngposure to exotic infectious agent
risk ofdifieeatening disease and can be transm

for which there i1s no vac@rup &biblarapys, Sme
Hazmat)suit



http://www.thefreedictionary.com/biosafety+level+1
http://www.thefreedictionary.com/biosafety+level+1
http://www.thefreedictionary.com/biosafety+level+2
http://www.thefreedictionary.com/biosafety+level+2
http://www.thefreedictionary.com/biosafety+level+2
http://www.thefreedictionary.com/biosafety+level+3
http://www.thefreedictionary.com/biosafety+level+3
http://www.thefreedictionary.com/biosafety+level+3
http://www.thefreedictionary.com/biosafety+level+4
http://www.thefreedictionary.com/biosafety+level+4
http://www.thefreedictionary.com/biosafety+level+4
http://en.wikipedia.org/wiki/Hazmat_suit
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212 aboratory managemeshall maintairrecords of the relevant educational
and professional qualifications, training and experiencecanwetencef

all pe-rtc.on.nel. _ Training Record
a) certification or license;
b) references from previous employment; Injury

c) job descriptions; Accidents
J P ’ Occupational illness

d) records of continuing education and achievem Jlglndlalr4 o R =10
e) competency evaluations;

f) provision for untoward incident or accident repor blood, sera,
body fluids, tissue

personnel health may include records of exposure to occupational
hazards and records of immunization stadus. ¢ ( Hepat i t I s
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' Special Practi
- Safety Equipm
Laboratory Fac

Building




514The responsibilities of the laboratory directu

a) provide advice of the laboratory service
e) Implement the quality management system
f) monitor all work performed in the laboratory

g) ensure that there are sufficient qualified personnel

m) implement a safe laboratory environment ir

compliance with good practice;

Appoint é. A Laborato
(assist the Lab Director with safety issues)

develop, maintain, monitor an effective lab safety progra
(Safety audit, inspection)




922bedesigned for the efficiency of its operatjdo optimize the comfort of its

occupants antb minimize the risk of injury and occupational iliness

3 E— S Analytical areas / Office areas /

Storage areas (safe an®€CUIQ

Washing areas / Lab waste prior
».  todisposal

: Air circulating system

(separate for contaminated areas)
Lighting, Ventilation, Noise, Door sign
(biohazard, fire, radioactivity)

Lab security




Q22 Patients, employees and visitors shall be
protected from recognized hazards.
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