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ABSTRACT. The article deals with the features of quality systems OECD GLP and National State Standard
ISO/IEC 17025. The necessity of harmonization and compatibility of data of different quality systems within one
organization is reasoned in this work. A risk management system aimed at identifying, analysing and reducing
probability of an unfavourable result and minimizing possible losses were considered.
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Introduction. A distinctive feature of the cur-
rent stage of development of research activities
in Ukraine is focus on harmonizing the functional
interaction of generally accepted international
requirements of quality management systems
during conducting chemical safety assessment
studies. An important place in this harmonization
is taken by the implementation into practice of
research organizations, where domestic regula-
tory requirements already exist (ISO/IEC 17025:
General requirements for the competence of
testing and calibration laboratories), principles
of Good Laboratory Practice (OECD GLP).

OECD GLP principles is a quality system of
management controls for research laboratories
and organizations to ensure the uniformity, con-
sistency, reliability, reproducibility, quality, and
integrity of various chemicals in non-clinical
studies.

ISO/IEC 17025 is a technical competence and
management system standard developed
specifically for testing and calibration laborato-
ries. ISO/IEC 17025 is applied to a broad range
of laboratories, including non-clinical laborato-
ries.

The same processes proceeded in different
research departments of the same organization
are often duplicated during conducting the study
and preparation of documentation. Sometimes
“duplication” leads to misunderstanding or
inconsistency of interpretations of the same
processes from the point of view of different
quality systems. Therefore, providing harmo-
nization and compatibility of various quality sys-
tems is an urgent task, the solution of which will

allow to avoid ambiguity and reducing the quan-
tity of documents aimed at providing and adher-
ence of research processes in the laboratory,
and will improve its quality.

The purpose of the study was to introduce uni-
fied approaches of OECD GLP and ISO/IEC
17025 quality systems in safety assessment of
chemicals.

Materials and Methods. Expert-analytical
review of OECD GLP and ISO/IEC 17025 regula-
tory documents has been conducted.

Results and Conclusions. Quality system
ISO/IEC 17025 is implemented in various
research organizations which allow to obtain
technically reasonable testing results. GLP
accreditation is required in order to compare the
quality of study results in order to mutually rec-
ognize data between research organizations of
different countries. State enterprise «L.l.
Medved's Research Centre of Preventive
Toxicology, Food and Chemical Safety, Ministry
of Health» (Research Centre) has implemented
two quality systems: OECD GLP and National
State Standard ISO/IEC 17025. Research Centre
has a Quality Control Department which entities
audits and supports quality of all procedures
involved in studies in accordance with this two
quality systems (fig. 1).

Research Centre conducts non-clinical (toxi-
cological) and field studies in accordance with
the requirements of GLP (accreditation certifi-
cate of the Slovak National Accreditation Service
(SNAS) Ne G-042) and physico-chemical,
medico-biological, microbiological, ELISE tests
are conducting in accordance with the require-
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Fig. 1. Quality Control Department of L.I. Medved's
Research Centre of Preventive Toxicology, Food and
Chemical Safety, Ministry of Health of Ukraine

ments of National State Standard ISO/IEC 17025
(accreditation certificate of the National
Accreditation Agency of Ukraine Ne 2H375).

The requirements of these quality systems
include the organization of the processes and
conditions under which the Research Centre car-
ries out the planning, conducting studies pro-
vides their quality and integrity, and also carries
out risk analysis (risk management). The princi-
ples and standards of GLP and National State
Standard ISO/IEC 17025, which are already har-
monized in the Research Centre, include
requirements for resources (personnel,
reagents, equipment and laboratory conditions,
services, metrological traceability), processes
(sampling, studies protocols, technical records,
control of data, reporting of results), as well as
requirements for the management system.

In respect of the publication of the new version
of quality standards National State Standard
ISO/IEC 17025 of 2017, the harmonization and
implementation of Risk management during
studies and testing in the Research Centre has
acquired considerable importance. The imple-
mentation of harmonization allows to identify the
types of risks (critical risk, acceptable risk, toler-
able risk) that have the greatest impact on the
course of the conducted studies, as well as the
activities of the organization in general. After
identifying the types of risks, the degree of their
criticality should be determined and a decision
regarding the necessary actions to eliminate or
reduce it (determination of risk acceptance) is
made. Determination of risk acceptance is car-

ried out in order to reduce the probability of an
unfavourable result and to minimize potential
losses (the probability or impact of unfortunate
events) (fig. 2).

Identification of risk in a specific area (cause of threats)
l
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Risk management measures. including critical ones in
order to ensure an acceptable level of residual risk

l
Monitoring
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Fig. 2. Risk management system

As it can be seen from fig. 2, during the studies
and testing, sources of risk, objects or subjects
of its impact are identified, scenarios of haz-
ardous events that can affect the quality of the
data are analysed. Possible consequences
resulting from its occurrence are also analysed.
Next, an action plan for managing residual criti-
cal risks is drawn up. It includes information on
possible terms, necessary resources and ways
of its elimination or reduction. After that, the
monitoring is carried out by authorized personnel
and the analysis of the effectiveness of these
activities is carried out by the leaderships.

The Research Centre has developed an univer-
sal algorithm, which contains all the abovemen-
tioned information regarding possible risks dur-
ing the studies and ways of its prevention or min-
imizing. As an example, table 1 contains the
results of risk identification in the one-generation
reproduction toxicity study (OECD guideline
415).

The Research Centre considers the risks asso-
ciated with laboratory activities in order to:

- prevent or reduce the undesirable effects of
various factors and possible failures in laboratory
activities;

— increase the amount of opportunities for
achieving the objectives;

- ensure high-quality work of units.



Table 1

Ways of prevention or minimizing threats in the one-generation
reproduction toxicity study (OECD guideline 415)

Title of the process: The procedure for determining functional parameters in male rats

Risk identification

Type of the risk

Potential reason of
risk occurrence

Method of reaction
to the risk

Ways of prevention
or minimizing risk

Euthanasia time of
experimental male
rats

Critical

Staying of animal in
the CO, chamber
after euthanasia too
long time, which
leads to excessive
heat loss of the
examined organs

Euthanasia time is
controlled by the
responsible person-
nel

Periodical proce-
dure control by the
quality control man-
ager

Reuse of slides for
smears preparation

Critical

Absence of slides

for smears prepara-
tion utilization after
the end of the study

Slides for smears
preparation utiliza-
tion after the end of
the study is con-
trolled by the
responsible
personnel

Periodical proce-
dure control by the
quality control man-
ager

Determining the fact
of mating of experi-
mental animals

Acceptable

Determination of
sperm presence in a
vaginal smear dur-
ing the metestrus
period

Further monitoring
of the estrous cycle
by the responsible
personnel

Observation for the
same time of
smears preparation
by the responsible
personnel.
Periodical proce-
dure control by the
quality control man-
ager

Staining of smears
with Methylene blue

Tolerable

Overload of smears
staining time

Smears staining
time is controlled by
the responsible per-
sonnel

Periodical proce-
dure control by the
quality control man-
ager

Thus,

the harmonization of

international

with the harmonized principles and standards of

requirements into a single system in the
Research Centre ensures the accuracy of the
obtained data, and eliminates the occurrence of
«duplication» of documentation during conduc-
tion of studies and testing.

Conclusions

1. Studies in State enterprise «L.I.
Medved's Research Centre of Preventive
Toxicology, Food and Chemical Safety, Ministry
of Health, Ukraine» are conducted in accordance

OECD GLP and National State Standard ISO/IEC
17025, which increase the level of its quality.

2. The harmonization of the two quality sys-
tems OECD GLP and National State Standard
ISO/IEC 17025 is presented as a single unit,
reflecting the requirements of these standards.

3. The risk management system is the basis
for improving the effectiveness of the manage-
ment system, and preventing the negative
impact of various factors on studies and testing.
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FAPMOHI3AL}ISt CUCTEM SIKOCTI OECD GLP I ICTY ISO/IEC 17025 B YKPAIHI
I. Pawukieebka, M. Mpoaaryyk, J1. lNMpokoneHko, 1. XmiHbko, H. HeaonutaHceka,
H. by6ano, 5. KongHuyk, T. YceHko, K. 3y3aHcbka
Al "HaykoBuii LLeHTP MpeBeHTUBHOI TOKCUKOJIOrIi, Xap40Boi Ta XiMiyHOI 6e3neku iMeHi akaaemika
J1.1. Menseas MOS3 Ykpainn™, m. Kni, YkpaiHa

PE3IOME. Y cratti onucaHi ocobamocTi cuctem sikoctet OECD GLP i JCTY ISO/IEC 17025, obrpyHTOBaHO
HEOoOXiaHICTb NPOBEAEHHS rapMOHi3aLii Ta CyMICHOCTI JaHnX CUCTEM SIKOCTel B yMOBaxX OAHiEl opraHisallii.
Po3risHyTo cuctemy ynpasJiHHSI PU3nNKaMmu, CripsIMOBaHOI Ha iAeHTUIKaLLito, aHasni3 Ta 3HUXEHHS IMOBIDHO-
CTi BUHUKHEHHSI HECMIPUSIT/IMBOIO Pe3y/ibTarty | MiHIMI3aLito MOX/IMBUX BTPAT.

Kmioqosi cnosa: OECD GLP, ISO/IEC 17025, pu3vik MEHEAXMEHT, rapMOHi3aLisi CUCTEM SIKOCTI.

FTAPMOHU3ALNS CUCTEM KAHYECTBA OECD GLP U [ICTY ISO/IEC 17025 B YKPAUHE
M. PaiukoBckasi, H. lNMpoaar4yk, J1. MpokoneHko, 1. XKmuxbko, H. Hegonutarckas, H. by6asno, . KonsH4yk,
T. YceHrko, E. 3y3aHckas
T «Hay4HbIii LEHTP NPEBEHTUBHOW TOKCUKOJIOMAW, NULLEBON 1 XMMNYECKOV 6e30rMacHOCTH
nmeny akaemuka J1.M.Measens M3 YkpauHei», r. Knes, YkpanHa

PE3KOME. B cratbe onvcaHbl 0cobeHHocT cuctem kavects OECD GLP w [JCTY ISO/IEC 17025, o60ocHoBaHa
HEeobXo0AMMOCTb rapMOHU3aLIMN 1 COBMECTUMOCTU AaHHbIX CUCTEM Ka4eCTB B YC/I0BUSIX OAHOV opraHu3aLui.
PaccmoTpeHa cuctema yrnpaBieHus pUuckamu, HanpasieHHas Ha WAEHTUGUKALMIO, aHain3 U CHUXEHNe
BEPOSITHOCTY BO3HUKHOBEHUS HEO1arornpusTHOro peayibtata i MUHUMU3aLMIO BO3MOXHBIX OTEPb.
Knrouyesbie cnosa: OECD GLP, ISO/IEC 17025, puck MeHeaXMEHT, rapMOHU3aLmsi CUCTEM Ka4eCTBa.
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