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Animal in Research) 20043 A" IH7|#o=E, Uh & A8 oigh
A ZHo)la A 7hsstm vE E&ZQ tieke] WA AdS AdstH, ()
TEAMECl Ha3d Ae FES MAdsta, 2YE A" 2 AT EAAE
HAsbslal aFe HLgsa, () wss AFstal AF, A5 2 Ao
3RE& ZIAA =UHeHo=r HSHA ko] ZAA 3R FTLAHAS ITHI=
7€ T35t ok NC3Rs& AARZA7]F+(World Health Organization,
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0 £1AA A= Al ¥(Adventitious agents testing)
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7. 4, B4 #4388 FEUAANIY =Y F2

FHe 201697 WA FHAY sEdAANIHS Aty S
VAC2VAC =Z=2ZAHEE A%t VAC2VACS IMI2(Innovative  Medicines
Initiatives 2)7} A A Lst= FHAT F5dT ZE2AHE201613~202213) 2 A,
Hls= WS AHgste Alg 2 &8 Ao A7 wiA F4, A4
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Zlgk g ggaziia) g 2 digEelds H3XE . VAC2ZVAC
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control of established vaccines: practical considerations and progressive vision,
Open Research Europe 2022, 2:116>2] & ¢Fo|t},
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®1 ¥4 EU 74

International Conference on Harmonisation (ICH)

ICH Q6B Specifications: Test Procedures and Acceptance Criteria for

Biotechnological/Biological Products for setting specifications limits.

ICH Q2 (R1) Validation of analytical procedures

Eurorean Union (EU)

Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010
on the protection of animals used for scientific purposes. Official Journal of the European
Union L 276, 20.10.2010, p.33-79. https://eur-lex.europa.eu/eli/dir/2010/63/0j

Communication from the Commission - Guideline on the details of the
various categories of variations to the terms of marketing authorizations for
medicinal products for human use and veterinary medicinal products.

https://ec.europa.eu/health/sites/health/files/files/betterreg/pharmacos/classification_guideline_adopted.pdf

Commission Regulation (EU) No 712/2012 of 3 August 2012 amending Regulation (EC) No
1234/2008 concerning the examination of variations to the terms of marketing authorizations
for medicinal products for human use and veterinary medicinal products.

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/reg_2012_712/reg_2012_712_en.pdf
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Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the
examination of variations to the terms of marketing authorizations for medicinal products for
human use and veterinary medicinal products and on the documentation to be submitted

pursuant to those procedures.
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:C:2013:223:FULL:EN:PDF

European Medicines Agency (EMA)

Guideline on the principles of regulatory acceptance of 3Rs (replacement, reduction,
refinement) testing approaches (EMA/CHMP/CVMP/JEG-3Rs/450091/2012)

CMDh Recommendation for classification of unforeseen variations according to Article 5 of
Commission Regulation (EC) 1234/2008
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variation
s/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls

CMDv Recommendation for classification of unforeseen variations according to Article 5 of
Commission Regulation (EC) 1234/2008
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variation
s/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls

Reflection paper providing an overview of the current regulatory testing requirements for
veterinary medicinal products and opportunities for implementation of the 3Rs
(EMA/CHMP/CVMP/3Rs/164002/2016)

Guidance for individual laboratories for transfer of quality control methods validated in
collaborative trials with a view to implementing 3Rs (EMA/CHMP/CVMP/3Rs/94436/2014)

Recommendation to MAHs, highlighting the need to ensure compliance with 3Rs methods
described in the Ph. Eur. — applicable to all medicinal products regardless of type.
(EMA/CHMP/CVMP/JEG-3Rs/252137/2012)

Recommendation to MAHs, highlighting recent measures in the veterinary field to promote
3Rs measures described in the Ph. Eur.
— applicable to veterinary vaccines from 01/01/2017.(EMA/CHMP/CVMP/3Rs/336802/2017)

Statement of the CVMP position on the ethical use of animals in the testing, development
and manufacture of veterinary medicines (EMA/CVMP/3Rs/506841/2017)

DRAFT Regulation (EU) 2019/6 of the European Parliament and of the Council on veterinary
medicinal products and repealing Directive 2001/82/EC

EU-Regulation 2019/6 Draft Annex 2

SECTION 1IlIIb REQUIREMENTS FOR IMMUNOLOGICAL VETERINARY MEDICINAL
PRODUCTS

[IIb.2D. Control tests during the manufacturing process

IIIb.2E. Control tests on the finished product

European Phamacopoeia (Ph.Eur.)

Ph. Eur. general chapter 5.2.14

Relevant US-PROVISIONS

USDA Veterinary Services Memorandum No. 800.112, Guidelines for Validation of In Vitro
Potency Assays, April 10, 2015.

USDA Veterinary Services Memorandum No. 800.124, Guidelines for Potency Specifications
of Biological Products Administered to Animals, October 2, 2020.
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https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:223:FULL:EN:PDF
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_172_2010_09_2019_Tracking_Table_Article_5.xls

https://www.usp.org/sites/default/files/usp/document/our—impact/covid—-19/standards—for—qualit

y-vaccines.pdf
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https://www.usp.org/sites/default/files/usp/document/our-impact/covid-19/standards-for-quality-vaccines.pdf
https://www.usp.org/sites/default/files/usp/document/our-impact/covid-19/standards-for-quality-vaccines.pdf
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#e] 9= wjx] =3sHOfficial Control Authority Batch Release, OCABR) Z<t
2ol A Adolstal OMCL HEHAY HoE sl <ot +3 viA =3t
774 (Council Directive 2001/83/EC, Article 114, Regulation 2019/6/EU Article
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