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Act on the Protection of Animals Used for Scientific or Educational Purposes
(497/2013)

Chapter 1 -General provisions
Section 1 -Purpose of the Act

(1) The purpose of this Act is to ensure that animedskapt and used for scientific or educational
purposes only for necessary and important reasons.

(2) Further, the purpose of the Act is to ensure that a minimum number of animals are used
for scientific or educational purposes and thatimum pain, suffering, distress or lasting
harm is caused to the animals.

Section 2 -Scope of application

(1) This Act applies when:

1) using or breeding live cephalopods or vertebraiesdientific or educational purposes;
and

2) breeding such animals for the supply of their osgantissues for scientific or educational
purposes.

(2) When applying this Act, the same that applies tamal also applies to its independently
feeding larval forms and foetal forms of mammal$rash the last third of their normal
development. When applying this Act, the same dpalies to an animal also applies to a
specimen at an earlier stage of development thetmikntioned above if, as a result of the
procedures, it is likely to experience pain, suffgy distress or lasting harm after it has reached
that stage of development.

(3) This Act applies even if the pain and sufferingnfanimal is eliminated and distress and
lasting harm prevented by anaesthesia, analgesiacdher method.

Section 3 -Limitations to the scope

(1) This Act does not apply to

1) non-experimental agricultural practices;

2) non-experimental clinical veterinary practices;

3) veterinary clinical trials required for the markegiauthorisation of a veterinary medicinal
product;

4) practices undertaken for the purposes of recograsadal husbandry;

5) practices undertaken for the primary purpose aftifieation of an animal;

6) practices not likely to cause pain, suffering, rdis$ or lasting harm equivalent to, or
higher than, that caused by the introduction oéedhe in accordance with good veterinary
practice.

Section 4 -Relationship with other legislation
(1) Unless otherwise provided in this Act or underrisobject to an authorisation issued under

this Act, the provisions of the Animal Welfare A@47/1996) or issued under it apply to the
keeping, care, treatment and handling of animads @isr scientific or educational purposes.



(2)
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Provisions on application of gene technology toraais are laid down in the Gene Technology
Act (377/1995). Provisions on the transport of aadsrare laid down in Council Regulation
(EC) No 1/2005 on the protection of animals dutir@nsport and related operations and
amending Directives 64/432/EEC and 93/119/EC arglRéon (EC) No 1255/97 and in the
Animal Transport Act (1429/2006). Provisions on tise of animals in testing cosmetic
products are laid down in the Cosmetic Product(82{2005). Provisions on the capture,
keeping in possession and killing of wild animais &id down in the Nature Conservation Act
(1096/1996) and Hunting Act (615/1993). Provisionsveterinary clinical trials are laid down
in the Medicines Act (395/1987).

Section 5 -Definitions

(1)

(2)

In this Act:

1) aproject means a programme of work with a defined scientifieducational objective
involving at least one procedure;

2) aprocedure means:

a) any use of an animal for experimental purposegher scientific or educational
purposes so that pain, suffering, distress onigs$tarm equivalent to the feeling
caused by the introduction of a needle in accardavith good veterinary practice
may be caused to the animal; and

b) any course of action intended, or liable, taltas the birth or hatching of a
genetically modified or other animal or the creatamd maintenance of a genetically
modified animal line in a way that pain, sufferimlistress or lasting harm referred to
in subparagraph a may be caused to animals; fordaridual animal a procedure
starts when the animal starts to be prepared ®iruthe procedure and ends when
making observations from a live animal has beepd;

3) abreeder means any natural or legal person breeding aniradsred to in section 16(1)
for use in projects or for the use of their tissu@rgans for scientific or educational
purposes, or breeding other animals primarily tarhspurposes;

4) asupplier means any natural or legal person, other thareeder, selling, transmitting or
otherwise supplying animals for use in projectfoothe use of their tissue or organs for
scientific or educational purposes; however, anahtr legal person occasionally selling
or supplying an individual animal or otherwise aaimumber of animals for use in a
project or for the use of their tissue or organsstoentific or educational purposes is not
considered a supplier;

5) auser means any natural or legal person carrying oyepts;

6) anoperator means a breeder, supplier and user;

7) an establishment means any installations, buildings, groups ofdinds or other facilities
in the possession of the operator relating to thieity referred to in this Act; and

8) theprinciple of replacement, reduction and refinement means that, wherever possible,
efforts are made to use other methods insteadiofads; if animals need to be used, their
number is reduced to the minimum without comprongighe objective of the project, and
efforts are made to reduce any pain, sufferindrels or lasting harm caused to the
animals to the minimum.

The following shall not be considered a procedeferred to in paragraph 2 of subsection 1

above:

1) killing of an animal by a competent person usingraped methods; or

2) breeding of genetically modified animals or animaith a spontaneous mutation after the
creation of the animal line if the modificationmutation does not cause pain, suffering,
distress or lasting harm equivalent to, or highant the feeling caused by the
introduction of a needle in such animals.



Chapter 2 -Requirementsfor the operator

Section 6 -General requirements

(1)
(2)

3)
(4)

The operator shall take account of the specificlaeand characteristics of each animal species
in the care of animals.

The operator shall have adequate and appropricitéiés, installations and equipment for the
activity practised. In addition, the design, coanstion and method of functioning of the
facilities, installations and equipment of the usteall be such that the projects can be carried
out as appropriately as possible while using th@mmim number of animals and that the
minimum degree of pain, suffering, distress oritgsharm is caused to the animals.

The operator shall have appropriately organisedriredry care for the medication and health
care of animals and treatment of iliness.

Further provisions on the care of animals, faeditheeded for practising the activity and
organisation of veterinary care are issued by Guwent Decree.

Section 7 -Saff

(1)
(2)

3)

(4)

(5)

The operator shall have the necessary number gbpetamt staff considering the type and

extent of the activity.

The operator shall designate a person who is familith the requirements for the activity laid

down in this Act and under ipérson responsible for the activity). The person responsible for

the activity shall see that the statutory requinets@re complied with when practising the

activity. The operator shall see that the persspaesible for the activity is allowed to manage

the tasks in accordance with the relevant statrtdsauthorisation conditions.

The operator shall designate one or several reggeneersons for each establishment tasked

with:

1) overseeing the welfare and care of the animals;

2) ensuring that the staff dealing with animals haseeas to information specific to the
animals kept in the establishment; and

3) seeing that the staff are adequately educated@ngetent to perform their tasks.

The operator shall have a designated veterinaoiandterinary care and advisory duties

relating to well-being and treatment of the anim¥here more appropriate considering the

species of the animals kept or other similar reaanather suitably qualified expert may be

charged with advisory duties relating to the welidg and treatment of animals. The

designated veterinarian and expert shall have &gpen the use of animals for scientific or

educational purposes. The designated veterinandrexpert of the user shall have completed

the education concerning the use of animals fargific purposes referred to in section 8(1).

Further provisions on the tasks of the staff asaasl by Government Decree.

Section 8 -Education and competence requirements for the staff

(1)

(2)

A project may be designed by a person who holdgleeh education degree and who in
addition to this has successfully completed thecation in the use of animals for scientific or
educational purposes in accordance with the teggimogramme of a university or institution
of higher education or approved by the RegionaleSéaministrative Agency for Southern
Finland.

The Regional State Administrative Agency for Southéinland approves, upon application, a
person who has successfully completed the neceedaopation in a country other than Finland
as qualified to design projects in Finland. A cadiadi for the approval is that the content of the
education completed is equivalent to the educagerred to in subsection 1.
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(3) A person who performs procedures on or cares féillsranimals shall have demonstrated that
he or she has adequately knowledge and skillhotask before undertaking the task.

(4) Further provisions on the content and completiothefeducation referred to in subsection 1
are issued by Government Decree. Further provisiorthe education and competence
requirements of the staff are issued by GoverniDegtee.

Section 9 -Animal welfare body

(1) The operator shall designate an animal welfare lodyding at least the person or persons
responsible for the establishment referred to atiee 7(3), designated veterinarian or other
gualified expert referred to in section 7(4) antiew the operator is the user, at least one
representative of science. However, a welfare bhedwpt required if the activity is small in
scale and the operator fulfils the tasks laid déevrthe welfare body by other means.

(2) The tasks of the animal welfare body are to:

1) advise the staff on matters related to the weldhi@nimals;

2) develop and review the monitoring, reporting antbfe-up in relation to the welfare of
animals;

3) follow the development and outcome of projects wéiijard to the welfare of animals; and

4) decide on the rehoming or returning to a suitabkebandry system of an animal used or
intended to be used in a project.

(3) Records shall be kept of any advice given by thealhwelfare body and decisions taken
regarding that advice. The records shall be kepatfiteast three years from the last entry made
to them.

(4) Further provisions on the tasks of the animal weltaody are issued by Government Decree.
Further provisions on the composition and recofde®animal welfare body may be issued
by Government Decree.

Section 10 -Animal records and statistics

(1) The operator shall keep records on:

1) the species and numbers of animals bred, acquiugglied, used in procedures, rehomed
or set free, names and addresses of the supptidneaipients of animals and dates on
which the animals have been acquired, suppliedaseld or rehomed;

2) the origin of animals;

3) medicines administered to the animals; and

4) the species and numbers of animals which haveatibden killed and the cause of death,
when known.

(2) The operator shall, where requested, compile statisn information referred to in paragraphs
1 and 4 of subsection 1 and submit this to the étediState Administrative Agency for
Southern Finland.

(3) An operator who is a user shall also keep recondsrojects to be implemented and compile
statistics on animals used in them and on the bsavarity of the procedures performed on
them. The statistics shall be submitted to the ®ejiState Administrative Agency for
Southern Finland within three months from the eheazh calendar year.

(4) The records and statistics shall be kept for atlae years from the last entry made to them.

(5) Further provisions on the content, keeping anchtite of records and statistics are issued by
Government Decree. Provisions on animal specieshoch detailed records shall be kept are
issued by Government Decree.

Chapter 3 Project and procedure

Section 11 WJse of other methods instead of a project and procedure



(1)

(2)

A project may be carried out only it is in practiuet possible to use another scientifically
satisfactory method or testing strategy not emgithe use of a live animal to achieve the
result set as the objective.

The number of animals used in a project may na@rbater than necessary for achieving the
objective. Another scientifically satisfactory methnot entailing the use of a live animal or a
method in which the total number of animals orphe, suffering, distress or lasting harm
caused to the animals can be reduced shall beinstedd of a project or measure, also in part.

Section 12 Purpose of a project

(1)

A project may be carried out for the following pases only:

1) basic research;

2) translational or applied research with any of tiefving aims;

a) the avoidance, prevention, diagnosis or treatroka disease, ill-health or other
abnormality or their effects in human beings, aigwr plants;

b) the assessment, detection, regulation or nuadiéin of physiological conditions in
human beings, animals or plants; or

c) the welfare of animals and improvement of theditions of farm animals;

3) for any of the aims in paragraph 2 in connectiothhe development, manufacture or
testing of the quality, effectiveness and safetgrofys, foodstuffs, feedstuffs and other
substances or products;

4) protection of the environment in the interest @& kiealth or welfare of human beings or
animals;

5) research aimed at preservation of the species;

6) forensic inquiries; and

7) higher education or teaching for the acquisitioajntenance or improvement of
vocational skills.

Section 13 -General principles concerning a procedure

(1)

(2)

3)

(4)

A procedure may be performed in a project only.rdcpdure shall be performed, with due
account to the achievement of its objective, ini@\van animal with the lowest capacity to
experience pain, suffering, distress or lastingrhak procedure shall be chosen and performed
SO as to cause minimum pain, suffering, distredasting harm to the animal, while the project
is still likely to provide satisfactory results.

It is prohibited to perform procedures which inv@bevere pain, suffering or distress that is
likely to be long-lasting and cannot be ameliorat&demption from the prohibition is allowed
only for exceptional and scientifically justifiableasons referred to in Article 55(3) of
Directive 2010/63/EU of the European Parliament a@inithe Council on the protection of
animals used for scientific purposes. A proceduay not be performed for studying the pain
or suffering tolerance level of an animal.

Death as the end-point of a procedure shall bedadoand replaced by early and humane end-
points. Where death as the end-point is unavoidéideprocedure shall be designed so as to
result in the death of as few animals as possible.

Further provisions on the choice of animals to $edun a procedure are issued by
Government Decree. Further provisions on the choiggocedures and reducing the pain,
suffering, distress or lasting harm caused to theal may be issued by Government Decree.

Section 14 Yse of analgesia



(1)

(2)
)
(4)
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The pain, suffering, distress or lasting harm cduedhe animal in the procedure shall always
be ameliorated in every possible way that is corfeatvith the purpose of the procedure,
unless the pain, suffering, distress or lastingrheaiused by the amelioration is greater than
that caused by the actual procedure.

Procedures that involve serious injuries that nayse severe pain shall not be performed
without anaesthesia.

No drug to stop or restrict their showing pain nhaygiven to animals without an adequate
level of anaesthesia or analgesia.

Further provisions on the use of anaesthesia aald@sia may be issued by Government
Decree.

Section 15 Classification of severity of procedures

(1)

(2)

)

The pain, suffering, distress and lasting harm eds the animal in the procedure shall be
assessed before undertaking the procedure. Thatgenfea procedure is determined
according to the level of pain, suffering, distressasting harm that an individual animal is
assumed to experience during the procedure. Trexigewof the procedure is assessed in the
project authorisation application referred to int& 24 and specified in the project
authorisation referred to in section 25.

The severity categories are:

1) non-recovery;

2) mild;

3) moderate; and

4) severe.

Further provisions on the assignment of procediregverity categories are issued by
Government Decree.

Chapter 4 -Animals

Section 16 -Requirement to breed for the purpose and origin of animals

(1)

(2)

@)

In all cases the aim should be to use animalsajepts that are bred for use for scientific or
educational purposepurpose-bred animal). Unless otherwise provided in section 26(3),
animals generally used in projects shall be purtwsd. Further provisions on the animal that
shall be purpose-bred are issued by GovernmeneBecr

Unless otherwise provided in section 26(3), theofeing animals may not be used in a project:
1) stray and feral animals of domestic species; and

2) animals taken from the wild.

Where an animal is acquired from a party other thdreeder or supplier, this party shall be
notified of the intended use of the animal.

Section 17 Jaking an animal fromthewild

(1)

(2)

If taking an animal from the wild is allowed undesction 26(3), an animal may only be
captured by a person who has adequate knowledipe capturing techniques and adequate
skills for handling the animal. A method approvedhe project authorisation which does not
cause the animal avoidable pain, suffering, distoedasting harm shall be used in the capture.
Further provisions on the capture of an animal@rdpetence requirements of the person
capturing the animal may be issued by Governmentdae

Section 18 -Specification of animals
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(1) The animal shall be marked or otherwise identifiédrther provisions on the marking and
identification of animals are issued by Governnigectree.

Section 19 -Reuse of an animal

(1) Unless otherwise provided in section 26(3), an ahiwn which one or more procedures have
already been performed may be reused in a new guoesevhen a different animal on which
no procedure has previously been performed coslutz used only if:

1) the actual severity of the previous proceduresmwiss or moderate;

2) it can be demonstrated that the animal’s geneaité sif health and well-being has been
fully restored;

3) the further procedure is not classified as se\anrd;

4) reuse is in accordance with advice of a veterimamgderred to in section 7(4), taking into
account the lifetime experience of the animal.

Section 20 Killing of an animal

(1) An animal shall be killed with minimum pain, suffeg and distress.

(2) An animal shall be killed without delay if symptomischanges occur in its behaviour,
physiological conditions or appearance on the giewf which it can be concluded to
experience severe pain, suffering or distress es#@n in the project authorisation which
cannot be eliminated by medication or other action.

(3) An animal shall be killed at the end of the progediiit is likely to continue to suffer
moderate or severe pain, suffering, distress ¢ingsarm.

(4) A veterinarian or other competent person shalldkeon the killing of an animal. A competent
person means a person who has sufficient knowledgssess the health and welfare of the
animal and the pain, suffering and distress expeeé by the animal.

(5) An animal shall be killed in the establishmenthad bperator, unless the project concerned is
carried out in field conditions.

(6) If an animal is not killed at the end of the prageaction shall be taken to see to the welfare
of the animal and it shall receive the necessamg. daurther provisions on the killing of an
animal are issued by Government Decree.

Chapter 5 -Authorisation requirement for operation
Section 21 -An operation authorisation and applying for the authorisation

(1) An operator shall have an authorisation to pradtieeactivity from the Regional State
Administrative Agency for Southern Finland or thegivnal State Administrative Agency for
Eastern Finlandoferation authorisation).

(2) The operation authorisation shall be applied fonfithe Regional State Administrative
Agency for Southern Finland if the domicile of tgplicant is within the area of operation of
the Regional State Administrative Agency for Southieinland, South-Western Finland or
Western and Inland Finland, and from the RegiomtaieSAdministrative Agency for Eastern
Finland if the domicile of the applicant is withime area of operation of the Regional State
Administrative Agency for Eastern Finland, North&inland or Lapland.

(3) The authorisation application shall show the infation that is the condition for granting the
authorisation referred to in sections 6, 7 andwdtter provisions on the content of the
authorisation application are issued by Governrbstree.

Section 22 -Granting an operation authorisation

(1) An operation authorisation is granted if:



1) the applicant has appropriate facilities, installad and equipment available for the
activity;
2) the applicant has appropriate staff available erdctivity;
3) veterinary care required for the activity has bereganized as specified in section 6(3);
and
4) other requirements for the practice of the actilaig down in this Act or under it are
fulfilled.
(2) An operation authorisation may also be grantecdfiomited period.
(3) An establishment intended for the practice of tttevay shall be inspected before granting the
operation authorisation.

Section 23 -Changes in the staff and activity

(1) The operator shall notify the Regional State Adsthaitive Agency that granted the operation
authorisation without delay of any changes in teespns referred to in section 7(2—4). The
user shall notify the Regional State Administrathgency for Southern Finland without delay
of any changes in the persons referred to in sel#g2).

(2) The operation authorisation shall be reappliedfftite activity or structures of the
establishment are changed in a significant wayrtket have harmful impacts on the welfare
of animals. The Regional State Administrative Agetiat granted the authorisation shall be
notified without delay of ceasing the activity.

Chapter 6 -Authorisation requirement for a project
Section 24 -A project authorisation and applying for the authorisation

(1) A project may be carried out only subject to arhatisation issued by the project authorisation
board project authorisation).

(2) A project authorisation application to be drawnampa project shall contain the following:
1) project proposal that shows the justification canoey the project and use of an animal

for the project laid down in sections 11-14;

2) estimate of the severity category of procedurelsided in the project;
3) non-technical project summary; and
4) name of the person responsible for implementingtgect.

(3) Further provisions on the content of the proje¢harsation application are issued by
Government Decree.

Section 25 -Granting a project authorisation

(1) A project authorisation is granted if:

1) the operator who is a user has an operation asttmn;

2) the project is carried out for an approved purpassepecified in section 12;

3) the project designer has qualifications referreh teection 8(1);

4) the projects is justified from the scientific orueational point of view or required by law;

5) the expected benefit from the project to humandseianimals or the environment is in an
ethically justified proportion considering the hatonthe animals;

6) the projectis designed so as to enable procedoitss performed in the most humane and
environmentally sensitive manner possible; and

7) the other requirements concerning the use of asimad project laid down in this Act or
under it are fulfilled.



(2)

®3)
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The severity categories of the procedures includedproject referred to in section 15 are
specified in the project authorisation. A persaspansible for implementing the project is
designated in the project authorisation.

A project authorisation may also be granted fortipld projects if they are implemented to
satisfy regulatory requirements or if animals asedufor production or diagnostic purposes
with established methods. A project authorisati@yiime granted for no more than five years
at a time.

Section 26 -Conditions set in the authorisation and exemptions to be granted

(1)
(2)

@)

(4)

Conditions required for the protection of anima®nsure the welfare of animals during the

project may be set out in the project authorisation

It may be required in the project authorisatiort tietrospective assessment referred to in

section 29 shall also be carried out for a praj@ablving procedures classified as moderate if

this is necessary due to:

1) the scope of the project or number of procedures;

2) the number or unusual species of animals to be insibé project; or

3) other similar reason.

In a project authorisation exemption may be grafrieah:

1) the requirement to breed for the purpose in sedtif) if there is a scientifically justified
need for the exemption;

2) the prohibition in section 16(2)(1) if this is rempd by an essential need for studies
concerning the health and welfare of animals apasrthreats to the environment or to
human or animal health and there is scientifidfjgstion that the purpose of the
procedure can be achieved only by the use of @ etreral animal of domestic species;

3) the prohibition in section 16(2)(2) if there isestdific justification that the purpose of the
project cannot be achieved by the use of a purposg-animal; and

4) the requirement in section 19(1) in exceptionalwinstances; an exemption may only be
granted provided that the animal has not been os@d than once in a procedure
entailing severe pain, distress or equivalent suifieand a veterinarian inspects the
animal before reuse.

Further provisions on the content of the authasadlecision may be issued by Government

Decree.

Section 27 -Amendment of a project authorisation

(1)

(2)

®3)

An authorisation for implementing a project in aytiat deviates from the authorisation

granted to it shall be applied for from the projaethorisation board. The application shall

show the justification for amending the project.

The provision in subsection 1 notwithstanding, Regional State Administrative Agency for

Southern Finland may grant an authorisation foramamendments concerning the project if:

1) itis absolutely necessary for continuing the pbgnd there is no time to submit the
matter to the project authorisation board or itgise without compromising the purpose
of the project and amending the project cannoteaushange in the severity category of
the project that would be more harmful to the amhinwa

2) itis a question of continuing the period of valydof the project authorisation for a short
time or a minor increase in the number of animaksdu

The Regional State Administrative Agency for Southeéinland shall notify the project

authorisation board of amendments concerning thieasation.

Section 28 -Setting free, rehoming and returning of an animal used in or intended for a project



(1)

(@)

3)
(4)

(5)
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A project authorisation may allow the setting fod@n animal taken from the wild used in a

project if:

1) the state of health of the animal allows it;

2) setting free causes no danger to human or aninaéthher the environment; and

3) it can be expected that the animal adapts to tlkeewithout difficulty.

The animal welfare body may decide on the rehoromgturning to a suitable husbandry

system of an animal used in or intended for a ptoje

1) the state of health of the animal allows it;

2) rehoming or returning of the animal causes no datoyeuman or animal health or the
environment; and

3) it can be expected that the animal adapts to thecoaditions.

Where necessary, the animal shall be graduallybiktaded to the new husbandry system or

habitat before it is rehomed, returned or set free.

Before deciding on a matter concerning setting éfe@n animal to the wild a statement on the

authorisation application shall be requested, wheressary, from the Centre for Economic

Development, Transport and the Environment in wtamsa of operation the animal is to be set

free in the wild. Where necessary, the Centre fmmemic Development, Transport and the

Environment shall hear other authorities on thetenat

Further provisions on the conditions concerningrétebilitation, rehoming, returning and

setting free of an animal may be issued by GoventiDecree.

Section 29 -Retrospective assessment

(1)

(2)

3)

(4)

Retrospective assessment shall be carried outdpeqis involving non-human primates as

well as projects that include procedures class#éigdevere. In retrospective assessment the

following shall be evaluated:

1) whether the objectives of the project were achieved

2) the harm inflicted on animals, including the nunsband species of animals used and the
actual severity of procedures; and

3) any elements that may contribute to the furthed@mgntation of the principle of
replacement, reduction and refinement.

The Regional State Administrative Agency for Southiéinland carries out the retrospective

assessment. The holder of the project authorisatafi submit the information necessary for

the retrospective assessment to the Agency wikineetmonths from the end of the project.

The Regional State Administrative Agency for Southiéinland shall submit the results of the

retrospective assessment referred to in subsetfowrinformation to the holder of the project

authorisation and project authorisation board.

Further provisions on the information to be subexittor retrospective assessment and matters

to be evaluated referred to in subsection 1 magsesd by Government Decree.

Chapter 7 Project authorisation board

Section 30 -Appointment and composition of the project authorisation board

(1)

(2)

The project authorisation board is appointed byGbgernment on the proposal of the
Ministry of Agriculture and Forestry for five yeaas a time. The board has a chair and vice-
chair and 16 other members with personal deputigsal representation of the different parts
of the country in terms of practicing the operatieferred to in this Act shall be taken into
account in the composition of the board. The bagerates in connection with the Regional
State Administrative Agency for Southern Finland.

The chair and vice-chair of the board shall hokl Master's Degree in Law or equivalent
higher education degree. The members and deputyparemshall be known as skilled and



3)

(4)
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experienced persons competent in the use of afanatientific purposes, of which four shall
represent expertise in scientific research, foyeetise in the care of animals used for
scientific purposes and procedures performed oanimaals, four veterinary expertise and four
expertise in practical animal protection work driedl questions.

The project authorisation board is divided intorfeections. The project authorisation board
appoints the members and deputy members to thiersead a way that the different kinds of
expertise are equally represented. The board afgp@ichair and vice-chair to the sections.
The project authorisation board has the right t@r loeitside experts.

Section 31 Preparation and processing of matters at the board

(1)

(2)

3)

(4)

(5)

Matters processed at the board or its sectionramaped at the Regional State Administrative
Agency for Southern Finland, from which the matterbe dealt with are also presented. The
board or its section is convened by the chair efitbard or section or, where this is prevented
from doing this, by the vice-chair.

A decision on an authorisation application conaggra project shall be given within 40
working days from the submission of all informatiogcessary for deciding on the matter to
the Regional State Administrative Agency for Southéinland. The Regional State
Administrative Agency for Southern Finland shalh@ewithout delay, the applicant for the
project authorisation a notification of the appiica received and of the 40-day time period
during which the decision is made. If justified doghe complicated or interdisciplinary
nature of the project the time period for the decixan be extended by 15 working days. The
Regional State Administrative Agency for Southemidnd shall notify the applicant of the
extension of the time period and the justificationthis before the end of the 40-day time
period.

Minutes shall be drawn up of the meeting of therb@and its section, signed by the chair and
secretary of the meeting. Decisions of the boaddisnsection are signed by the chair of the
meeting and certified by the rapporteur.

Further provisions on the division of labour withie project authorisation board, processing
of matters and other organization of the activity igsued in the rules of procedure, which are
ratified by the Ministry of Agriculture and Foregtr

The provisions on the criminal liability for acts office applies to the chair of the board and its
sections and other members and deputy members proitessing matters referred to in this
Act. Provisions on the liability for damages arnel ldown in the Tort Liability Act (412/1974).

Section 32 Power of decision

(1)

(@)

®3)

(4)

The authorisation to carry out a project is issogdhe section of the project authorisation
board or, if this is not unanimous, by the progaathorisation board. If the section does not
grant an authorisation to carry out a project tladten is transferred to the project authorisation
board for decisions.

The project authorisation board has a quorum wherchair of the meeting and at least eight
other members or deputy members are present. Agaftthe project authorisation board has
a quorum when the chair of the meeting and thrieerahembers or deputy members are
present.

If disagreement on deciding on the matter ariséiseaproject authorisation board, the matter is
decided by vote. The proposal supported by the mixagnd, in the event of a tie vote, the
proposal supported by the chair is the decisiam@®board.

The chair of the board decides on matters relatrfmnances and other internal administration
of the board. In the rules of procedure the povelegision on these matters may also be
transferred to the vice-chair and rapporteur ofttbard.
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Section 33 -Saff of the board

(1) The project authorisation board has full-time rapgars and clerical staff employed by the
Regional State Administrative Agency for Southemdnd. The qualification requirement of
the rapporteurs is a suitable higher educationedegnd good knowledge of the use of animals
for scientific and educational purposes.

Chapter 8 -Authorities and their tasks
Section 34 -General steering and control

(1) The general steering and control of the implemeriaif this Act is the responsibility of the
Ministry of Agriculture and Forestry.

Section 35 -Control authorities

(1) The control of the compliance with the provisiossued in this Act and under it and the
organization of the control is the responsibilifyttie Regional State Administrative Agency
for Southern Finland within the area of operatibthe Regional State Administrative Agency
for Southern Finland, South-Western Finland andté&fasand Inland Finland, and of the
Regional State Administrative Agency for Eastemid&id within the area of operation of the
Regional State Administrative Agency for Eastemid&id, Northern Finland and Lapland.

(2) The Regional State Administrative Agencies for &eut and Eastern Finland may also draw
on the assistance of the other Regional State Adtrative Agencies in the control.

Section 36 Certain tasks of the Regional State Administrative Agency for Southern Finland

(1) In addition to the provisions on the tasks of tlegiignal State Administrative Agency for

Southern Finland laid down elsewhere in this Ao, Agency:

1) compiles and keeps for public viewing in an elegitdorm statistical information on the
use of animals for scientific or educational pugss

2) publishes non-technical summaries of the projetiaisations granted and sees that
these are updated when retrospective assessmttat mfojects has been carried out ; and

3) sees to the support services needed by the penjéwdrisation board and advisory
committee referred to in section 53.

Chapter 9 Control
Section 37 -General principles of organising the control

(1) The activity of the operators shall be controlleén equitable manner and on a regular basis.
The control shall be intensified if it is to be pasted that the activity or the establishment does
not fulfil the requirements laid down in this Aatwnder it.

Section 38 Control plan

(1) The Regional State Administrative Agencies for &eut and Eastern Finland shall draw up a
control plan on the organisation of the controborannual basis. The control plan shall show
the inspections to be carried out, types of objettontrol and their inspection frequency. In
addition, the grounds for the risk assessmentefypes of objects of control and grounds for
the assessment of the implementation of the plah Isa presented in the plan.

(2) Further provisions on the control plan and its eahimay be issued by Government Decree.
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Section 39 -Right of access to information

(1)

(@)

The Ministry of Agriculture and Forestry and thentrol authority have the right to obtain
information and documents necessary for the coatrdlinspection referred to in this Act from
the operator, holder of the project authorisatisnvall as state authorities and the project
authorisation board.

The right of access to information also appliesmtormation necessary for the control which
as information concerning the business or professiactivity or economic position of a
private person or corporation or information on pleesonal circumstances of a private person
would otherwise be to be kept secret.

Section 40 -Right of inspection and attendance

(1)

(@)

The control authority referred to in section 35abbas the right to carry out inspections
required for the control of the compliance with irevisions laid down in this Act and under

it as well as, for this purpose, gain access tiiti@s where an activity referred to in this Ast i
practised or where animals intended for the agtiahimal feed or drink, or samples,
substances, installations, equipment, implemenisstruments to be used in the activity or
documents or information concerning the activity kept. However, an inspection may not be
carried out in a facility used for a residentiafgase on a permanent basis.

The Regional State Administrative Agencies for 8eut and Eastern Finland have the right of
attendance when a project is being implementedpooeedure performed. In addition, the
Agencies have the right to attend a meeting optiogect authorisation board.

Section 41 -Right to take samples

(1)

Where necessary, the control authority has thed taytake samples needed for the control
without compensation from the animals used in B the activity, animal feed and drink as
well as substances used in the activity

Section 42 European Union inspectors

(1)

The provisions in sections 39—-41 concerning thiet g inspection and access to information

and right to take samples of a Finnish authorisp @pply to European Union inspectors. If an
inspection is carried out by a European Union ingpethe control authority shall collaborate

with this.

Section 43 -DPisclosure of secret information

(1)

The secrecy obligation laid down in the Act on @@enness of Government Activities

(621/1999) notwithstanding, information obtainedewltontrolling the compliance with the

provisions laid down in this Act or under it conaig the economic position, business or

professional secret of a private person or corpmrair personal circumstances of a private

person may be disclosed to:

1) authorities controlling the compliance with thistAar carrying out tasks under this Act;

2) prosecuting, police or customs authorities for sgh\an offence referred to in Chapter 5,
section 1 of the Coercive Measures Act (450/1980t

3) foreign bodies and inspectors referred to in theofean Union legislation or international
agreement binding on Finland when so requirederBiropean Union legislation or
agreement.
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Section 44 Executive assistance

(1)

The control authority is entitled to executive atsice from the police and customs authorities
for carrying out tasks under this Act and provisigssued under it.

Section 45 Register of operators

(1)
(2)

(@)

A register is kept of the operators for the conémadl planning of control.

The Regional State Administrative Agencies for 8eut and Eastern Finland record the

following information in the register:

1) identification information referred to in sectio(2d of the Act on the Information Systems
of Rural Business Administration (284/2008);

2) animal species concerned in the activity;

3) time of starting the activity and operation autkations granted;

4) whether the operator acts as a breeder, suppliggesrreferred to in section 5(1);

5) name and contact information of the person respts&r the activity, persons
responsible for the establishment referred to atige 7(3) and designated veterinarian
referred to in section 7(4) and any other qualigegert; and

6) ending the activity.

Information in the register kept on the operatenecorded to the information system referred

to in the Act on the Information Systems of RurakBiess Administration. The said Act

applies to the register, unless otherwise providetis Act.

Section 46 Project register

(1)

(2)

@)

The Regional State Administrative Agency for Southeinland keeps a register of project
authorisations for control and planning of conaaslwell as statistics. The following
information is recorded in the register:

1) establishment of the user in which the projectasried out;

2) number of the project authorisation and name ohtiider of the authorisation as well as,
for a project referred to in section 25(2), the rawhthe person responsible for the
project;

3) purpose of the project;

4) animal species used in the project and numberiofas of each species;

5) envisaged time of starting and ending the project;

6) severity categories of the procedures;

7) whether retrospective assessment is to be camedmothe project; and

8) information on the retrospective assessment.

Information is deleted from the register after thyears from the end of the time period set in

the project authorisation. However, if retrospeet@ssessment is to be carried out on the

project the information is not deleted until aftieree years from the completion of the
retrospective assessment.

The Ministry of Agriculture and Forestry and RegabBtate Administrative Agencies for

Southern Finland and Eastern Finland have the tahse the register to the extent required by

their statutory tasks. Otherwise the provisionthefPersonal Data Act (523/1999) and Act on

the Openness of Government Activities apply todbléection and recording of personal data
and use and disclosure of the information in tluygster.

Chapter 10 -Administrative enfor cement measur es and sanctions

Section 47 Prohibitions, orders and urgent measures



15

(1) Ifitis found out in an inspection referred tosection 40 or otherwise that the provisions
concerning the practising of the activity or théhaumisation conditions set for the activity or
for carrying out a project have not been compliéith\the control authority shall prohibit the
operator or holder of the project authorisatiomfroontinuing or repeating the action that is
contrary to the provisions or authorisation comaisi or order this to fulfil his or her
obligations within a sufficient time limit consideg the nature of the matter.

(2) By derogation from subsection 1, as an urgent mieake control authority may:

1) kill an animal used in the project or order it ®llled immediately if the behaviour,
physiological conditions or appearance of the ahshaws any symptoms or changes on
the grounds of which it can be concluded to expegesevere pain, suffering or distress
unforeseen in the project authorisation and thismotbe eliminated by medication or
other actions;

2) kill an animal used in practising the activity attiean that referred to in paragraph 1 or
order it to be killed if this is absolutely requdréor animal protection reasons.

(3) If a decision referred to in subsection 1 or 2 &by the control authority referred to in
section 35(2), the authority referred to in secB&l) shall be notified of the decision without
delay. Measures referred to in subsection 2 abloak Ise carried out at the operator’s expense.

Section 48 Withdrawal of a project authorisation

(1) The Regional State Administrative Agency for Southa Eastern Finland may withdraw a
project authorisation if provisions or authorisatmnditions concerning the project have been
violated in an essential way and the defects havde&en remedied within the reasonable time
limit set by the control authority.

(2) The Regional State Administrative Agency for South@nland withdraws a project
authorisation if the European Commission so demandse grounds specified in Article 55
of Directive 2010/63/EU of the European Parliamemd of the Council on the protection of
animals used for scientific purposes.

(3) If the project authorisation is withdrawn the operahall kill the animals used in the project
or take other action approved by the competentddadiState Administrative Agency to
rectify the situation so that no harm is causeithéowelfare of animals.

Section 49 Withdrawal of an operation authorisation

(1) The Regional State Administrative Agency may witwlian operation authorisation it has
granted if the operator violates in an essentigl thia requirements concerning the activity laid
down in this Act or the Animal Welfare Act or undbese or the authorisation conditions or if
the activity no longer fulfils the conditions foragting an authorisation and the operator does
not remedy the defects within the reasonable tim# et by the control authority.

(2) If the operation authorisation is withdrawn thenaals kept in the establishment shall, at the
operator’'s expense, be killed or moved to the éistabhent of another operator or other action
approved by the Regional State Administrative Agesttall be taken to rectify the situation so
that no harm is caused to the welfare of animals.

Section 50 Notice of a conditional fine and enforced compliance

(1) The Regional State Administrative Agencies for eut and Eastern Finland may impose a
notice of a conditional fine or enforced compliataentensify a prohibition or order referred
to in section 47.

(2) Notice of a conditions fine cannot be imposed t@atural person to intensify an obligation to
notify information if there is cause to suspect pleeson of a crime and the information in
question is such that it concerns a matter thidtebject of the suspected crime.
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(3) Provisions on the notice of a conditional fine amflorced compliance are laid down in the Act
on Notice of a Conditional Fine (1113/1990).

Section 51 +Penal provision

(1) One who intentionally or through negligence:

1) neglects the application of an operation authaasateferred to in section 21(1);

2) carries out a project without an authorisationnreig to in section 24(1) or contrary to the
conditions set in the authorisation;

3) acquires animals for use or uses animals in agrogntrary to the conditions in section
16(1-3);

4) violates the obligation concerning the specificatid animals laid down in section 18;

5) reuses an animal contrary to section 19;

6) neglects the obligation concerning the killing afanimal laid down in section 20(1-3) or
violates the obligation referred to in section 32G{6kills an animal in a way other than by
an allowable killing method;

7) violates the obligation concerning the keepingeaiords or statistics laid down in section
10;

8) violates the notification obligation laid down iaction 23(1); or

9) violates a prohibition or order issued under sectié

shall be sentenced to a fifag violating the Act on the Protection of Animals Used for

Scientific or Educational Purposes, unless a more severe penalty is laid down fodthes

elsewhere in the law.

(2) For a person who violates a prohibition or obligatimposed under this Act and intensified by

a notice of a conditional fine the sentence mawaed for the same deed.

Section 52 Reference provisions concerning penalties

(1) Provisions on the penalty for an animal welfareingement are laid down in section 54 of the
Animal Welfare Act.

(2) Provisions on the penalty for an animal welfareoéle are laid down in Chapter 17, section
14, 14a and 15 of the Criminal Code (39/1889).

Chapter 11 -Miscellaneous provisions
Section 53 -Council on the protection of animals used for scientific or educational purposes

(1) The council on the protection of animals used tergific or educational purposes operates in
connection with the Regional State AdministrativgeAcy for Southern Finland. The aim of
the council is to promote the implementation of phi@ciple of replacement, reduction and
refinement. The Government appoints the councifit@r years at a time.

(2) Provisions on the tasks, composition and orgamisaif the activity of the council are laid
down by Government Decree.

Section 54 Charges
(1) A charge is collected to the state for a perfornedmcan authority and the project
authorisation board. The provisions of the Act oitgia for Charges Payable to the State

(150/1992) shall be complied with in imposing tihaiges.

Section 55 -Remunerations and compensations for costs
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(1) The chair, vice-chair and members of the projett@isation board receive remuneration for
the tasks they have carried out and compensatramnaieel costs in accordance with criteria
ratified by the Ministry of Agriculture and Foregtr

Section 56 -Appeal

(1) A decision of an authority and the project auttadren board made under this Act is appealed
to the Administrative Court as laid down in the Adistrative Judicial Procedure Act
(586/1996). A decision of the Administrative Coomay be appealed only if leave to appeal is
granted by the Supreme Administrative Court. Tlevigions of the Act on Criteria for
Charges Payable to the State apply to an appeetnang a charge referred to in section 54
above.

(2) In a decision made under this Act it may be ordénatithe decision shall be complied with
irrespective of appeal, unless otherwise providethb appellate authority.

(3) An appeal against a decision made under this Autexming animal welfare shall be processed
as urgent.

Chapter 12 -Entry into force and transitional provisions
Section 57 Entry into force

(1) This Act enters into force on 1 August 2013.

(2) This Act repeals the Act on the Use of AnimalsBEaperimental Purposes (62/2006),
hereinafter referred to &ise repealed act. However, the Decree on the Use of Animals for
Experimental Purposes (623/2006) issued underetheated act remains in force.

(3) Measures necessary for the implementation of them&y be undertaken before the entry into
force of the Act.

Section 58 Jransitional provisions

(1) A person who has received or retained the qualifina for performing animal experiments
under the repealed act shall be considered qulifielesign projects and perform procedures.

(2) An experimental animal establishment approved utiderepealed act which is in operation
upon the entry into force of this Act shall notife competent authority referred to in section
21(1) of this Act within three months from the gnitnto force of this Act of:

1) whether animals are kept for breeding, supplyingsa for scientific or educational
purposes;

2) name and contact information of the person respte&r the activity;

3) names and contact information of persons respanfiblan establishment referred to
above in section 7(3) of this Act; and

4) composition of the animal welfare body referre@dimve in section 9(1) of this Act.

(3) The provisions and authorisation conditions in éoupon the entry into force of this Act apply
to animal experiment authorisations granted urntkerépealed at if the animal experiment
ends no later than 1 January 2018. For an aninpararent for which an authorisation has
been granted before the entry into force of thisak which ends after 1 January 2018 there
shall be a project authorisation under this Actater than 1 January 2018.

(4) An animal experiment board in operation upon theyanto force of this Act continues its
activity as a project authorisation board untiraj@ct authorisation board is appointed.



