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Abstrakt v rodném jazyce

Zajisteni vysoké urova ochrany zdravi nejen lidi si vyZzadala novy komamit pravni ramec
oblasti bezpénosti potravin a krmiv, tzv. od vidli po vidku. Primarni odpotdnost za
bezp€nost potravin a krmiv sice nesou provozovatelé guiigskych a krmivéskych
podniki, nicméré pravomoc a povinnostienskych statu kontrolovat dodrzovani povinnosti
provozovateli musi stat zachovana. Narodni kontrolni systémyetme ceského, musi
pruzré reagovat na noveé pozadavkyieBmétem pispevku jsou tak vybrané otazky
implementace iednich kontrol v oblasti bezgrosti krmiv vCeské republice.

Kli ¢éova slova v rodném jazyce )
Bezpe&nost potravin a krmiv, i@dni kontrola, fislusny organ, Ugédni kontrolni a zkuSebni
Ustav zeradgelsky.

Abstract

A high level of protection of human health has ieggia new Community legal framework in
food and feed safety area. Even if food and feesiness operators are primary responsible
for food and feed safety, the power and the ohbgabf Member states to carry out controls
on compliance with operators obligations have topbeserved. National control systems
including the Czech one shall be flexibly adaptechéw requirements. Consequently, the
selected aspects of official control implementationfeedingstuffs area within the Czech
Republic are topic of this contribution.
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1. ABOUT FOOD AND FEED SAFETY IN GENERAL

High level of consumer protection together with sthooperation of the single market has
required extensive harmonisation of food and feed Within European Union. Food safety
has started to be viewed in a broader concepsagety of the whole food chain which begins
on farms and ends on tables.

It is laid down that food and feed must not be @thon the market if it is unsafe. There is
primary responsibility of food and feed businesgrafors that activities under their control
are carried out in compliance with law. That is wdusiness operators have the best position
for source quality determination. That respondipitannot be assumed by another person.
On the other hand only state has power to enfdreeldaw. There is established a general
obligation for member states to organise officiahtrols for the purpose. In compliance with



article 17 (2) of General Food Lawnember states shall enforce food law, and monitor and
verify that the relevant requirements of food law are fulfilled by food and feed business
operators at all stages of production, processing and distribution. Therefore there was
established a harmonised Community framework tagdeand integrate national control
systems at all stages of production and in allviaié sectors. The Regulation on Official
Control¢ has made new demands on member states and nationpétent authorities in this
way. Of course, the Czech Republic through thempetent authorities in this area has had to
implement Community regulations in an appropriaéyw

2. OFFICIAL CONTROLS IN GENERAL

The control is a part and parcel of every managiotivity and it is materialized through
relevant managing relationships as well as it sheeaching of aims, which are achieved by
pointed activity in a specific way. Primary contislcarried out by food and feed business
operators. They have obligations to apply interoahtrol systems within their business
activities. The competent authorities carry out skeeond level of the control whether food
and feed business operators respect Community atnehal legislation. Finally, whether the
member state controls are carried out in an ap@tepway and whether these national
control system is functional there are organisech@anity controls (inspections and audits)
performed by the Commission’s Food and Veterinaffic® (FVO) for this purpose.

If we want to focus just on official controls it recessary to define this term and its scope.
Official control is defined in article 2 point 1 &egulation on Official Controls as any form
of control that the competent authority or the Camity performs for the verification of
compliance with food and feed law, animal healtd animal welfare rules. There are two
levels of official controls (national and Communityhich scope covers food and feed safety
together with other important factors affecting dachain, animal health and animal welfare.
Performance of official controls should help in i@efmg of prevention, elimination or
reduction to acceptable level risks to human andhalnhealth and in ensuring of guarantee
fair practices in feed and food trade and in pittgcconsumer interests. Regulation on
Official Controls shall be without prejudice to sgee Community provisions concerning
official controls (special attention is paid foraemple to products of animal origin intended
for human consumptidror to products of organic farmifjg On the other hand, the area of
common organisation of the markets of selected ymsdwhich is ensured with a well
established and specific control system is excldd@d the scope of official controls.

! Regulation (EC) No 178/2002 of the European Pawiat and of the Council of 28 January 2002 layiogml
the general principles and requirements of food kEstablishing the European Food Safety Authority laying
down procedures in matters of food safety, as aeg:nd

2 Regulation (EC) No 882/2004 of the European Pawiat and of the Council of 29 April 2004 on officia
controls performed to ensure the verification ofnpliance with feed and food law, animal health anénal
welfare rules, as amended.

% Regulation (EC) No 854/2004 of the European Paeiat and of the Council of 29 April 2004 laying dow
specific rules for organisation of official contsabn products of animal origin intended for humanstumption,
as amended.

* Council Regulation (EEC) No 2092/1991 of 24 JuB8Ilon organic production of agricultural produsts
indications referring thereto on agricultural protfuand foodstuffs, as amended, which is repeaiaah f1
January 2009 by Council Regulation (EC) No 834/26028 June 2007 on organic production and labglih
organic products and repealing Regulation (EECRN®2/1991.



Problematic aspect in definition scope of officantrols could be found in phytosanitary
area. It seems that plant healig not explicitly involved in the definition of fiial controls.
However, plant health in general is one of the etspe/hich should be taken into account
when objectives of food and feed law are beingeaad. Moreover, the food chain is really
interconnected itself. Therefore, plant health sadnshall be the part of MANCPs and it is
under Community control.

Member states organise official controls throughirtidlesignate competent authorities. With
respect to wide scope of official controls thers baen created a complete control system in
each member state for these purposes. Effectiveemgntation of member state obligation
on official control organisation is assisted bygdnintegrated multi-annual national control
plan (MANCP) which shall be prepared by each menskate in accordance with guidelifes
drawn up by the Commission. Competent authoritesycout official controls in compliance
with MANCP. Minimal content requirements of MANCRealaid down by article 42 (2)
Regulation on Official Controls.

There could be noted some general principles tlatefficial control performance.

1. The performance of official controls shall be wih@rejudice to food and feed business
operators’ primary legal responsibility and anyilcor criminal liability arising from the
breach of their obligations. (Art. 1 (4) Regulatiom Official Controls);

2. Official controls shall be carried out regularlyn @ risk basis and with appropriate
frequency, as a rule without prior warning. (Art.(B and (2) Regulation on Official
Controls);

3. Official controls shall cover the whole food chaiftom farm to fork). (Art. 3 (3)
Regulation on Official Controls);

4. Official controls shall be carried out in compli@navith both transparency and
confidentiality principles. (Art. 7 Regulation orff@ial Controls) ;

5.The performance of official controls shall be apgli with the same care, to products
within Community, to products imported from therthcountries or to products exported
outside Community. (Art. 3 (4) Regulation on OfficControls);

6. In case of non-compliance or breach law identiftcat timely and appropriate measures
shall be adopted at national level throughout tbenf@unity to ensure remedy.

® Official controls with regard to harmful organismesplants and plant products are already adequatedured

by Council Directive 2000/29/EC of 8 May 2000 orpfective measures against the introduction into the
Community of organisms harmful to plants or plardducts and against their spread within the Comtyuas
amended (see point 8 Regulation of Official ConRetital).

® Technical guidelines are not binding but they @seful for better implementation of Community regigdns
and they shall be taken into account accordingrtiwla 43 (1) of Regulation on Official Controls.h&
importance of the guidelines lies in promotion éstent, comprehensive and integrated approach ¢o th
operation of controls.



3. OFFICIAL CONTROLS IN THE CZECH REPUBLIC

The Czech national control system within food apddf safety area has been developed
during more than last ten years. Regulation on ciaffi Controls brings other new
requirements which shall be implemented into nafionontrol system. Ministry of
Agriculture in cooperation with other relevant sdis prepared MANCP for time period
2007 — 2009 in compliance with articles 41 — 43 iRatipn on Official Controls and with
respect to Commission Decision on Guidelinde MANCP summaries control systems in
relevant areas in the Czech Republic and it is mplawork for planning, development and
coordination of control activities.

In the Czech Republic official controls are carriedt by competent state administrative
authorities in the way of administrative supervisimcluding monitoring. There are two
central state administrative authoritiddinistry of Agriculture and Ministry of Health,
which have powers to manage, control and coordinatininistrative supervision
performance, which is carry out by specialized auisiiative bodies. Ministries ensure
instance control in relation to competent admiaiste body decision making. They are also
responsible for making legal bafer the official control performance.

It was already said above that performance of iafficontrols is ensured by specialized
administrative bodies within their law set compenThe structure of the Czech national
control system is represented in Picture 1.

There is specification of competence scope of caempeadministrative authorities
subordinated to the Ministry of Agriculture below:

- State Agriculture and Food Inspection Authority’, which is responsible for controls on
agricultural products, foodstuffs including raw exddls if there has no power another
administrative authority;

- State Veterinary Administration®, which is responsible for controls on products of
animal origin including raw materials, animal haadind animal welfare. There is also the
Institute for State Control of Veterinary Biologicals and Medicines® with a specific
position (administrative body established by Minisbvf Agriculture but subordinated to
State Veterinary Administration), which is respdei for controls on veterinary
medicines;

" Commission Decision of 21 may 2007 on guidelimeadsist Member States in preparing the singlgiated
multiannual national control plan provided for aggktion (EC) No 882/2004 of the European Parlianasm
of the Council

8 with the exception of general binding Communitgutations legal basis for official controls compriseveral
laws.

° Its competence arises particularly from the ActIN®&/2002 Coll., as amended, the Act No 110/1997.,Cs
amended, and the Act No 321/2004 Coll., as amended.

19 |ts competence arises particularly from the ActD6/1999 Coll., as amended, the Act No 110/199.,Cs
amended, and the Act No 154/2000 Coll., as amentedict No 246/1992 Coll., as amended.

M Its competence arises from the Act No 166/1999.Cas amended, and the Act No 378/2007 Coll., as
amended.



- Czech Institute for Supervising and Testing in Agreulture®?, which is responsible for
controls on feedingstuffs;

- Czech Breeding Inspectiof’, which is responsible for controls on identificati and
registration of animals;

- State Phytosanitary Administration**, which is responsible for controls on plant health
including plant protection products;

The Ministry of Health together witliRegional Public Health Officesas public health
protection authoriti€s are responsible for controls on food hygiene deriag.

Partial aspects of official controls come under petences of other central state
administrative authorities. Ministry of Finance foyce of Custom Administration participates
on import controls. Radioactive contamination maiitg is carried out by State Office for
Nuclear Safety. However state authorities mentiomethis paragraph have no competent
authority status in accordance with Regulation dficial Controls. Their findings within
their legal powers are impulse for above mentiorwdpetent authorities.

In my opinion there should not be neglected an moyarming issue in the Czech national
control system. There are rather specific requirgmen controls on this aréabut these
don’t exclude application of Regulation on Offic@bntrols even the fact that controls on this
area are carried out by private bodfesontrol approved by Ministry of Agriculture. These
private bodies are commissioned for control perforoe except of imposing enforcement
measures.

With respect to number of competent authorities mecessary in compliance with article 4
(3) of Regulation on Official Controls to ensuré@ént and effective coordination among all
competent authorities. Food Safety Coordinationt bas worked since 2002 inter-ministerial
body for coordination activities of Ministries aadministrative supervisory bodies and non-
governmental organisations with exception of cdramivities. Ministry of Agriculture made
reorganisation three years ago and Food Authorig wstablished as one of ministerial
section which coordinates control activities of auanated administrative bodies and
communicates with Ministry of Health.

12 I1ts competence arises from the Act No 147/2002.Cas amended, and the Act No 91/1996 Coll., as
amended.

13 Its competence arises from the Act No 154/2002. Gxd amended.

% |ts competence arises from the Act No 324/2006.Ca$ amended. State Phytosanitary Authority is no
competent authority in accordance with RegulationQfficial Controls. It was mentioned above thaamnil
health is not subordinated to legal definitionsRiegulation on Official Controls. But some aspedt®fficial
controls are applied to the plant health area, MANCPs. Therefore, authority dealing with planghb is an
inseparable component of the national control syste

5 Their competence arises from the Act No 110/199M.Cas amended and the Act No 258/2000 Coll., as
amended. There is National Institute for Public lHeastablished by Ministry of Health as a statatdbutory
organisation which provides scientific support tdlic health protection authorities.

18 Regulation (EC) (see footnote 4) and the Act NB/2@00 Coll., as amended.

" KEZ (beneficiary association), ABCERT AB (Germampany with branch in the Czech Republic), Biokont
CZ (limited liability company)



MINISTRY OF AGRICULTURE MINISTRY OF HEALTH

Food Authority

Regional Public Health Offices

State Agriculture and Food

Inspection Authority

National Institute for Public

|, State Veterinary Administration Health
L Institute for State Control of
Veterinary Biologicals and Medicines
STATE AUTHORITY

. . FOR NUCLEAR SAFETY
5 Czech Breeding Inspection

Central Institute for Supervising
and Testing in Agriculture | MINISTRY OF FINANCE

State Phytosanitary
Administration

L Custom Administration

Approved organic farming control bodies
(KEZ, ABCERT AG, Biokont CZ)

Obrazek 1Czech National Control System

4. FEED SAFETY AND CENTRAL INSTITUTE FOR SUPERVISING A ND TESTING
IN AGRICULTURE

The competent authorities for performing officiaintrols shall meet a number of operational
criteria. How some important requirements on officontrols are satisfied is documented on
feedingstuff controls which are primary organisgd@entral Institute for Supervising and
Testing in Agriculture (CISTA).

It is necessary to say that CISTA is an experienqdager within this area. CISTA has looked
after feedingstuff area since the fifties of thst leentury. Nowadays there are two acts which
stipulated a legal base of CISTA competence in #nea. The Act No 147/2002 Coll. on
CISTA, as amended, is a general legal regulatioiciwlays down among others that CISTA
performs administrative proceedings and carrieothdr administrative activities, expert and
testing tasks and control and monitoring activitinssaccordance with special acts, the
feedingstuff area is mentioned in letter b) of @eti2 (1). The Act No 91/1996 Coll. on
Feedingstuffs, as amended, is a special act whath forth CISTA powers to supervise
compliance with obligations imposed by this Act &iydCommunity legal regulatiots

18 They include those rules which are directly apgilie on natural persons and legal entities. ReignlEC)
No 183/2005, Regulation (EC) No 1831/2003, Regua{EC) No 999/2001, Regulation (EC) No 1774/2002,



CISTA follows triennial control plan which is inded in MANCP. Moreover there is drawn
up a control plan for each year extra. Recentlgrehvere made some changes in CISTA
organisation structure with the purpose of improiaglementation of article 4 (2) letter a)
and (4) Regulation on Official Controls; requirerteeron effectiveness, impartiality and
consistency of official control could be ensuredbgtter way. The Official Control Section
was established and three divisions were formedinvithis Section. Staff of Division of
Agricultural Inspection which is decentralized irigegional departments carried out on spot
controls, on farms and in establishments. DivisibriFeedingstuff and Soil Safety prepares
control plan, performs supervising execution andvigles other related administrative or
expert activities. The third one, Division of AnihRroduction, is responsible for feedingstuff
biological testing’.

CISTA control staff is assisted by CISTA Nationatf®ence Laboratory (NRL) which is
official laboratory according to the article 12 Ré&gion on Official Controls. NRL carries
out the analysis of samples taken during the ctstMRL is accredited in accordance with
1ISO17025 by the Czech Accredited Institute (compétl Art. 12 (2) letter a) Regulation on
Official Controls). Moreover, two of NRL departmefithave been designated as national
reference laboratories for Community reference datooy in compliance with article 33
Regulation on Official Controls.

However, some special control tasks, which are ectanl with feed safety, are performed in
cooperation with other competent authorities. Stéeerinary Administration is responsible
for controls on imported feedingstuffs of animalgor. CISTA in cooperation with State
Veterinary Administration carry out controls on rai by-products (just on feedban and
aspects related to feedingstuffs). The other onstitlite for State Control of Veterinary
Biologicals and Medicines performs controls on mathd feed. CISTA should also
cooperate with Customs Administration in the fiefdmports of plant origin feed. Effective
coordination of above mentioned activities is eadupy Food Authority of the Ministry of
Agriculture.

Suitably qualified and experienced control stafjether with adequate laboratory capacity
should help to perform officials control in effacti and appropriate way. Most of CISTA

control staff has university degree in relevant exkpfield. CISTA organises regularly

trainings and seminars for its staff on new legisitaor control proceedings. The guideline
for the qualification of the staff was drawn up ftnis purpose. The aptitude for

multidisciplinary cooperation (see Art. 6 letter Rggulation on Official Controls) could be

found in integration of controls in feed, soil dedtilizer area at the primary production level
(on farms) in future.

Regulation (EC) No 1829/2003, Regulation (EC) N8W2003, Regulation (EC) No 178/2002. For detadks s
http://eur-lex.europa.eu/en/index.htm.

19 Biological testing means efficiency and safetyedmination of feedingstuff or additive. It is noery
appropriate that CISTA performs biological testmgrause CISTA simultaneously control results ofdgical
testing when the feed business operator appliepdomission to produce or to distribute feedingstutracted
with using of new technological procedure. Therends security that the control impartiality is eresdirin
adequate way.

20 Regional Department of NRL in Brno in area of heawetals in feedingstuffs and Regional Departmént o
NRL in Opava in areas of feed additives and mamanaissue presence in feedingstuffs



Feedingstuff controls are planned and carried outiaisk based analyétsin compliance
with article 3 (1) Regulation on Official ControBivision of Agricultural Inspection carries
out both routine and targeted controls. Routingrotg are focused on industrial production,
primary production, transport and impéft& general whether the conditions setting down in
approval or registration are satisfied and whetiedgvant legal requirements are complied
with (e.g. feed hygiene, labelling). Routine cotgrimclude all types of products (compound
feedingstuffs, additives, premixtures, feed matemdthout exception. Targeted controls are
concern with problematic areas. Nowadays dioxing/catoxine or genetic modified
organisms are the objects of targeted controls.reltage also carried out extraordinary
controls, which emerge from complaints or RASFRotifications. If it is necessary,
additional controls are carried out in order toifyecompliance with imposed correct
measures or to prove repeated breaches of reldegiglation. Finally, monitoring of
undesirable, prohibited and polluted substancesg(eheavy metals, persistent organic
pollutants, dioxine, mycotoxine, antibiotics, grogyistimulators) in feedingstuffs in accord
with Commission recommendations is performed byidiown of Feedingstuff and Soil Safety.
Number of controls in general depends on CISTA gursl capacity and on number of
controlled establishments. It is possible to sttt controls covered whole feed chain from
primary production to distribution of feedingstuffscompliance with article 3 (3) Regulation
on Official Controls.

Controls itself are carried out according to the Ao 552/1991 Coll. on State control, as
amended, which lays down the principal rules fontomw activities, and the Acts on
feedingstuffs and on CISTA, which lay down otheedfics for feedingstuff area. These legal
regulations ensure legal powers for CISTA staftaory out official controls (see Art. 4 (2)
letter ) Regulation on Official Controls). Contstlaff shall be free from any conflict of
interest and the impartiality of official contraball be ensured (see Art. 4 (2) letter b) and (4)
Regulation on Official Controls). It is set downarticle 10 of the Act on State control that
controls must not be performed by persons thatdcbel prejudiced in relation to controlled
persons or to control objects. Furthermore thempdied controlled rotation of control staff
from inspection to inspection in CISTA for this pose. It is not obvious from the legal
regulations whether the controls are carried ouhout prior warning (see Art. 3 (2)
Regulation on Official Controls). There is only gecebed that the start of control and the
enter into establishment shall be notified to colfed person. The consistency and unique
control quality is ensured by many guidelines arethodologies which afford unified base
for control performance considering current law.

Official controls are usually carried out in therrfo of inspections, audits or verifications.
Monitoring is also applied as mentioned atfvall sampling and analysis methods used by

2 There are four main criteria for risk categorisati type of feedingstuff, production scope, type of
establishment and previous control results.

221t was mentioned above that controls on importarifnal origin feed are performed by the State Kiedey
Administration. Import of plant origin feed is pratdy not so usual. Moreover, the Czech Republinasa
typical point of entry. That is why there are naitable documents on import control performance &atter
poor cooperation between CISTA and Custom Admiaiigtn.

= Rapid Alert System for Food and Feed (see
http://www.bezpecnostpotravin.cz/Index.aspx?ch=5yp&1&val=71298&ids=0)

24 Compare with articles 2 (containing definitionsflal0 Regulation on Official Controls.



NRL are validate®® and tested in proficiency tests. Three final s@sipishould be always
taken in order to comply with article 11 (5) and ¢ Regulation on Official Controls. The
provisions of Decree No 124/2001 Coll. conformtto i

The protocol is drawn up on each control contairdgagtrol findings, drawbacks and broken
provisions of legal regulations. Controlled per$@s to be informed on protocol content and
to receive a copy of it. Control protocols as wedl laboratory analyses are recorded in
database and connected to database of registesgapaved business operators. Records are
available for control staff and serve for followingntrol planning.

If the control detects any non-compliance, it is thason for taking an action in order to be
ensured that the remedy will be done by businessabpr. The article 18 of the Act on
Feedingstuffs, which creates legal power to impmseective measure to CISTA staff, refers
to Regulation on Official Controls as for typesawmirrective measures. Provision of written
notification of the decision to the operator comteg the action and imposing measures as
well as information on rights of appeal againsthswaecision is ensured by the Act on
Administrative Procedure. Imposition of correctiveeasure shall be without prejudice to
administrative or criminal liability application.a8ctions (fines) for infringements are laid
down in the Act on Feedingstuffs. Whether they effective, appropriate and dissuasive in
compliance with article 55 (1) Regulation on OfficControls it is hard to say. It depends on
more aspects than only fine rate. In case of esdmary situations when the risk to human
health deriving from feed is ascertained (e.g.ctee of feed consignment from third
country) CISTA notifies it through RASFF. For thigurpose CISTA has developed
methodical instruction.

Achieving the objectives of Regulation on Offic@bntrols shall be supported by internal or
external audit€ which each competent authority including CISTA Ishandergo. The
purpose of audit system is to verify whether officcontrols are carried out as intended,
effectively implemented and suitable to achieve tfgectives of the relevant legislation
including compliance with MANCP. In this context&IIA has adopted following measures:

- New independent Division of Audit and Quality Maeatgent was established and is
directly subordinated to Director General;

- 1SO 9001 will be implemented by the end of 200€I8TA.

Besides, Community general and specific auditscarged out by Commission experts in all
Member States. These audits verify that officiahtcols take place in Member States in
accordance with MANCPs and in compliance with Comitydaw.

% Decree No 124/2001 Coll. lays down requirementsampling and laboratory testing principles withpect
to Community law.

% The first sample is used for analysis in labs. $&eond one is controlled if the controlled perasks for the
second analysis. The third sample is being kepage of infringements or of appeals.

27 Audit means a systematic and independent exarimati determine whether activities and related Itesu
comply with planned arrangements and whether tagsegements are implemented effectively and atetde
to achieve objectives (see Art. 2 (6) RegulatiorDdficial Controls).



5. CONCLUSION

It is evident that official control performancefeedingstuff area is ensured in an appropriate
way. Not only CISTA flexibly adapts to new requirents on official controls. There could be
mentioned some problematic points, e.g. import r@bnbr cooperation with Custom
Administration or “real” control impatrtiality. INn@6 there was drawn up the country profile
on how control systems for food and feed safetynahhealth, animal welfare and plant
health are organised in the Czech Republic. It khba updated in this year. Feedingstuffs
area is one of areas free from any deficienciesyldaonly implementation of article 7
Regulation on Official Controls should be trulytmized. The competent authorities shall
ensure that they carry out their activities with a high level of transparency For that
purpose, relevant information held by them shall be made available to the public as soon as
possible. Of course the confidentiality principle shall bepk in some justified cases.
However, public must have access to informatiorth@ncontrol activities of the competent
authorities and their effectiveness. Access torimédion at the request is ensured by relevant
legislatiorf® in the Czech Republic. But active access to aboeationed information, e.g.
through websites of CISTA or Ministry of Agriculeyris dismal. It is not possible to find
there the Annual report on the Implementation of M@P or MANCP itseff® or the Annual
report on CISTA activities or other relevant infatiort>.
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