
Organizacijska reforma: 

definiranje razina odgovornosti i zadataka
Radionica/Workshop

Presentation created and delivered by:

Dasa Seveljevic-Jaran, DVM, MSc LAS 

Sveučilište u Splitu, Medicinski fakultet

03. srpnja 2020.

Radionica će biti foto-dokumentirna

“Sadržaj publikacije/emitiranog materijala isključiva je odgovornost Sveučilišta u Splitu, Medicinskog fakulteta.”



O projektu:
• Ukupna vrijednost projekta: 19 214 337.50 kn

Iznos koji sufinancira EU: 17 996 047.92 kn
Razdoblje provedbe projekta: veljača 2019. - studeni 2020.

• Prijavitelj: Sveučilište u Splitu

• Partner: Medicinski fakultet u Splitu

• Projekt sufinancira Europska unija iz Europskog fonda za regionalni razvoj.

Elementi projekta: 

Element 1. ADAPTACIJA PROSTORA NASTAMBE ZA ŽIVOTINJE

Element 2. OPREMANJE PROSTORA NASTAMBE

Element 3. ORGANIZACIJSKA REFORMA

PROMIDŽBA I VIDLJIVOST, UPRAVLJANJE PROJEKTOM I ADMINISTRACIJA



Operationalization of newly-built facility for experimental animals at the 
University of Split

3

KK.01.1.1.02.0026

Co-financed by European Union, EU Regional Development Fund.

• Call: Investment in the reorganization of processes and infrastructure in the field of 
research, development and innovation. 

Total project value: 19.214.337,50 HRK (~2.5M€) 
Total EU Grants: 17.996.047,92 HRK (~2.4M€) 
Project Implementation Period: February 2019 - November 2020. 
Applicant/Project user: University of Split 
Project partner: University of Split, School of Medicine
Web:

"The European Union's support for the production of this publication does not constitute an endorsement of the contents, which reflect the 
views only of the authors, and the EU cannot be held responsible for any use which may be made of the information contained therein“ 

http://www.mefst.unist.hr/znanost/infrastrukturni-projekti/stavljanje-u-funkciju-novoizgradjene-nastambe-za-pokusne-zivotinje-na-sveucilistu-u-splitu/10855


Legal and ethical framework setting the animal research field  
(models for Good Research Practice) 

Directive 2010/63/EU* 
of the European Parliament and 

of the Council of 22nd September 2010 on the protection of animals used 
for scientific purposes 

Annex III of the Directive dictates the minimal requirements for care and accommodation of 
animals, in Appendix A of the European Convention ETS 123

*Transposition into National legislation (NN 55/13), 

subsequent changes 2017, 2019

National Competent Authority (NCA)_Ministry of Agriculture

Ministarstvo Poljoprivrede

Uprava za veterinarstvo i sigurnost hrane

http://veterinarstvo.hr

Dobrobit životinja za pokuse

Pravilnik o zaštiti životinja koje se koriste u znanstvene svrhe

http://veterinarstvo.hr/


Council of Europe 

• European Treaty Series No. 123: ETS 123, European 
Convention for the Protection of Vertebrate Animals used 

for Experimental and other Scientific Purposes, Appendix A

• Guidelines for accommodation and care of animals
(these minimum cage sizes are generally bigger then housing density recommendations in the Guide) 



AAALAC-I performance-based 
Primary Standards (free on-line access)

• Guide for the Care and Use of Laboratory Animals (The Guide)

National Research Council 2011, the 8th edition

• Guide for the Care and Use of Agricultural Animals in Research and 
Teaching (Ag Guide), FASS 2010

• European Convention for the Protection of Vertebrate Animals Used for 
Experimental and Other Scientific Purposes, Council of Europe

(ETS 123)



in vivo research stakeholders
(from cage to bedside)

• Laboratory animals

• Animal Facility users (in vivo research teams_researcher, practitioners_animal
care takers, technicians, manager, etc) 

• Regional and global collaborators - MefST suradne institucije

• Sponsors (funders), scientific journals, publishers

• Patent office

• Registered breeders, users (registrirani korisnici e.g. akademija, industrija) 

• National Competent Authorities_NCA e.g. Zakonodavna tijela (EU, nacionalna, 
Ministarstvo poljoprivrede-veterinarska inspekcija, Ministarstvo rada i

mirovinskog sustava, Uprava za rad i zaštitu na radu, Ministarstvo znanosti i
obrazovanja, njihove inspekcijske službe)

• National ethical committee, institutional ethical committee

• Animal protection organisations (organizacije za zaštitu životinja na pr. Prijatelji
životinja)

• National and international expert associations, e.g. LAS _CROLASA, FELASA,  
ICLAS, AAALAC, ECLAM, ESLAV , they publish “expert working group 

recommendations and standards”, also LASM specialist fields guidelines

• Patients



HR Project Application _ Form 2



Functions and specific tasks under 2010/63/EU: 
designated vet, principal investigator (project lead_scientist_researcher), animal 

welfare officer, training officer, NCA liaison, technician, animal caretaker, surgeon etc



ECCVT (European Coordinating Committee on Veterinary Training) 
‘’day-one-competencies’’ for laboratory animal veterinarian

(VetCEE-Veterinary Continuous Education in Europe i.e. 
LAS dossier of competencies for academic training programmes)



Central Animal Facility and 
support functions chart:

purchasing , IT, QA, EHS, biochemistry lab, microbiology lab, tissue processing and histology lab, bioimaging, 
hygiene services, patent office, legal etc



Dual corridor system – division to clean, dirty zones and directed transfer of 
personnel, animals, equipment and samples



Managing the animal facility:
practitioner (e.g. DVM), researcher,  manager



Facilitating collaborative animal research:
Master Reciprocal Institutional Agreement
for Animal Care and Use (2020 publication)



Responsible Biomedical Research: 

valuing laboratory animals not as instruments but as 
patients in an equivalent human medical study

Animal welfare is guarded by risk mitigation approaches: 

severity categorization and harm/benefit analysis_HBA

(main tools for project i.e. ethical evaluations_PE)





Reproducibility crisis has lead to increased focus on 
factors affecting laboratory animal research outcomes





In EBM_Evidence Based Medicine clinical evidence is ranked according to the risk of underlying bias, 
using the available sources of evidence, from case studies through randomized, controlled clinical 
trials (RCTs) to clinical trial meta-analyses. The Cochrane Collaboration, which produces systematic 

reviews of health interventions, now requires authors to use the GRADE approach

To systematically review evidence from animal studies, i.e. the preclinical evidence

the Systematic Review Centre for Laboratory Animal Experimentation 

(SYRCLE - https://www.radboudumc.nl/en/research) 

has designed a SYRCLE risk of bias tool

based on the Cochrane risk of bias tool (synthesis of evidence_SoE)



Quality in Non-GxP Research Environment

During the last decade, the replication and reproducibility crisis in 
biomedical sciences has exposed severe quality problems in the 
planning and conduct of research studies in both academia and 

pharmaceutical industry. 

As a result of the reproducibility crisis, which hinges on poor quality of 
experimental design and resulting data, quality management now has a 

chance to be introduced in the academic biomedical world. 

Pragmatic, risk-based and science driven research quality standards 
could fit with the discovery activities’ scope and requirement of this 
research activity and ensure data integrity while saving resources.



Risk- and Principle-Based 
Quality System Assessment Approach

• In order to ensure data integrity all scientific and business practices should underpin the 

Research Quality System standards

• The fit-for-purpose and tailor-made standards  need to contain a set of essential quality system elements 
that can be applied to all types of research, in a risk-based and flexible manner



• Attributable (the source of data is identified: who/when created a record and 
who/when/why changed a record)

• Legible (information is clear and readable)

• Contemporaneous (information is recorded at the time of data generation 

and/or event observation)

• Original (source information is available and preserved in its original form)

• Accurate (there are no errors or editing without documented amendments)

+ (additional elements)

• Complete (all data is recorded, including repeat or reanalysis performed)

• Available (data is available and accessible at any time for review or audit and for 
the lifetime of the record)

• Consistent (harmonized documentation process is constantly applied)

• Enduring (data is preserved and retrievable during its entire lifetime)

ALCOA+ 





data and sample traceability (electronic laboratory notebooks_eLNB and LIMS_ 
laboratory inventory management system)  

Identification and definition of research 
driven processes (e.g.):
• Method and Assay Qualification
• Material, Reagents and Samples 

Management
• Facility, Equipment and Computerized 

System Management
• Personnel and Training Records 

Management









ILAR journal vol 55 no 3, 2014_Experimental design and statistics contents
(free access archives)

• The Design and Statistical Analysis of Animal Experiments: Introduction 

• Refinement of Experimental Design and Conduct in Laboratory Animal Research 

• Animal Husbandry and Experimental Design

• Evidence Should Trump Intuition by Preferring Inbred Strains to Outbred Stocks in Preclinical 
Research

• Critical Appraisal of Studies Using Laboratory Animal Models

• Meta-Analyses of Animal Studies: An Introduction of a Valuable Instrument to Further Improve 
Healthcare 

• The Usefulness of Systematic Reviews of Animal Experiments for the Design of Preclinical and 
Clinical Studies

• Randomized Block Experimental Designs Can Increase the Power and Reproducibility of 
Laboratory Animal Experiments 

• The Place of Experimental Design and Statistics in the 3Rs 

• Making the Most of Clustered Data in Laboratory Animal Research Using Multi-Level Models

• Guidance for description of animal studies in sci publications_Nat Acad Press



in vitro disciplines and relevant standards



www Laboratory Animal Science and Medicine (LASM) 
quality-resources



LASM relevant categories on www

Specialist databases and 3R information centers 

offer a collection of up-to-date LAS specialist guidelines

(the distinction between literature databases and scientific journals is disappearing due to 
development of free access and open access journals)

EU Commission_ animals used for scientific purposes

https://ec.europa.eu/environment/chemicals/lab_animals/index_en.htm (‘’guidance documents’’ on 
severity assessment framwork, Project Evaluation and Retrospective Assessment etc)

Norecopa_ Norway

ECVAM_EU Center for Validation of Alternative Methods_alternatives search guide

NC3Rs_UK

FELASA (EU) – Working group reports, recommendations, Laboratory Animals official journal

Center for Alternatives to Animal Testing_USA

Canadian Council on Animal Care 

ECLAM/ESLAV

AVMA (Association of Veterinary Medical Association_USA)_2020 euthanasia guide

EU wide national 3R centers

RSPCA

FRAME

ICLAS 

Pubmed etc

https://ec.europa.eu/environment/chemicals/lab_animals/index_en.htm


Norecopa
one-stop-shop for those looking for guidelines and resources within lab animal 

science and alternatives – subscribe to newsletter for regular updates





Journals (& e-books) as knowledge databases +
(academia & industry publicly available parts of websites)

• Laboratory Animals journal 

(official journal of FELASA, ESLAV, LAVA etc)

• Lab animals (NY)

• JAALAS (American Association for Laboratory Animal Science) journal

• ScandLAS (Scandinavian LAS) journal

• JoVE (Journal of Visualized Experiments)

• Comparative Medicine journal

• ILAR (Institute fore Laboratory Animal Research) journal

• ATLA (Alternatives to Laboratory Animals) journal

• Open access journals ie PLOS One

• PLOS Biology etc



2020 e-publication 



Professional 
on-line discussion lists, 

professional networks, training services & more

• CompMed_USA

• Voles_UK (Vets in Laboratory Animal Medicine)

• Linkedin

• Research Gate

• Research Animal Training (RAT) –

• www.researcanimaltraining.com

previously flaire training (Flecknell) 

(the new norm, brought about by pandemic)

• numerous free webinar series (CR, ESLAV etc)

http://www.researcanimaltraining.com/


LASM Specialist Guidelines

Guidelines for preparation, design of animal 
experiments (PREPARE) Part 1



PREPARE Part 2



PREPARE Part 3



ARRIVE guidelines 
(checklist for publication of results generated in animal 

research)



Guidelines for facility and equipment sanitation practices and animals’ health 
monitoring_HM practices



Guidelines for handling animals during experimental procedures: 
examples of administration guidelines



Examples of tissue sampling guidelines

American Veterinary Medical Association _AVMA 
Guidelines for the Euthanasia of Animals 2020 Edition 



Specialist fields guidelines: 
surgery, pain research, arthritis research, stroke, cancer, sepsis, microbiome research 

etc



Examples of good surgical practice guidelines



Examples of ethical evaluation guidelines



1) ANIMAL CARE AND USE Program Description 
(‘’the Guide‘’) 

• Regulations, Policies, and Principles

• Program Management

• Program Management Responsibility

• The Institutional Official

• The Attending Veterinarian

• The Institutional Animal Care and Use Committee

• Collaborations,

• Personnel Management

• Training and Education,

• Occupational Health and Safety of Personnel

• Personnel Security

• Investigating and Reporting Animal Welfare Concerns

• Program Oversight

• The Role of the IACUC

• IACUC Constitution and Function

• Protocol Review

• Special Considerations for IACUC Review

• Postapproval Monitoring 

• Disaster Planning and Emergency Preparedness



2) ENVIRONMENT, HOUSING AND MANAGEMENT

• Animals

• Terrestrial Environment

• Microenvironment and Macroenvironment (Secondary 
Enclosure)

• Temperature and Humidity

• Ventilation and Air Quality

• Illumination

• Noise and Vibration

• Terrestrial Housing

• Microenvironment (Primary Enclosure)

• Environmental Enrichment

• Behavioral and Social ManagementHusbandry

• Population Management



3) VETERINARY CARE
• Animal Procurement and 

Transportation
• Animal Procurement
• Transportation of Animals,
• Preventive Medicine
• Animal Biosecurity
• Quarantine and 

Stabilization
• Separation by Health 

Status and Species
• Surveillance, Diagnosis, 

Treatment, and Control of 
Disease

• Clinical Care and 
Management

• Medical Management

• Emergency Care
• Recordkeeping
• Surgery
• Training
• Presurgical Planning
• Surgical Facilities
• Surgical Procedures
• Aseptic Technique
• Intraoperative 

Monitoring
• Postoperative Care
• Pain and Distress
• Anesthesia and 

Analgesia
• Euthanasia



4) PHYSICAL PLANT_PP

• General Considerations

• Location

• Centralization Versus Decentralization

• Functional Areas

• Construction Guidelines

• CorridorS

• Animal Room Doors

• Exterior Windows

• Floors

• Drainage

• Walls and Ceilings

• Heating, Ventilation, and Air Conditioning (HVAC)

• Power and Lighting



PP_continued

• Storage Areas

• Noise Control

• Vibration Control

• Facilities for Sanitizing Materials

• Environmental Monitoring

• Special Facilities

• Surgery

• Barrier Facilities/Conventional/BSL 3

• Imaging

• Whole Body Irradiation

• Hazardous Agent Containment

• Behavioral Studies

• Aquatic Species Housing

• Security and Access Control









Occupational Health and Safety (Environment  Health and Safety_EHS):

• Qualitative Mask FIT testing
• Equipment Risk Assessment (compressed gasses, 

ionizing radiation), training
• Safe handling of biological and chemical agents

• Optimal operation of containment equipment (oprema
sa lokalnim odsina pr. mikrobiološki zastitni kabinet tipa 

II), changing station, dumping station
• Incidents reporting

• Transport of animal by products within EU (prateća
dokumentacija za transport životinjskih nus proizvoda 

koji nisu namjenjeni prehrani) by road and air
• Waste management (waste categories, temporary and 

permanent storage, safe disposal)
• Waste water handling (collector etc) 



Internal QA

• Pisanje SOP-ova, evidencija izmjena, arhiviranje 

• Pisanje eksperimentalnih protokola (-ll-)

• Pisanje projektnih/istraživačkih protokola

• Pisanje laboratorijskih dnevnika 

• Upravljanje projektima

• Upravljanje dokumentacijom

• Upravljanje podacima i uzorcima (data and sample management)

• Postupanje u slučaju elementarnih nepogoda i nesreća (Business 
Continuity Plan_ BCP, postupanje sa ljudima, opremom i 

životinjama u slučaju požara, poplave, zemljotresa, pandemije, 
provale, nestanka struje – UPS, generator etc)

• Plan internih inspekcija i inspekcijski zapisi, zapisi korektivnih 
mjera (vanjske i unutarnje inspekcije, logs)

• Rad institucijskog etičkog povjerenstva 



BCP – fire, earthquake, flood, pandemic, IT 
hacking, breach of facility threats



Information Technology_IT

• animal facility access control 

• user account and pswrd mngmt

• back up and restore policy

• anti virus and software update procedures

• IT disaster recovery plan etc



Q&A



Organizacijska reforma: 

definiranje razina odgovornosti i zadataka
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Hvala na pažnji!


