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Status of risk analysis
implementation in Ukraine




International commitments

WTO AGREEMENT
on the Application of Sanitary and Phytosanitary Measures 981_006

Article 5

Assessment of Risk and Determination of the Appropriate Level of Sanitary or
Phytosanitary Protection

R

1. Members shall ensure that their sanitary or phytosanitary measures are based \ 3@ ’ ’

on an assessment, as appropriate to the circumstances, of the risks to human,
animal or plant life or health, taking into account risk assessment techniques
developed by the relevant international organizations.
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2. In the assessment of risks, Members shall take into account available scientific
evidence; relevant processes and production methods; relevant inspection,
sampling and testing methods; prevalence of specific diseases or pests; existence
of pest — or disease — free areas; relevant ecological and environmental
conditions; and quarantine or other treatment.




Requirements of national legislation

LAWS OF UKRAINE:
* On Veterinary Medicine No 2498-XII

* On the Main Principles and Requirements for Safety and Quality
of Food Products No 771/97-BP

* On State Control over Compliance with Legislation

on Food Products, Feeds, Animal By-products, Animal Health
and Weltare No 2042-V
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Law of Ukraine on Veterinary Medicine

Article 12. Development, approval and review of veterinary and sanitary measures

3. Veterinary and sanitary measures shall be developed, approved and reviewed based on the
following requirements:

1) All the veterinary and sanitary measures shall be based on scientific principles and
evidence

Article 13. Risk analysis

1. Veterinary and sanitary measures shall be developed based on the quantitative or qualitative
risk analysis.

2. A competent authority shall perform risk analysis with regard to possible import (sending)
of food to the customs territory of Ukraine.

6. Risk analysis can also be performed with the purpose of development of veterinary and
sanitary measures subject to application in Ukraine in the absence of the approved procedures
of antiepizootic measures or where they should be changed.
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Law of Ukraine on the Main Principles and Requirements for Safety
and Quality of Food Products

Article 15. Development, approval, review and application of sanitary measures

1. The relevant sanitary measures shall be developed, reviewed and approved by the central
executive body .... according to the following requirements:

3) In the absence of international standards, guidelines or recommendations to ensure proper
level of protection of human health or their insufficiency, sanitary measures shall be developed
based on the risk assessment with account of risk assessment methods according to the
standards established by the relevant international organizations;

2. All the sanitary measures, including the measures approved under exceptional circumstances,
shall be reviewed and updated with the purpose of ensuring the conditions under which such
measures would be applied exclusively within limits necessary for protection of human health,
where:

1) new scientific information is received;

2) substantive comments from interested trade partners are received.
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Law of Ukraine on State Control over Compliance with Legislation
on Food Products, Feeds, Animal By-products, Animal Health and Welfare

Article 59. State control of the exporting country

4. The frequency of state control of the exporting country by the Ukrainian competent
authority of Ukraine shall be defined based on:

1) risk assessment with regard to live animals, food products and feed planned to be
imported (sent) to the customs territory of Ukraine;

Article 60. Special conditions of import of food products, feed, animal by-products, biological
products, reproductive material and live animals

shall be established based on the risk assessment which confirms existence of relevant threat
to human and/or animal health
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Principles of risk assessment

independence

transparency objectivity
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In order to comply with the principle of

Codex Alimentarius clearly defines that:

»For proper risk analysis there should be a functional separation of risk

assessment and risk management, in order to ensure the scientific integrity and to
reduce any conflict of interest.

»A relevant risk assessment unit within the competent authority was first
established in 2016 and was within the structure of different directorates,

but in order to comply with the principle of independence

starting from 01.10.2020 the Risk Assessment Sector is an independent structural

unit of the State Service of Ukraine on Food Safety and Consumer Protection
and has 2 full-time employees:

v'Head of Sector
v'Chief Specialist
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State Service of Ukraine on Food Safety and Consumer Protection (SSUFSCP)

Head of SSUFSCP

V. Magaletska

Communication, Internal and
External Relations

Department of Internal
Audit, Monitoring and
Coordination

Medicine and Controlin
OrganicProduction

Human Resource and Deputy Head Deputy Head
Organization 0. Shevchenko A. Lorkipanidze
Development Department
. Department of Food Department of
Department of International safety, Veterinary Phytosanitary Safety,

Controlin Seed Production,
Seedling Production and
Seed Quality

Deputy Head
for Digital Development, Digital
Transformation and Digitalization

A. Vovniuk

Department of State
' Supervision over Compliance
with Sanitary Legislation and
Investigation of
Epidemiological Outbreaks

Legal Department

Department of State
Control

Finance and Economic
Department

Organizational and
Management Department

Risk Assessment Sector

Administrative
Department

Department of Consumer
Protection and Control over
Regulated Prices

Department of Corruption
Prevention and Detection

4 - - - -
Chief Specialist in Mobilization
and Civil Defence

c Chief Specialist in Security and
Secret Work
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Unit for Cooperationwith
Associations

Unit for Coordination of
Territorial Bodies

Department of Digital

Development, Digital

Transformation and
Digitalization



RISK MANAGER AND RISK ASSESSOR IN SSUFSCP:
ROLES AND RESPONSIBILITIES OF THE PARTICIPANTS OF THE RISK

ASSESSMENT PROCESS IN FOOD SAFETY AND ANIMAL HEALTH

Who acts as a risk Who acts as a risk Who acts as a risk
manager? assessment coordinator? assessor?
Expert working group
ﬂ%
decision? the risks?

1 Scientists
Head of SSUFSCP and deputies Head and specialists of the

SSUFSCP Risk Assessment Sector .
Experts who have experience and

Heads of structural units expertiseina certain field
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Responsibilities of risk assessment participants

What is the
decision?

Who acts as a risk
manager?

OLIHHTH
PHIHKN
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Who acts as a risk u Who acts as a risk
assessment coordinator? assessor?
Expert working group

2

&8

Head of SSUFSCP and deputies Head ands.pecialists of the Scientists
SSUFSCP Risk Assessment Experts who have experience
Heads of structural units Sector and expertiseina certainfield
Initiates risk assessment Organizes and coordinatesrisk * Develops risk pathways and need for
Clearly defines goal/objectives and assessment data
type of risk assessment, including Works jointly with a risk manager * Collectsand analyses necessary data
timeline to frame risk questions within * Coordinates and implements expert
Makes decisions after risk their mandate knowledge elicitation processes with
assessment with accountofthe data Forms an expert working group the purpose of data collection
found as a result of risk assessment andinvolves themin risk * Conducts risk assessment
Implements measures aimed to assessment * Prepares arepoton the results of risk
eliminate the risks found or mitigate ' Coordinates the data collection assessment andrecommendations
them process regarding elimination or mitigation of
Monitors and reviews the decisions Reports on the riskassessment to the risks found
made and measuresimplemented risk managers * Reports to the coordinator
Ensures communication of the Ensures publication of risk e Contributes to preparation ofarticles
managerial decisions based on the assessment results. and other types of notification of
results of risk assessmentto risks
interested parties.
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To comply with the principles of:

X WHAT ARE THE RISK ASSESSMENT PARTICIPANTS PROHIBITED TO DO? X

Risk Risk assessment Expert working group
e B coordinator (risk assessors)
X X X X X X
&
7 @
X X X X
Ny v
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To comply with the principles of: ‘

» It is necessary to select independent scientific experts to prepare impartial and documented basis for
risk managers to make decisions

v The Risk Assessment Sector initiates formation of scientific expert risk assessment groups in:

Animal health and welfare (including zoonoses)
Biological hazards
Contaminants in food chain

Nutrition, innovative food products and food allergens

Food additives and flavourings =Y + E
Feed and feed supplements for animals o

YV V.V V V V V

Materials that come in contact with food, enzymes,
technological substances

» GMO
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To comply with the principles of:

» A scientific expert risk assessment group will operate as a
permanent working group and meet on request of SSUFSCP,
where necessary.

» In addition, a general data base of scientific and technical
experts will be formed. When necessary, these experts will
support a scientific expert risk assessment group in some
specific issues.

S

» The experts will be selected in a transparent manner based on H
their professional knowledge, experience and independence of
interests.

» The selection procedure will be documented, including a
declaration of possible conflict of interests.
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Aim of cooperation with scientific organizations
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Establishment of Creation of the data base Establishmentof a
scientific expert risk of experts network of scientific
assessment groups organizations
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Data collection, analysis and risk assessment according to the standards and
requirements established by relevant international organizations
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Scientific and research institutes of SSUFSCP

State Scientific and Research
Institute of Laboratory
Diagnostics and
Veterinary and Sanitary
Expertise

nschaft
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I SAFOSO

f) AHOKI

‘ BEeTEePUHAPHUX
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State Scientific and Research Control
Institute of Veterinary Medicinal
Products and Feed Supplements

AHKIB LU

State Scientific and Research Control
Institute of Biotechnology and Strains of
Microorganisms
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Memorandum of cooperation with national scientific
organizations

Today, 9 memoranda are signed:

re—
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Bila Tserkva National Agrarian Institute of Veterinary Medicine of the National Scientific Centre, Institute of National University of Life Odesa State Agrarian
University (BNAU) National Academy of Agrarian Science Experimental and Clinical \Veterinary and Environmental Sciences University (OSAU)
(IVM) Medicine (NSC IECVM ) of Ukraine (NUBIP)

naou@® ¢

= 2 *
HOMINUM ANIMAL 1UMO? ¢ SALUTA

Polissya National University (PNU) Poltava State Agrarian University (PSAU) Sumy State University (SSU) Stepan Gzhytsky Lviv National
University of Veterinary Medicine

. . . . . . and Biotechnology
...but networking with other organizations is ongoing ...
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Memorandum of cooperation with international
organizations

Memorandum signed: Memorandum negotiated:

RISK ASSESSMENT efsa H

CENTER ON FOOD CHAIN

European Food Safety Authority

Risk Assessment Centre on Food Chain, Bulgaria European Food Safety Authority

... but networking with other international organizations is ongoing ...
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Risk assessment process in SSUFSCP

Stage 1. Initiation of risk assessment

I‘mnm-uumrp TOTYE JANNT NA OPOSCACITE OIS PRk Cesmop ouiin po & oTpuuye sanur, unﬁw:’vegt_nzpn nenywoant
ncranosacuoi dopun i macaar Cextopy  omini pmnu arano ERCTLEPTIGT TPYTIN 3 SAfiNEN PUsLER BLANOELAND AD Tewm samuTy a

6o
mry TPl npoeypi mhﬂmnomyt s S e
uuuuuuuuuu
é a%
Bammey

Cextop ouimen PIEI.IIIJH CTAMIO 3 PHINE-MENEAREPOM T2 pofoeomn
rpyTon nccnq:rm 3 onimen u:mm'u POpMyAINTL  KOIIKpeTIE

PE3CKTE TRIBE B AR Iinln.lnue'm o
e & B o
Stage 2. Risk assessment

Cextop 3 ouinxn plu.luu:l q:up ,n TemEue anjumE Hacsimn Ao

Cexrap 3 auimn AR oAy KopAIALEIE LA posfoci Pobona Ty eXCIEpTiS BIEMENAT KPOKIE (11500 HPOX0AAE IS pusy)
Py pri, ni mac akom P - 3 0 pesyaTaTy
i ArOmiA0 A0 SKoi ByAe Ipase ea outinka (MEE, Kogex: Asbaeimapive wmw-o.au PRI, l“*”““P'“"‘)‘ Maw BHTALY Back-cres
st 2132 T BACHIEAITY WITKE KPORI NPOIECY KONKPETIH OUF1E PIACKS. ou CREMATHIINN NPEACTABACIEA PRAY RO

Fi%g

EKcTiepTi nposoasTs or Koy amay (in) prsey
i om0 40 Ty ofpano cainks (Ao, Kinkios) T3 weTo .o Pofica rpyma exsmepTis OpsyE 38iT 0D PEIYALTITH CRRIKH PICHIE,
st pisen 130 TAKDAC BAANNESE OITISC MEEITSHTEINCT], TPEITY eI, § i BLANs 1
OCTATCHIA PesyARTAT.
L?H = e Pofioua rpyma nepesae ssiv CesTopy ouiltkn picarkin.

¥

2 T

el e

R0&
-@E%ﬁ “‘

C::mp rmnmpmm Epua :urrp :mmmﬁepy riano
il &

Mnau
——
i
e
ptasin

www.gftp.org

The entire risk assessment process is divided
into two stages:

> initiation of risk assessment

> risk assessment

Every stepis clearly described with annexesin
the Standard Operating Procedure for a
General Approach to Independent Science-
Based Risk Assessmentin Animal Health,
Food and Feed Safety spheres
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o comply with the principle of:

Stage 2. Risk assessmen

The Risk Assessment Unit transfers the report to the risk manager ' -
according to the internal procedure. The report is published on the ACTOXUBCITY>XKBA
SSUFSCP website to comply with the principle of transparency.

MyGniwsa inpopmayin  Ju'waxw 3 rpomageenicrio Kowraxtn

3siT npo
uqim?r

PHIHKIR 3BiTK

3 BT NPC NPOBSNSHY OUIHKY PUIMKY NOWMWPEHHA CKaTY COPEM AMKMX M ACOIHWY TEapHH B ¥ipaidi 3a puamk
nuTaRkAM: «AKa AMOBIBHICTE NOWNPEHHA CRasy CEPER QMKNX M ACOIGHMX TESPWH 33 Ril040i cHoTemK
aHTMPaBI4HET NEPOPaNLHGT iMyHIIAUT Rk M RCOIHNY TEZPMH B Yepaisi?s.

Poioua rpyna excrepris:

Kopuienso Neowip EreHiionms, 0KTop SETSRMHAPHI HayK. NPOHECOP. MNCEKUE HayKDEMA CHispoBiTHIK
HAYKOEO-AOCNIAHGTS enizooTonoriqHoro sipainy [lepxasHoro Haykoso- gocnigHora iHCTHTYTY 3 nabopatophai
FIErHOCTHKM T2 BETEPUKEPHD- CaHITapHO! BKCTBpTMIH:

Hepocexos Biranii Bonogumupory, ACkTop 22TepuHzpHUX Hayk, Npodecop kadeapu enizoctonori,
wixpoBionerii 12 sipyconoril gaxynerery serepnnaproi meguumnkn HYEIMN Yepainm, MHKECPTICOMTY Mpoexry

ECILCA.

Monynan lean Mukonaiosmy, kzHarazT BEETERMKPHIK HaYK, 338i4y8a4 HAYKOED AOCHIAHOIS BIpyCOnCrivkOrD
sinniny [lepxaBHOre HayKoso-AOCTIAHOTS IKCTHTYTY 3 12B0ParopHO RIZTHOCTHEK T3 BETEPUHAPHO-CaHiTapHoi
eKEnepTHIM;

Pomanenko Oner AHaToniioBMy. KaHAHOAT BETEPHHADHMX Kay!
[lep#aBHoro HayKoBED KOHTRONEHOTD IHCTHTYTY BioTexHONO i WTaMia Mikpe

yeau naBoparopil 2 aME4EHKA Crazy TEapUM

praxizMis;
Tpouskwi Map'an CraHicnasosmy, eccnepT Y chepi BETERMHEDHOT MENHLMHM T2 TEIRHHHWUTER
KoopauHatop poGoyol rpyms exciepris:

Karepuna Yyxaxina. 8.0. 3asinysaqa Cextopy ouikkn puukie [epxnponcnosuacnyxtu:

Excnepm Mpoekry €C ILCA: Mina baposa. THKEOP; Bikropia Neue, MHKEAPKT.

O REPCRT on RA on Wild Animal Rabies_|
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Risk assessments conducted by SSUFSCP

m = o

Risk assessment of enterotoxigenic strains Staphylococcus spp. in ~~ 2016-2017
pasteurized milk in Ukraine (with educational purpose)

Risk assessment of probability of introduction and spread of lumpy 2018-2019
skin disease in Ukraine (with educational purpose)

Risk assessment of spread of rabies among wild carnivorous 2020
animals under the existing system of rabies peroral immunisation
of wild carnivorous animalsin Ukraine.

Risk assessment of spread of rabies among pets and domestic 2021
animalsin Ukraine

Risk assessment of introduction and spread of bovine spongiform 2021
encephalopathy in Ukraine

Risk assessment of impact of using live vaccines for poultry Ongoing
salmonellosis in parent flock
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Capacity development of SSUFSCP employees and scientists
as to risk analysis and assessment
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Capacity development of SSUFSCP employees and scientists
as to risk analysis and assessment

Distance learning courses:

Course 1. Concept of risk analysis and assessment in Course 2. Risk assessment in food safety and animal
food safety and animal health: introductory level health: practical level
Introduction to principles of risk analysis Framing a risk question

Approaches to risk analysis (Codex Alimentarius
Commission, OIE)

Risk assessment and risk management: roles and
responsibilities Data analysis (including basis statistical analysis)

Risk pathway

Data: identification, search and collection

Introduction to principles of risk analysis

Methodology of elicitation process
Qualitative risk assessment: introduction

Quantitative risk assessment: introduction Risk assessment process (focus on qualitative risk
assessment)
How to conduct risk assessment: step by step (within the

requirements established by Codex Alimentarius
Commission and OIE)

Risk assessment process (focus on quantitative risk
assessment)

1o Uncertainty in risk assessment
Rapid risk assessment

Risk assessment report
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Thank you for attention!
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