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Abstract

Autogenous vaccines, are vaccines that are made from the microorganisms that cause
outbreaks on farms. When the production is complete, the vaccine will be utilized the farm where
the problem occurred. Therefore, it is a vaccine that is specific to the outbreak and can quickly
reduce the damage and control the outbreak. Regarding the regulation of the vaccines, the United
States, Canada, the United Kingdom, the European Union and Australia have imposed a production
licensing systems, which must be issued by prescription from a veterinarian only. The licensing
systems are exempt from drug formula registration, so that the vaccines may be applied to animals
diagnosed to be the cause of the disease, but only if it is found that there is no registered vaccines
nor licensed vaccines that match the strain of the pathogen, or there is evidence that an existing
vaccines are inadequate.

The laws governing autogenous vaccines in these countries share some similarities and
differences, which depend on the management context and obstacles, including particular
restrictions in each country in the case of Thailand, the major provision relating to the administration
of autogenous vaccines is Section 4 of the Drug Act, B.E. 2510. Regarding the issues related to the
licensing of production sites, imports, sales and registration, relevant provisions are Section 12,
Section 79 and Section 83 (3). as an emergency vaccine Made to order and used by veterinarians.
The government will not consider performance and safety data. But it will take care of the quality
and standards in the licensed production facility only.

Regarding stipulations and exceptions, there is no need to apply for a license to produce,
sell, bring to order in the Kingdom of Thailand, relying on Sections 13 (1) and 13 (5), which are
exceptions, no need to apply for a license, and Section 13 (2) still exists. clauses to be interpreted
lecally and guided by the facts due to The animal husbandry system is a "herd" system, with Section
13 (1) stipulating an exception. It does not apply to “(1) the production of drugs produced by
ministries, bureaus, departments in the function of prevention or treatment of diseases, the Thai
Red Cross Society, and the Pharmaceutical Organization.” Autogenous vaccine At present, the main
roles and responsibilities Belongs to the Food and Drug Administration sole According to the original
framework process because indeed If the Department of Livestock Development will act on his
behalf, he will surely be able to do it rightly In addition, the author proposes to issue a draft.
“Specific Laws” for specific management There is a unit that is directly responsible for drugs,
biological substances or animal vaccines. Or to promote the Bureau of Veterinary Biologics of the
Department of Livestock Development. existing autogenous vaccines to be administered exclusively

by a panel of experts. A truly knowledgeable worker on autogenous vaccines.
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Y04l3ATEUIndRIUsEaNauMlY willsdniseundyiunisssuinvadlsagufle (Outbreaks) Tuwwm

X A ) a a a = Y] . L \12 = '
Hunwzueisuiug e lsalimessuinluein wse 1sAsEuIn(Epidemic)'? Fedawansgnuse

H Usgmensudednd. 519R9910UNW 1@ 133 Aeuiiay 209 ¢ asiuil 19 Augiey 2559.

o

2 “Endemic (saUsedn) fo lsafAntutssdluiuiidu ndniefidnstisasiiuazannsamamsalld Tae
youinvasiufieraduiles Ussna vidolgjnirdustengulssna wiieniu wu Iidensenlusseraninsine
Tsawnani3eluniienin sefusleaniied 2 Ao Outbreak (M3svunn) fo AN salffdtiefiutuinund felunsd
Tsauszdiy uitidwaugtasnnninfianansal vislunsdl Tsag Ul fawshedifiiofiosneider Wy msszun
vosldideneentlul 2562 myszuinvethifalalsuaeiuglwiluiiosgsu Ssieun narewdu Epidemic (saszun)
?gﬂLﬂ"LJﬂ’]ﬁzU’lWUENIiﬂﬁILLWilﬂigf\]’lﬁlﬂ}J”N%‘lﬂm%ﬂQﬁﬂ’]ﬁmg Felsnsruafudluluiuiinhatuiudunsssuind
dinduogadundy uasiidaugindoiuniidaaniselld Wy lsadlumiissualunivueninme fuanlul 23
57-2559 M35zUAYes COVID-19 Tutszimadu uazszunsomndssemeduluvivieide Fshsalalsunaeriugivl
flurrausnglifidesonegnadunenisildzunisBenuiuincovio-19 wazhey 1 W%ﬂ?ﬂMEULLﬁQ%uL%iQU 9 auly
flgn Adussdumsssuingean end1 Pandemic (mssvunalvgy/ilan) Wudnwazresnsssuiavedlsad
wnsnszangluialan wu nsszunevedldninlngiteundulufusd wa. 2461 (Spanish flu) WiemsszunAves
I inlngjaneiug Tvsl 2009 uazaranfonisszuiaves COVID-19 lusghetion 122 Uszmarilan”, sreiielu: Ao
WWIRFERS SETUNBTBIBUR Wvmivendaiie. “Pandemic Endemic Epidemic Uaw Outbreak seunadiale? sinerusalaue?,”
ngenyrilsiilesnmm @Rarma sull 38 menp 2563, [16 funen 2565]
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dedaridwunnniougiu  wasunsnszareandnigdniluvienddaduguilsatulagaslaiung

Y Y

JEUIneE1NnIskarAziinsasuasiuiign visllasdniseundielan the World Organisation for Animal
Health (WOAH, flasagulude OIE)laiinsseysisiindinisunssyuiaintulussduniiniavizoyuyy
WUUtIAT WU MsseuinvedlsauinuasUesludalideaes Wy lawagnselde (Foot and
)13.14

mouth disease : FMD) unufvaualiensiuaandedtibasiu SEACFMD Wudu Fadianny

"> World Organisation for Animal Health (WOAH, founded as OIE). South-East Asia and China Foot and
Mouth Disease (SEACFMD) Campaign [Online] 7 July 2022 Available from:
https://rr-asia.woah.org/en/our-mission/our-mission-regional-strategies/the-south-east-asia-and-china-foot-

and-mouth-disease-seacfmd-campaign/[19 September 2022]

“ msuslavesdniseunsdisdnilan (WOAH Aedtulude OIF) vedlsatinuasindos (FMD) Wullgmiiuaiy
gunmdniwarmstannlussdugfinnaviliAsnssasedlsaunuazndeslueifons fusenideds  (SEAFMD)
Tu #ull 1990 SEAFMD redstuagnafiunienslull 1997 lnefiussinaauningodaiaelui: funen an siaide
Weunns HaUtud ve wazieaun uindulaii@eazasnainlsa FMD usdulaiiidefnsymindsnnudidgyues
msvhausufusauyiednwanuzUasaas FMD Saduluaudnlud 2542 Snasssematasn FMD 1A
uslumsasatunazAselu$ sauianstnissuszsudu (PRO) wWhiiunissusedlul 2553 fafu SEAFMD 3
Wasudeduedens ueendediuaziu wauuy FMD (SEACFMD) Tull 2559 wedlnideldidnsuunudnlugiuy
aundnlyal wanigy SEACFMD WuRanssudid ey enn wazdianumzigonzetugs aseunau 12 Ussmadaiszans
Uszana 30% vedlanandeeg waziimsndndniihsonisinide FMD Wuswauun wu gns 1A ANY Uy

v ¢

dniAnBesuadn  SEACFMD é’?ﬂLﬂﬂﬁ%LﬁmawﬁmLLazmamémmqLﬂi@gﬁa‘ummﬂﬂqé’mﬂmmimw]ml,az
mMin FMD Twellenziusenidesls Ju uwazuedlnide 67'5@U@é’miﬁﬂaammﬂhmgﬁmuﬁa&J’Lummﬁumﬁmmmi
wazAnudnsventmnenswaLisaasssuisanlszned  Inevilrudlainlenansnsauanswan
dwiuinwasnsnedeslusuunaglignsuniu Foazihldmnunilematmdumuenauldinnty  “The
recognition by the World Organisation for Animal Health (WOAH, founded as OIE) of foot and mouth disease
(FMD) as a regional animal health and development issue gave birth to the South-East Asia Foot and Mouth
Disease (SEAFMD) Campaign in the early 1990s. SEAFMD was formally established in 1997 by the following
founding member countries: Cambodia, Lao PDR, Malaysia, Myanmar, the Philippines, Thailand and Vietnam.
Although free of FMD, Indonesia recognised the importance of working with the campaign to maintain its
FMD-free status. It therefore became a member in 1999. Two other FMD-free countries — Brunei Darussalam
and Singapore — as well as the People’s Republic of China (PRC) joined the campaign in 2010.
Consequently, SEAFMD has been renamed the South-East Asia and China FMD campaign (SEACFMD). In
2016, Mongolia also joined the campaign as a new member.

The SEACFMD campaign is a major, difficult and highly ambitious activity covering 12 countries in which
approximately 30 per cent of the world’s population reside and where there is massive production of FMD-
susceptible animals including pigs, cattle, buffaloes and small ruminants. SEACFMD aims to increase the

productivity and economic output of the livestock sector by controlling and eradicating FMD in South-East
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Usgansnnldifisanasanisdudamsemunulsaszuin - annmesananialuleusenisgUfvu
Y09n5lUpelaatainTy 138N Autogenous vaccine %30 Tailor-made vaccines %58 Custom-

d o

made’® Faflmrumangdn “Sudutafusuuimumes fussansam wasdsendn Satmuntuiiold
Iumiﬂﬂﬂ@ﬂﬂ%aﬁuﬂqmﬂﬂwmawﬁﬁmi” “It is a custom-made, effective and economical
solution developed to protect or restore the health of livestock.” FadmlutnTuiidmannde
anlganuluannganau dmsudnlufiufiamerhsufifianuidedlsmisssuinine

(Epidemiological link) Auvsuinugenslsnfinannlaguiaussng 1wl d1UnuANznIINAITUDS

Asia, China and Mongolia. Livestock free of disease will contribute to food security and the achievement of
the United Nations Millennium Development Goals by ensuring that trade and production opportunities for
rural smallholder farmers are not disrupted, thereby providing them with a greater chance of transcending
poverty.”, cited in, World Organization for Animal Health Founded as OIE. South-East Asia and China Foot
and Mouth Disease (SEACFMD) Campaign[Online], 7 July 2022. Available from: https://ir-

asia.woah.org/en/our-mission/our-mission-regional-strategies/the-south-east-asia-and-china-foot-and-

mouth-disease-seacfmd-campaign/ [17 September 2022]
' Ceva. “Autogenous vaccines”[Online]. Available from: https://www.ceva-biovac-

campus.com/en/Autogenous-vaccines/Home_[19 September 2022]
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fodulusmornndnsinglugailigty  asfiauusndstuvaneUssmaduiilusissane
an3gendni uarannmglsy suiinaunthesi iesnnguanesenisiduguanislduagnisan
selfdatnfuvaseonandnsive Sildfinudnieu swardunvoandnsinedddnsesedyad
g1 WnsAny 2510 Tumsimusmsmifuguanisldeslditaiadu Jsms 4'° elkiommesdin

[

“e1 mnenud Wudngidemnedmsuldlunisidady i ussmn $hw wietesiulse wie
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Majavang @ wsuliianauiguan lasaie v3e nsnsevimtilaguessianieuyed wse dnd”

 Usmanangvanewieaniussy  (CFR) Aedszulangiluuaznganisiiweunsiungideunandlaentsnuuay

mhsnuweaiguiana siadidnnseindvesngsuilouwianiusdy (eCFR) Wusvuu a natlanamililinm
L%'Emg]ﬂixmaﬂgum&J'?Jaq%’gmaﬂmqmuﬁﬁagiblﬁmaamnm (Rawstunsnay 2017) wiseenifiu 50 Fefiuanteiid
e 9 meldsudeuresiguianans usazdeutseeniduun deinveiifevemmhenuiiesn udazunazgnutsdon
g ﬁﬂiamqmauLsummiﬁwﬁ'ug]l,l,aLaww %udammﬂimjmmmLLﬂﬂaaﬂLfJud'meJaEJié’ nnaudndudiun
waymsenedeie CFR dndlngmnedaifomilsediudiy “The Code of Federal Regulations (CFR) is the
codification of the general and permanent rules published in the Federal Register by the departments and
agencies of the Federal Government. The Electronic Code of Federal Regulations (eCFR) is a point-in-time
system that allows you to browse the Code of Federal Regulations as they existed at any point in time
(since January 2017). It is divided into 50 titles that represent broad areas subject to Federal regulation.
Each title is divided into chapters, which usually bear the name of the issuing agency. Each chapter is further
subdivided into parts that cover specific regulatory areas. Large parts may be subdivided into subparts. All
parts are organized in sections, and most citations to the CFR refer to material at the section level.” Cited
in, National Archives. “The Code of Federal Regulations : A point in time eCFR system”[Online], Available
from: https://www.ecfr.gov/titles [20 September 2022]

" bid., CFR-Title 9.

** Ibid., CFR-Title 12.

1 wsgeUnaiRen WnsAnsy 2510, 1m0 4.
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® Laura Batista. “Gilt management during acclimatization.”[Online] College of Veterinary Medicine,
University of Minnesota, St. Paul, Minnesota 55108. Available from:
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" 11ugns @uann. “Autogenous vaccine Litensmuutesiulsassuinludnd.” [eeulatl] njwmumuas:
a0 TWITBUAS AL INIABINYATAIERS. WHASTINN: https://www3.rdiku.ac.th/?p=74531 [25 weun1AN
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)11,12
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" Greelane. “malulad Recombinant DNA fieezls?” [eoulatl]. unasiiun :
https://www.greelane.com/th/Aneamansinaluladatinaians/Anenenans/recombinant-dna-technology-
4178076 [13 &mnAw 2565]
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r}umﬁuﬁ‘ 2563]. Lma'qﬁm: https://www.scimath.org/lesson-biology/item/8803-2018-09-21-02-20-40 [25

Aueey 2565]
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https://www.biotec.or.th/biotecth2015/images/media/2016/Q4/26_07_2016_Press_Release_biosensor.pdf
[21 fiueneu 2565]

' JOHN P. CUNHA AND DO FACOEP. “RABIES VACCINE CHICK EMBRYO CELL DERIVED” [ONLINE] Reviewed
on 23 August 2021. Available from: https://www.rxlist.com/consumer_rabavert/drugs-condition.htm_[21

August 2022]
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' AJUNNGINA. “NAEN-woUAUBR-TATY & COVID-19 siafuetdls” [paulami]. 19 wguwnAy 2563, Wniadiiyn :

http://www.biogenetech.co.th/wp-content/uploads/2020/05/wan@xn.pdf [19 &mnAu 2565]

' The Animal and Plant Health Inspection Service, United States Department of Agriculture. “Autogenous
Biologics.”[Online]. Available from:

https://www.aphis.usda.gov/animal_health/vet biologics/publications/pel 4 16.pdf [2 October 2022]
7 Ibid.
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** Ibid.

¥ Ibid.

?% National Human Genome Research Institute. “Phenotype” [Online] Available from:
https://www.genome.gov/genetics-glossary/Phenotype [10 September 2022]

?! Centers of disease control and prevention. “Salmonella” [Online] Available from:
https://www.cdc.gov/salmonella/reportspubs/salmonella-atlas/serotyping-importance.html [10 September

2022]
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? Mark F. Ditmar MD. “Infectious diseases in Pediatric Secrets (Fifth Edition)”,[Online][ Public online 2011].
Available from: https://www.sciencedirect.com/topics/medicine-and-dentistry/antigenic-drift/pdf [25
May,2022]

* Rafael Sanjuan and Pilar Domingo-Calap, “Genetic Diversity and Evolution of Viral Populations”
Encyclopedia of virology : 53-61. [Published online 2021 Mar 1]. Available from:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7157443/[25 May,2022]
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% Sierra Animal Wellness Center. “Vaccine Types” [Online], Available from:

https://sierraanimalwellnesscenter.com/resources/vaccine-types/ [20 June 2022]

o Cathy Wilkie. “Types of vaccines: Killed, modified live, recombinant” [Online]. Available from:

https.//www.vet.bc.ca/types-of-vaccines.pml [20 June 2022]

*Miriam Angulo and Carlos Angulo. Trained immunity against diseases in domestic animals. Acta Tropica
Volume 229, May 2022, 106361.[20 June 2022]
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upon homologous or heterologous pathogenic challenges.” Cited in, Miriam Angulo and Carlos
Angulo. “Trained immunity against diseases in domestic animals.” [Online] Available from:
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NI9KIFR” “Prognosis is a term used in science and medicine which refers to determining the predicted or
probable level of improvement in function, and the amount of time needed to reach that level of
improvement in a health condition. It may also include a prediction of levels of improvement reached at
several intervals during a course of therapy. In the context of medicine, it describes a prediction of a
patient's future condition. It is expressed using general terms such as poor, favorable, moderate, excellent,
excellent, fair, or hopeless. The conditions that a prognosis is applied to include both diseases or conditions,
as well as the outcome expected from an intervention. This intervention can be preventative or operative”
cited in, Hidaya Aliouche. “What is a Prognosis?” [Online] [October 2021], Available from:

https://www.news-medical.net/health/What-is-a-Prognosis.aspx_[21 September 2022]

*" D.John. Regulatory control of autogenous vaccines [26 November 2021].,p 2. [21 September 2022]

2 Reeves HE, Lotz SB, Kennedy E, Randall LP, Coldham NG, La Ragione RM. Evaluation of an autogenous
vaccine in cattle against £scherichia colibearing the CTX-M-14 plasmid. Res Vet Sci 2013; 94(3): 419- 424.
* Arsenakis |, Boyen F, Haesebrouck F, Maes DGD. Autogenous vaccination reduces antimicrobial usage
and mortality rates in a herd facing severe exudative epidermitis outbreaks in weaned pigs. Vet

Rec. 2018; 182(26): 744.
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** Barnes AC, Delamare-Deboutteville J, Brosnahan C, Gudkovs N, Morrison RN, Carson J. Whole genome
analysis of Yersinia ruckeriisolated over 27 years in Australia and New Zealand reveals geographical
endemism over multiple lineages and recent evolution under host selection. Microb

Genomics. 2016; 2(11): e000095.

* Kawasaki M, Delamare-Deboutteville J, Bowater RO, et al. C., Microevolution of Streptococcus
agalactiae ST-261 from Australia indicates dissemination via imported tilapia and ongoing adaptation to
marine hosts or environment. Appl Environ Microbiol. 2018; 84(16): e00858-18.

% Brynildsrud O, Feil EJ, Bohlin J, et al. Microevolution of Renibacterium salmoninarum: evidence for
intercontinental dissemination associated with fish movements. [SME J. 2014; 8(4): 746- 756.

" Gulla S, Barnes AC, Welch TJ, et al. Multilocus variable-number tandem-repeat analysis of yersinia
ruckeri confirms the existence of host specificity, geographic endemism, and anthropogenic dissemination
of virulent clones. App! Environ Microbiol. 2018; 84(16): e00730-18.

% Sommerset l, Krossoy B, Biering E, Frost P. Vaccines for fish in aquaculture. Expert Review

Vaccines. 2005; 4(1): 89- 101.

» Craig D. Biological resources, intellectual property rights and international human rights: impacts on
indigenous and local communities. In: W Peter, CB Onwueke, eds. Accessing and Sharing the Benefits of

the Genomics Revolution, vol. 11. Springer; 2007.
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“ Mackey TK, Liang BA. Integrating biodiversity management and indigenous biopiracy protection to
promote environmental justice and global health. Am J Public Health. 2012; 102(6): 1091- 1095.
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“ Docquier F, Rapoport H. Globalization, brain drain, and development. J £con Lit. 2012; 50(3): 681- 730.
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“ CEVA BIOVAC. "Presentation of Autogenous vaccines.”[Online]. Available from: https://www.ceva-

biovac-campus.com/en/Who-are-we/Ceva-Biovac [29 September 2022]
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" Vaccixcell. “Autogenous Vaccines.” [Online]. Available from:
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® Persistence Market Research, “Autogenous Vaccines Market.”, [Online]. Available from:
https://www.persistencemarketresearch.com/market-research/autogenous-vaccines-market.asp [19

September,2022]
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ATOUARNIANLAMNIALAYYANIAYBIgRAMNTTUNISAENERT mudssinnvasaneius Swmaiauys

U 6

sonluaneiuuuafiewazlisa  laggeavnssuszuissanduedindmunnd  Tsaneruiadng
)
Y

'
a ) (% ] (%

Anendednsusalaana

o

v Y [

wing uazan1twideaudaiunmd uazdug (U7 2 uay U7 3) nan
Tegufeasnvile glsy lWeuddiin anfiueuisn aziusennantuazkenin Hlaundanliunain
198U Town Newport Laboratories, Inc., Elanco Animal Health Inc., Cambridge Technologies,

Hysieia Biological Laboratories &g AniCon Labor GmbH LLazéuﬂ7

> 5@ Peste des petits ruminants; PPR (%atﬁu: Ovine rinderpest) 958 mwiiﬂﬁ'ﬁrjt.??ﬁnLgawmmﬁﬂ; Ao 1u
TsafnidafiAnnidela¥a Small ruminant morbillivirus Tuana Morbillivirus dslnlAsiuidernslsaiumnesives
(Rinderpest) n3elsarin (Measles) finAnomsiigunssnazidounduniofadsunduluung wny wageranuidnd
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Uonua wazunensionaiaundin Snssesuadusaly Cote d’ivoire (the lvory Coast) Tul) 1942 uagsiounly
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Sedanansznusedniinensewmadnlutvansvia ’;J’meuazqﬂiam%aLLUUI;JLLammmﬁwi'lﬁy’u uyweliidos
eq 91904ly, Jeremiah T. Saliki. “Overview of Peste des petits ruminants.” [Online]. Available from:
https://www.msdvetmanual.com/generalized-conditions/peste-des-petits-ruminants/overview-of-peste-
des-petits-ruminants [8 October 2022]

6 Expert Market Research. “Global Autogenous Vaccines market outlook.” [Online]. Available from:
https://www.expertmarketresearch.com/reports/autogenous-vaccines-market [8 October 2022]
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Global Autogenous Vaccines Market
Market Share by End Use (%)
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= Veterinary Hospitals
Veterinary Research Institutes

= Others
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Wrdudades (Adjacent farm) tdnnaludsdmiunmd Ssazwuinnisldesldavainduduasldlunsdins
Tunstesiunassnwnaunsandinisszuin lneilinguszasdnandenisinudniidusesniouuy
de uaskAnanidelsafisruinuinmrhisvesmes  Ganndeyadindridugeiinansmiuuandng
spiseslddvataduiuindunsdiliiueginlummiesmatn vie e1mFenin “Conventional
Vaccines” o aglfifionistlostiulsaindu snaglifealfiflensestunasfnviniiouseliiva
fodu waringuszasdazndnfioldludniuuuundvanslnevily ldswdudesusnuieatadenslsn
wumnsileldfudnidunesieiuluuvesliitatedu  wnelasunfuda  Conventional
vaccines agrdnnmavilidelsagadniatohiauazuuaiiiogluanmilsouns  (nactivated

pathogen) viseldideme (Killed pathogen)’

’ Hodge JW, Guha C, Neefies J, Gulley JL (August 2008). “Synergizing radiation therapy and
immunotherapy for curing incurable cancers. Opportunities and challenges.” Oncology. 22(9): 1064-70,

discussion 1075, 1080-1, 1084.
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\wosuil Uasg
#an13 LUsena
Gl dlaniiy
Tduaun Ay
wensnla gLy
ANIIYDIUIINT
anigelsni
Saduilordy DUTU LALIA
(Live-attenuated vaccine) PaAIAY annnglsy
wan3nla ansgeLusn

oty Uszmalueawengiusondeslanilndniuauiasinuealsesine (GDP) fonsiniswaule
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' Vaccixcell. “Autogenous Vaccines.” [Online]. Available from: https://escovaccixcell.com/applications

/animal-health/Autogenous-Vaccines [2 October 2022]
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3.3.1 anigawisni

3.3.1.1 YsgiRmansuasiauinisvesnmsiiivgualuanigewsm

ANSIFNUNANA UNANTTININNNTENINNTUTLNNDBLPITATATY @ unsananwarldau

Ieegsgnngruneluansgesnt meldnszsudyaalisa-35u-Nendu (Virus-Serum-Toxin Act) Tu

v
U/ A a

U 1995 Fanuin eeldivaindu dmsuite Moraxella bovis? nanlaeu3emenee wasdnisldfuegis
wnsvanelagdmunmduazindnUadnd  9nnanvnaesREfuiBndatuliUsziuegsiaaudn
PTU Moraxella bovis wuveelddtaingu dwsuldlunisaiunulsamdnauinselulauaznszle
(Infectious bovine keratoconjunctivitis ; 1BK)" uavdausiinnsanwmaniavdumenlunissieny
nsduieteiiuvisdlugangumssnwvdonisussliunadnsitlidnan  wasivunssnuitnsia
fnduliiiArdestunmsanasifdoddynisada TugiAnisalaganves IBK “These studies failed to
report true randomization to treatment cohorts or blinding of outcome assessment and all
reported that vaccination was not associated with a statistically significant decrease in
cumulative incidence of IBK.” uffasildefinsinand usooldaiasndu dmsu Moraxella bovis Ty

ansgausniluasatiu Adslasunisuusiueslildduusedfedaquu®

2 AM. O'Connor, S. Brace, S. Gould, R. Dewell, T. Engelken. .A Randomized Clinical Trial Evaluating a
Farm-of-Origin Autogenous Moraxella bovis Vaccine to Control Infectious Bovine Keratoconjunctivis
(Pinkeye) in Beef Cattle.”[Online]. First published: 7 October 2011. Available from:
https://onlinelibrary.wiley.com/doi/10.1111/}.1939-1676.2011.00803.x [3 October 2022]

P lsapsnauinmelulauaznszle (Infectious bovine keratoconjunctivitis ; 1BK) tHutlywnlsafiingrdmsu

'
aa a

Hndngnla IBK wansein1snepdinfivainvany Faswds thanlva, ndauas, Lathiinsyanm, Uanen wasunad
nsvanan seslsa IBK dusiusiutmiinnisveuniianas 15-30 Jeus Weeufuilifisoslsa 1BK ushindnidn
‘Lmy'%mamﬂmﬁamL%@I@&Jiﬂﬁwaﬁmum%wmm u,maLflumﬂmzﬁ]mmLLazmigjzyl,ﬁamiuaqLﬁuﬁu’uﬁuﬁuﬁ‘ﬁumﬁ
Aaoiduundy Sreddly, Wedna.

RTTRGER
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https://onlinelibrary.wiley.com/action/doSearch?ContribAuthorRaw=O%27Connor%2C+AM
https://onlinelibrary.wiley.com/action/doSearch?ContribAuthorRaw=Brace%2C+S
https://onlinelibrary.wiley.com/action/doSearch?ContribAuthorRaw=Gould%2C+S
https://onlinelibrary.wiley.com/action/doSearch?ContribAuthorRaw=Dewell%2C+R
https://onlinelibrary.wiley.com/action/doSearch?ContribAuthorRaw=Engelken%2C+T
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ansgeiisnt 1ngszideulunsuimisdnn1svesasyInmymIeNITEnILImgUseLanene) 1wy

'
[ ady

Sadu wuafise ueuRT (Antiserum) ¥ansI93Tads uasdnfamidug Alduidamedinwiteen
gvissunalngiduiudmiunmstesiu msfnw videnidedelsavesdnd Iduneusnnaneld
wszRyalR VSTA (Virus-Serum-Toxin Ach™® ¥ 1995 msdawsdeuvievisendingiilian Yuitou
viodusunse  defwuamdiingniafionnennut wdedusinisuiqn Jeeade
Fnenn wasiiuszanSaim §a VSTA azsufiunisiag USDA (United American Department of
Agriculture) Uuﬁugmﬁuaﬁaﬁmumﬁaﬁma?ﬂu 9 CFR (Code of federal regulations)101-124 uag
31 USDA APHIS (Animal and Plant Health Inspection Service) 3 CVB (Center for Veterinary
Biologicslneil mguszasalunisiunuindenisiiuinismiuguasungseidsudmiuningdue
PN ERINNEUszLaneslaataindudneie
Tumanssiudufusndasdausidinmnanisdmwnmgsaly Famns USDA APHIS CVB a¢linis

o v

Miuguariiungseileunilunaue uiludinuansvesendmsudniwnmduu asgnauaunielanis

Y

Mivgualay  wszs1udnyalAresditinauANenIsuNIToMNT  eIuaLLASEIE IR aWiNEnSTaIISNY
(Food and Drug Administration : FDA)'  waznszsudayainnunieulunisinvuieedimnivde

(Animal Drug Availability Act)Bumuyindiy

3.3.1.3 yauszavAvengsudevlunsteduly

Whszasdvedlusunsunisiiuguadilidediulag  msanidunisaiemwaunassning
Formunmangrunevesnsifuguaduanudesnsvesiiidiulfdudsuasdifeitos Tunsdives
astanmmsnsdaummd  vandaveslusygananfusionadesiinnudamguiiionsuausssio
Aufeansfiewvioisiuresdniund gnén vidednitae wifaudasndevionunianives

Fadufianasazlifeslisunmsiinnsaniniu uwimnfianudandueiagniluldiuuiunluniyusiag

vosluaugale Wy nsansausydnsammvsemmeaeudngnin Fa USDA Tdvanavgdnsnisldanu

16 /STA, 21 USC §151-159 (2020).
! Federal Food, Drug, and Cosmetic Act, 21 USC §301-399 (2020).
8 Animal Drug Availability Act of 1996, Pub L No. 104-250, 110 Stat 3151.
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§154a FeesuglusygaiiavdmsuanunmsaivioNeuliiay'’
3.3.1.4 YAAUYRINTUIMTIANSUWaEMITIRUlY

Tl 1985 lafimaiiudaudendwsuniseunnldndndasivuuiiteuly  (Conditional

v A 1

vaccine) uaruuuealditaiafudilulutetsduiiioguedusugmiusuuuuwuuiy tngliuumn

Y

11 USDA laasavanavsgeslvidwiunindusiunanedy uasludeenuunugiuves VES (Vector or

[V 7]
LY

Expression system) #igntaaiuiugieinssy  A9nAWUrIussuun1sHannliunnsgu wae
Y o d' o s A g vy = @ v al' Y a

Jorvualanizaug lneilinguirasaneiiielndeyaininudagiulazgnies ingrfumsiudeundas
lWsunsy CVB argaiieddesiuniianymsiiugiavedansdinmmnunsdnunmndussianasle

a v v oA

Wadadu Ingniunmuiavylueugnipgudmiudaunmndvesanienisng (A5 27
wawwesluaygnwuuideuly (Conditional Vaccine) suiiesunelilu 9 CFR 102.6 fie
« A9 v B ¢ a g v o w Y a ~ aNa
deliduluaudeulvaniunisalandu aaeiildauegednin aaunsalluviosdu wensalfivy
ou” Fegunlasuaugrnnueululpeiludiliidulumudeinuasulssansand msu
TuoygmangUuuy  wakansliiuds "muamanisiaumnaunavesUssdvsamn’ wasduluny
Joriruasuaulasnieagaiui 3n1sieeusuladmsunisuansrnumaiianau i auNaTes
Usgavsnmazuandnsiulumuusiaznsdl  wazerasadaimsldanuvihmevesdainduleadvse
nsAnwmaaulud@nidwuite  nsUssilivloyans@suivet Wedsuinerinnuduius
= Y a a N A ax A = = A U A U a o o« o Y v
WigawariuUseansnm viseduq FBnsnvsveniiamafannisdninguiundnsiod lnevnluud Jadu
Ao’ o LY vo X aa N vo a A a a o cay Yo
aldugnuandwiuldiugenelsmasdidnsiasuluougmuuuiveuly  minliiindaduanilasu

¥
va o v YV A

augInegAsUIUTBuIlIFUNseudRd niuTeUanzavatiuansgonsn  Tnevaluu

nsvelueygnuwuuiiReulvasidudunounsnlunisussmnisunsnszaersonanssnuvedlsndn

 Ibid.

% Matthew M. Erdman , Nancy E. Clough , and Paul J. Hauer . “Review of updated regulations and
product license categories for veterinary vaccines in the United States” [Online] 1 December2020.
Available from : https://avmajournals.avma.org/view/journals/javma/257/11/javma.2020.257.11.1142.xml
[3 October 2022]


https://avmajournals.avma.org/search?f_0=author&q_0=Matthew+M.+Erdman
https://avmajournals.avma.org/search?f_0=author&q_0=Nancy+E.+Clough
https://avmajournals.avma.org/search?f_0=author&q_0=Paul+J.+Hauer
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considerations for emergency use of non-USDA licensed vaccines in the United States.” [Online] Available

from: https://pubmed.ncbi.nlm.nih.gov/14677675/ [29 October 2022]

“ R E Hill,, “Regulation of conditionally licensed biologicals in the United States” [Online] Available from:

https://pubmed.ncbi.nlm.nih.gov/15597632/#affiliation-1 [29 October 2022]
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“ VSTA, 21 USC §151-159(2020).

® Federal Food, Drug, and Cosmetic Act, 21 USC §301-399 (2020).

“ Animal Drug Availability Act of 1996, Pub L No. 104-250, 110 Stat 3151.
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Streptococcus suis Hsind 7 \iaTugn nsfnwiiuuseeniuaiunsvaae: (1) wignslasuindun

" Gottschalk M, Segura M. Streptococcosis. In: Zimmerman JJ, Karriker LA, Ramirez A, Schwartz KJ,
Stevenson GW, Zhang J, editors. Diseases of swine. 11th ed. West Sussex: Wiley-Blackwell; 2019. p. 934-
51.

*® Hill JE, Gottschalk M, Brousseau R, Harel J, Hemmingsen SM, Goh SH. Biochemical analysis, cpn60 and
16S rDNA sequence data indicate that Streptococcus suis serotypes 32 and 34, isolated from pigs,
are Streptococcus orisratti. Vet Microbiol. 2005;107(1-2):63-9.

¥ Priifer TL, Rohde J, Verspohl J, Rohde M, de Greeff A, Willenborg J, et al. Molecular typing of Streptococcus
suis strains isolated from diseased and healthy pigs between 1996-2016. PLoS One. 2019;14(1):e0210801.
*® Goyette-Desjardins G, Auger JP, Xu J, Segura M, Gottschalk M. Streptococcus suis, an important pig
pathogen and emerging zoonotic agent-an update on the worldwide distribution based on serotyping and

sequence typing. Emerg Microbes Infect. 2014;3(6).e45.
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>? Government of Canada. “Frequently Asked Questions: Health of Animals Regulations.” [Online]
Available from: https://inspection.canada.ca/about-cfia/acts-and-regulations/list-of-acts-and-
regulations/fag-health-of-animals-regulations/eng/1426694335122/1426694360491 [26 October 2022]

*> Health of Animals Act (S.C. 1990, c. 21).

** Ibid.

> ibid.

*® Ted Meyers. “Regional Information Report No. 5J14-04: Policies and Guidelines for Alaska Fish and
Shellfish Health and Disease Control”[Online]. Available from:
https://www.researchgate.net/publication/322255207 Policies and Guidelines for Alaska Fish and Shellf
ish_Health_and Disease_Control Third Edition [7 October 2022]
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" Health of Animals Act, Section 64 (1) (s).

%% Health of Animals Regulations, Part Xl, Sections 120-135.

* Canadian Veterinary Medicine Association (CVMA). “Vaccination of animals.” [Online] Available from:
https://www.canadianveterinarians.net/policy-and-outreach/position-statements/statements/vaccination-
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3.3.2.6 unayy

dwfulszmanana  lddinaunsiageusmsuiaUsemeauauin1 (Canadian Food
Inspection : CFIA) S AUETVIngdniwnmgdurialseimeuauin (Canadian Centre Veterinary
Biologics : CCVB) Fasfiiulugunuuvesnisvieudanilu CFIA-CCVB vasmImunuuazifugua
lduwmensmivguaasiinmnunsdmunndussianeeladdaingy lngusinglu

) 73,74

wszsyUysiAnastadaRuiugu nuesdnd (Health of Animals Act and Regulations nels

wizTwUyaRguamdninins 64.(1X)" uay winegluaaunisalandu  deyafiuansliiuds

)"® ypetaaRuMUAYNINYRIEINT

AngnnuazUseansnmenalasuniseniiunelauing 131.1 (1
g1 mnemsdmunngussiaveslddtaindu eraldFumseyiiRionsuaussaudeanisiane
wazviufidelsafinrunfsdesiuadiTiniilrAnlsalml ST mmnansdmunmdid
wdludldFueygnlifusaninanieliaansntlesfunionunuaniunmsailsals GHIH
Msunngdmunmduisauin (CVMA) aduayunisliiadulaedmunmdifiemuauuaziesiulse
Aadeludnd sammdnddes dnidn Yan wardniin dusieiusydan (Protocol) duiausuis
nadenuoudlaunaztsmsiiindumsimunduneyaaalussiudniviengy Taoiluduviles
wuguaguadslosiufiqualnedmiunmdesnansounay”

Fefu Wudenfuanstinmmansdmunmdnandauniou o oalddaiadugneuaslaogus
FIINFUNNgLraLALInT (CCVB) vesdinaunsIvaeueImskiakauinl (CFIA) aeldguna
YoansesUyiRaunmdniuasteenu Feluifidruaneiisadostueslddiatadunianisdem
wing eglsfimu melddnd X aes 131.1 (1) vesngszdevsuguninvesdng eelddtaindu
IdunseysfAileneuaussmudesmsiamziaziuiilelsafgtesiuasdidinivi i Anl selvsl
defrduiilssueunauarltoglunanliiausanmuauilamisaluiagiuld wiedleliflinduiikiiu
mMs3usedn tietlestuniemunuaniunmsailse

a3 NI UER WM Useinvosliduainduy flagnelimsmuguiiuguaves
drnaunsisasuesveamn  (CFIA)  oeldadaiaduildsueygalildlunaunanlizunis

NAFOURAINUTAVE  Aause  Audaeady  wavUseansawdleldluaneiugidvaneniy

® Health of Animals Act, Section 64 (1) (s).

™ Health of Animals Regulations, Part X|, Sections 120-135.

" Health of Animals Act (S.C. 1990, c. 21).

’ Ibid.

" Canadian Veterinary Medicine Association (CVMA). “Vaccination of animals.” [Online] Available from:
https://www.canadianveterinarians.net/policy-and-outreach/position-statements/statements/vaccination-

of-animals/ [30 October 2022]
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WiesnauazUasiuludnivae #1 CVMA atduauunisiihseislsafaierelidayanangaundaiunngd

wieldlunisindulaneiuiusedyayins@aindunigluununisguagunimdedeniu®
3.3.2.7 fegnnsiifinm
nytloalddvaintueausem Gallant Custom Laboratories Inc.

e <, g a o d' a YN o o
NIUANYILLIN LUUﬂimﬂﬂHWT@QU?HML@ﬂ“U‘LW]a']ll'ﬁﬂNaﬂ@@lm‘ﬂuajﬂ%u&LUUigL‘V]ﬂLLﬂu’]ﬂ']

81 [ a IS [ 4
LUl 99URERESTIN NN TERILNNE

Tngu3¥nildeodn Gallant Custom Laboratories Inc.
Ussiovesldddatndu loud  eelddainduuuaiile  Aldsulueyymanddhaunsvaeunas
A5IIAOUIMIVEIMAUIAT (CFIA) Ine Gallant Custom Laboratories Inc. Wuu3gnienaululszime
weunn uazdagiiusegludionauuing sgoouunile fuudd 1995 Tsanunanasdanmmanisdnm
uwnndUssaveslidiainduuieilalifuinisgnéihussmauauian warldsulueyginann CFIA
wwaziu mafiuidnensuansasuidniitendneeliivataduld Ssnusodidedang
1 dmnumdilsuluoygnenalimnsudueiesdenuuudsldifiormuatvnedsdidindivils

Ainlsa wazeslsivainduioilumadendnnwialendndundandvdnlasuounin nglifinig

"® Canadian Food Inspection Agency (CFIA). “Veterinary Biologics.” [Online] Available
from: http://www.inspection.gc.ca/animals/veterinary-biologics/licensed-

products/eng/1305488042307/1320704013875 [30 October 2022]

" AVMA. “Guidelines for Use of Autogenous-Biologics.” [Online] Available
from: https://www.avma.org/KB/Policies/Pages/Guidelines-for-Use-of-Autogenous-Biologics.aspx [30

October 2022]

% grauan.
8 Gallant Custom Laboratories. “Autogenous Biologics.” [Online]. Available from:

https://www.gallantcustomlaboratories.com/autogenous-biologics [7 October 2022]
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ﬁTﬂLfJué\’aaagjmaiﬁmimmaﬂma CFIA” “Autogenous biologics, in Canada, are considered a
prescription product sold through a licensed veterinarian and their use and manufacturing is
requlated by the CFIA”® wazansoldluuinadiduuassniidavenuafideniolhsaiuenls

[y

i onuusiaziivamadudownananudssiuiussninedssneauagninieginiunior
Lyiegfniiu

Gallant Custom Laboratories Inc. aunsandnesliivaindulifaldnialvaans (Swine
Influenza Virus : SV) uazanunsausnhsalsdiSaluszninsmsmaaouifedomudnd ensi
Gallant Custom Laboratories Inc. Usgauaudisanangnd Juiliuienamnan anunsasdesenad
arudeingg  ietiemdenududmummslumsdanstueimsvedlsarluiduilagtusaseunnan
wu Tsatesniau nnglafinduiie lsadeyiladniay Tsawhundniay saufsensmassuumaiiu
melanavsruulsvamuiesn  wazdianunsaveieveulunlun1sinesdnuInueslaIlEIndy
thlusegndldludndanoiugdug wu nusulueiiGoun @itn) Ta wnzuavune wazansiu

a A 1 a Y v v A U Y v I
wupfiSelugns wu nsudneslsdvaindulsalivinlugluans

3.3.3 nguuszmalunivelsy

Usziimanivesnisideslddvaiadululan  wuiteslsduadrdulinteuldlulssmaluniy
glsunans Tnefiansisasdgdn 8an3 wazanssusgalainiiuszSanmslinandnsisananenudign
Tun3vglsy Fsnsouvasngmnetagtiudmiunsnanuaznislioolddlatadunsdmunmdlu
Uszinavasannmeglsy (The European Union : EU)® uarnaUAsuulasidlussssdunas ey

na1® wasillotui 17 Sguieu 2011 ANSES lasumveegialunianisainaissasgusuea dmsu

8 | fasna.

® nsuglsy nsznsaenisensUszme, “anainglsy (The European Union - EU)”, [eeulal] 7 duenaw 2565,
WA : https://europetouch.mfa.go.th/th/content/8971S—avimwqiﬁﬂ—the—european—union—

eu?page=5d6ac39e15e39c3f300018dd&menu=5dc14d4e7e76fc740eeddd222 [3 natnu 2565]

& Brigitte Othmar-Vielitz, “Current legal framework for autogenous veterinary vaccines in the EU and
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WAn A3y R TuargnavnIniouduiasisudgliaaa  (The French  Agency  for
Veterinary Medicinal Products : ANMV) LLasB:J:NSGlaaiﬁ%ﬁfa’fﬂ‘*TMLLas%%bﬂuqiiﬂ (The French
association for animal health industry European Manufacturers of Autogenous vaccines and
Sera : SIMV- EMAV) fidedestuilymiiluvesesiditairduanudunvesnisaduadiny
duuddlumsidesdaidensldendugatnessseunsulasdmunndynglsy dwalsidiaualaly
nsldeelififaiaduiiunnin® odlsfioy Weldiiuruiuesldivatndumiafousunay
2018 JafinavilvealddvaindulasunsmiiuiasaiuaulussAurnfseninnusemeauninve
annmglsy  dwalviliimsguiiuansnsiulunsdnuasmsnuauaunmyeseslddtatadu  Tu
ety Juiivsusuihmehiadululadeiiu  dednildvinfeduaiaudr awanmnsodiu
wasuauneluglsulfogeuniuasde  dafu  Lifsusfeomgradunstunsesmnaendely
pwnsvasuilnaviiy  SdwmaliAnanuaulasgsmnndemstunandouoslidaindulussdy
yAvglay mezasiulunsidudy angnssdnsglsluazaniglaulfiaesudeuuunufoalnl
\Reafundnfamiondnundnd ieviimssnidn Directive 2001/28/EC% luilagiiuiliifinissmeosld

av v a v

airdudnlulumdwasannmelsy

wzavidlusewieiuil 25 89 26 fusey 2017 Tay Intemational Alliance @iy
Biological Standardization &g University of Gent 3alafin1suseauideaufjuifnissauriuluite “os
IAdainfulazunuInvaanInlunagnsauaunmdnd (Autogenous Vaccines and Their Role
in Animal Health Strategies)” @slun1sussaaléfnsemiefeatuaniunisainengranevesosld
airzuluszivannmelslglsy dlovhnsiisuifeutusdesusionsnunde idunaden

el Inglunsiidunuresgnavinisugunwdad (The animal health industry) wagniieanu

short-term and Mid-term changes”. Vol.53 (1) LOHMANN Information, January 2019,. [Online]. Available
from: https://lohmann-breeders.com/media/2020/08/VOL53-VIELITZ-Autogenous-Vaccine.pdf [3 October
2022]

% ANNES. “OPINION of the French Agency for Food, Environmental and Occupational Health & Safety

on autogenous vaccines for veterinary use ” Maisons-Alfort, 21 October 2013. [Online] Available from:

https:.//www.anses.fr/en/system/files/ANMV2011sa0156EN.pdf [11 October 2022]

% DIRECTIVE 2001/82/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 6 November 2001 on

the Community code relating to veterinary medicinal products.


https://lohmann-breeders.com/media/2020/08/VOL53-VIELITZ-Autogenous-Vaccine.pdf
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anunsainengrinegves elddiataduluglsy Commission Directive 2001/82/EC 4
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* Mariette Saléry, Anses. “Autogenous vaccines in Europe - national approaches to
authorization” [Online]. Available from: https://hal-anses.archives-ouvertes.fr/anses-01666688 [6 October

2022]


https://hal-anses.archives-ouvertes.fr/search/index/q/*/authIdHal_i/1013920
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UftRnuvdnUfuRdunsHARTA (Good Manufacturing Practice ; GMP)® g13nwndniusazsia
foslasueunnnoudaztioangnainla

paldifaindu gniwunlilu Commission Directive® thguiu ulisimogluvouiun Tngna
founasnisenuiife solddtatatuarliliumsnunuuasiugualuszdunivglsy amunm

(K (%) a

vospeliitatndu sawvianiandn wasnslnueslddiaiadu Tuedfunguanessiunfvomusas
UseAan®n Jsdunaladnguaneimeeeldddairdululssmeluanamelsy Fsfimnuunnei
fueanluluwiasyssinaaundn

“Tuusihdmiumsdn  msmuan  uasmsldeelidtatnduiletudmunmdntaldau
aelu EEA™  fleenlasnduiusraunusudnumdiiensiusiutusastuneunisnszang

g1u19 (20 fiwrey 2017)°! iWuinusnlussavglsulunsusunmspulviaenadaaiu dususelsdla

% World Health Organization, “Good Manufacturing Practices”. [Online]. Available from :
https://www.who.int/publications/m/item/annex-2-trs-no-999-WHO-gmp-for-biological-products_[1
October 2022]

¥ AV-Definition according to Commission Directive 2001/82/EC: inactivated immunological veterinary
medicinal products which are manufactured from pathogens and antigens obtained from an animal or
animals from a holding and used for the treatment of that animal or the animals of that holding in the

same locality.

* LymasugRaglsy (European Economic Area e EEA) iuiniasugiaflvajann Tneidunns sasadu seving
aosnguUsimanidneniwmsnisimsamuluszdugs 16un ndudszmaandnues anamglsudunguusyine
aundnuesanANNA LAWY (European Free Trade Association %38 EFTA) melfinunnas EEA Ssasunm
\$1oT 1.71.2535 (A.1.1992) EEA ifunsmiungumaasugiialu sUvesmainsia (Common Market) anssaungai
39n97 aesa (Common Market) vianefia Auduaztladunissad duq Suldun Fuyu uwssnu wag Vs 2ud
mandeudneelutssmaanndn - nvagnssadudusaaduisianudndaniueenisiied Taedl s
Ususunngunedieltianuinfieufuniednvazimiloutu sreiisly, duglsy, dinewnidn glsuasuanm
ATURTIINSAsEIIUseme. “ngduduiindudnelitennacumiasugivglsy (EEA Agreement Protocol 4 on
Rules of Origin) : Undemumslidvdusslenivessamaiifldandn.” [ooulatl] wwiou 2554. uvasiin:
https://api.dtn.go.th/files/v3/5e56cef66e74072a3c088c6a/download [20 fiusneu 2565]

°! Co-ordination Group for Mutual Recognition and Decentralised Procedures- Veterinary (CMDv),
“Recommendations for the manufacture, control and use of inactivated autogenous veterinary vaccines
within the EEA”, London, 20 March 2017 EMA/CMDv/452656/2016 REC-002-01, [Online]. Available from:
http://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Miscella

neous/Recommendations manufacture_control_use_inact_autogenous_vaccines.pdf [1 October 2022]
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wazmiweglunisuseliussuey "Ualauedmiussilouinmenaniaeiensnwidnd (Proposal for a
regulation on veterinary medicinal products)"® Tﬂﬂ%’gﬁﬂﬁqisﬂuammzuu@%LLﬁﬂa%mWEﬂiULﬁa
Fuit 5 fgueu 2018 Teengsuleulminadsduldlufounnsiay 2019

unagUreINsUsesdaufiansuasdedenulnd  2019/6  InegndndmainInIsLImeg
dmdudmunmdvosizanylsuuazvessaidouizanmelsy  2019/6  Idhensenandidandngai
gndmunng 2001/82/EC° fiiloymdil

1. myUszyudeluRnissanly Gent danuwiunnasiuii eslddvaipduiiusslevinazd
AU

v A o

2. seldRtairdumsgnivundu nandariemagiauduilinelse wdaainielsauas

Y

& A L%

LOURUNIANNAN IS adn Tl untgsEUI N kaL lEE NS UNSS NEER IUUYS odm dwantuly

' a a ) A o ) ) U & A o X dda A a ~
PUILTZUIAINGNAYINY - UIDEINSUNTSNENEN IS 0an M aNuANin1sauleaniassuInIneld
Tasun1sBuduinieates (Epidemiological link) (MIUUNT 1 21399 VOULIALAZAIIINNAIIN UIATT
2 YaULe (3))

3. punnveseeladtaindumsinudenndaanauniuiu w1 InduiingslieansHanvy

'
a va v a a I

pamdnnsveslIU AR uMsHARTR (GMP) TnsuwmsUfiRlasaziBonvesisufoRlunnani
Fensdnwseulilnsenzdwivndesasivaiiy  desinuanludnunsiiuandsannade o
WIBINSEREMNTIY Bsaginwinunmveseslddtaiaduenly Inglidaunsnsndnuazanumes
Aan1sldau

4. wnURtRRewsumakEeiin  (GMP)  dmfuseltatatuvand  dnafesiey
asgwihilieiulususesdensuiiRialunsudndmiveslddvatadu  szduldRudtuiling
Fdumsmuiisinualfiame wasnsUfoaiRlunsdedudnaiy unilduaes unamznia

wAETUAATIEY 1A 159 NTu-untyaiiunausensinednulususesnsuJURNALUNITNG®) Chapter
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” Regulation of the European Parliament and of the Council on veterinary medicinal products and

repealing Directive 2001/82/EC (PE-CONS 45/18, 14 November 2018).
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* Brendan Cuddy. “Revision of Good Manufacturing Practice Guidelines for Medicinal Products for
Veterinary Use.” [Online] Available from:
https:.//www.ema.europa.eu/en/documents/presentation/presentation-revision-good-manufacturing-

practice-guidelines-medicinal-products-veterinary-use_en.pdf [13 October 2022]
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 An IABS-EU and EMAV. AUTOGENOUS VACCINES: QUALITY OF PRODUCTION AND MOVEMENT IN A
COMMON MARKET. IN An IABS-EU and EMAV Hybrid Meeting, Munich, Germany. September 14 - 16, 2021.
[Online] Available from: https://autogenous-vaccines-munich-2021.iabs.org [9 October 2022]
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*® NationWide Laboratories. “Autogenous Vaccines Regulations” [Online]. Available from:
https://www.nwlabs.co.uk/autogenous-vaccine-regulations/ [5 October 2022]

7 ans191019n3 Usznoumeiuuay 4 dauviouatu 9 3 daueguunizdingy Ae uatusingunieduaud
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winenderwdiume,  “avsnvenandnstusinge  snduesndls.” [eeuled] 21 funen 2012, uvdeiun:
https://www.lib.ru.ac.th/miscell2/2p=1102 [24 fiuggu 2565]

% The Veterinary Medicines Regulation 2013. [Online] Available from:
https://www.legislation.gov.uk/uksi/2013/2033/contents/made [30 September 2022]

* The Veterinary Medicines Directorate. [Online] Available from:

https://www.gov.uk/government/organisations/veterinary-medicines-directorate [30 September 2022]
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1M llott. “Autogenous vaccines: the legal basis and regulation in the United Kingdom.” [Online]. Available



126

333.12 ngmneiiieides

ANENITUNITRYMEASNTERIIME (VWMD) davirsuideutededusmueninuidnd  (The
Veterinary Medicines Regulation ; VMR)'*? gsrimuanisaauausueninudnivesannveiandng
Ferfenisndn msduunUssian mslawan mMsmatn m3damn desniiu essanden uazns
Uins Tufinumal§iRifeadu VMR (VMGN 1-20) Tl udillfiiletdunuamaiianfindimiu
Auuziiesylsy (Directive 2001/82/EC GawAlunfisnfisllag Directive 2004/28/E, EEC Directive
91/412/EEC, Eudralex: EU winmaUfiafialunsndnnaniamiendmivasduasdniuwme)

TOMNMUAYIAMENITTUNITNYAEATNSEUNNE  (VMD) dmunisuanesladtaindumin
Liffafudonduddmivdolsa  vwie  TslndfAedestumassuinvedlsalisuogluiniuds
mivdnielsnilintulunguotgrieaeiusiindudondedlildisveygn  vieeainadades
Imaaaiﬁﬁﬁafﬂ%uwam%uﬂwaﬁléfmiaigzgwNmmgmmimmm (Autogenous Vaccine
Authorization - Standard (AVA-S)) Tag AVA-S Tdlsiiuannuiingn Tagliisnssannnsgruiiondn
Yoduitlioongd asiane uazUsendy AVA-S thilfldediwiaiiles Jusgiunmsmsivaeulag
ANENTIINTRTMARINIdmLNTS (VWMD) uonannil NationWide Laboratories §afimsaysifiosls

v v a

Adairau ienndninduusaryiia (AVA-) lngamizdmiungu Papillomaviruses
333.13 qauszadvengsuidevlunsveduly

Tunseviunisnanesladvainduluansveunang fanusndusgraunnnazdad

=] LY 4 = o = ¢ [y 1 ¥ Id v v = 1
ﬂQi%LUEJUI‘L!ﬂ’]iUQﬂUI?I TaedianuA1Tens (1) ANuUaenduaan1s iU luduauLsn sz

a

1 [d a b4 a wva A U L ra =
‘U%lilllﬂ?i‘ﬂﬂﬁ@‘Uﬂ’J’]ﬁJLUUWT&&UM@QUQUG}WHVI Yuneusuluansivenundng LANNS)ITLUYU

saa =

Jomnuadmiunisnaaeulusnmeludnindavnmdassitlunguidmineun lnsnmmegeuaiy
Uaoady gaiunismeinduasinss dedinislasunisnmaasulasiganueinisidiisUszasdla
9 #io NationWide Laboratories ¥iufl (2) nszuaun1suaniia (GMP) gninvualmludiuniwenis

UseAuAuNIMBISUToI MW AN I ULATUN TNEA WAL AIUAN DL AL HANDAIUNINTTIUAMN NG
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%2 The Veterinary Medicines Regulations 2013. [Online]. Available from:

https://www.legislation.gov.uk/uksi/2013/2033/contents/made [5 October 2022]



127

1% GauumaJuanalunisuda (GMP)  Huwinidwmiunisinig

wanzaufumslfnuiisalaly
vanMsuaz kU FTRNRluNSKERd I UNEAT el dmdunyediagnslinedmunmeddessy
Hlufdwesaaznssnndnisi 91/356/EEC uasiudlufinifalag Directive 2003/94/EC uay
91/412/EEC  mud1du  (3)  aeandestuanuidesiulsa?ath  (Transmissible  Spongiform
Encephalitis : TSE) sunguastfuusasdivanasnyan nansusmaosldands muaillfidutag
Gusilunsndendasariormnadu  awdidmualilussadeu  (EQ el 1774/2002  (fds
ANENTINBNITELTU 2001/C 73/01)
foduvamuaiinanlag NationWide Laboratories 1{ulUnmusnasgIuamides TSE dwsu
UInsvegeuAunmvateslddtainguluiosu)iinsvesansivenaning Aeunsg AT
5N ISO/IEC17025™ FaldfunsdusesanmienuiusesseiuUssmarlanlugiug
veftRnsidudunslaefiderngimdummd  amnuinagiaavessiAensinduladesdin
LLaszmmsL?’imﬁué’mfiﬁ?uﬁﬁumﬂmam'ﬁmiaamﬁaqﬂﬁﬁaﬂﬁﬁmL%aﬁaﬁajm T103ANS
NationWide Laboratories Tdlapgsdntafeaiuamninuagyinliunilatagldsunadndnmnmgs
luansyendng Mihesuseawnsgiu ISO/IEC 17025 A MUSNNTTUTBNATTIUWTSE
W51%91041303 (United Kingdom Accreditation Service : UKAS) Tng UKAS iJuusemdnsiviiei
liwmameaaiils  gndrdalaemsiussiu - deiudunsneléduiinanuidilafuszuiariums
SguusiisUsmaiionsfuazgnamngsy UKAS defidenvaluviost jofnisiflensiaaeuszuu
AN LAZAISEANNAE ANl UNMSTUSRIIIIATg  ISO/IEC 17025 (uusgdmnd

NationWide Laboratories \{uiosufjiin1sdninnndidsndudunsusnluansiveraninsilasunis
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Veterinary medicines directorate. “Guidance Authorisations to manufacture veterinary medicines”
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Philadelphia, PA: W.B. Saunders; 2013. p. 447-492. 'st

¥ International Conference on Harmonisation of Technical Requirements for Registration of
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methodology. Geneva: ICH Steering Committee; 2005. :Ls_kpj

* WHO Expert Committee on Biological Standardization, sixty-second report. WHO technical report
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*LcB Gower, Here Lies the Common Law: Rest in Peace [1967] MLR 241.
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The project codes and taxes for autogenous veterinary biologics for Canadian

manufacturers are as follows:

Project
code # Description Applicable
tax
1362 Filing and preliminary review of application +
1363 Evaluation of the application +
1364 Issuance of a product licence 0
1371 Annual renewal of the product licence +

1384 Testing of each master cell line +
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The project codes and taxes for autogenous veterinary biologics for Canadian

manufacturers are as follows:

Project
code # Description Applicable
tax
1376 Revision to production outline or labelling +

The project codes and taxes for autogenous veterinary biologics manufactured in

the United States are as follows

Project
code # Description Applicable
Tax
1343 Filing and preliminary review of application +
1344 Evaluation of the application +
1345 Issuance of a product licence 0
1384 Testing of each master cell line +
1376 Revision to production outline or labelling +

Please refer to the CFIA Fees Notice 292 part 11 No. 40-50 and Form CFIA/ACIA 4720 for

the above fees and for additional fees, such as fees for facility inspection and establishment

license.
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Sample copy of Manufacturer's Serial Release Test Report (MSRTR) for an autogenous

veterinary biologic

Name of the company:

Canadian veterinary biologic establishment licence N°.

Telephone:

Fascimile:
Product name:

CCVB file N°.:
Production outline dated:

Animal species:

Name and address of the farm:

Serial N°.

Unique ID of isolate:

Filling date:

Expiration date:

Container size:

Total number of containers:

Total number of doses:

Name and address of the veterinarian:

244



Test reference

Purity (pre-
inactivation)

OP/SOreference

Sterility - bulk
product
OP/SOreference

Sterility -
finished

product
OP/SOreference

Animal safety

OP/SOreference

Residual
formaldehyde
OP/SOreference

Other tests
(specify)
OP/SOreference

Start
date yyyy/mm/dd

Disposition by manufacturer:

End
date yyyy/mm/dd

All tests completed satisfactory (Yes or No):

Eligible for release (Yes or No):

Destroyed (If yes, reasons for destruction):

Additional comments (if applicable):

Test

requirement

Species and
number of
animals

tested:

Test

results

245

Codes
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Signature of the laboratory technician:

Date:

Signature of the QA manager:

Date:

(Note: The corresponding bench records for in-process and final product tests for each serial

must be maintained on file, refer to Section IV.K of this guideline)

o (7 a % (3

mMeanwn 4 : feyaidndudwmiusdndasieanuludiummduazansthammunisdmunmduseinn
2olAItaTATY
Fillable CFIA/ACIA Form 5569 — Information Required for Prescription Platform Product and

Autogenous Veterinary Biologics Download the form.



247

aaNuan 5 : asenguinslunseuyaRguamdninnegitesivansanimmansdnuwng

UsTinnealidnainturasUsewmALauInl
Legal authority

The authority for regulating veterinary biologics, including autogenous veterinary biologics, is
provided in the Health of Animals Act and Regulations. The Canadian Centre for Veterinary
Biologics (CCVB) of the Canadian Food Inspection Agency (CFIA) is responsible for licensing and
regulating veterinary biologics in Canada.

Health of Animals Act,

Section 64. (1) The Governor in Council may make regulations for the purpose of protecting
human and animal health through the control or elimination of diseases and toxic substances

and generally for carrying out the purposes and provisions of this Act, including regulations:

Section 64. (1) (s) prohibiting or regulating the importation, exportation, preparation,
manufacturing, preserving, packaging, labelling, storing, testing, transportation, sale,
conditions of sale, advertising for sale, use and disposal of veterinary biologics and regulating

their purity, potency, efficacy and safety.

Health of Animals Regulations, Part XI,

Section 121. (1) No person shall import a veterinary biologic into Canada unless he does so

under and in accordance with a permit issued by the Minister.

Section 123. No person shall prepare, manufacture, preserve, pack, label or test a veterinary
biologic unless he does so under and in accordance with an establishment licence issued by

the Minister.

Section 124. No person shall manufacture a veterinary biologic unless he does so under and

in accordance with a product licence issued by the Minister.

Section 131.1 (1) Where an emergency exists with respect to the availability of and need for
a veterinary biologic, the Minister may exempt that veterinary biologic from the application of

any of the provisions of these Regulations during the period of the emergency.
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Section 131.1 (2) An exemption referred to in subsection (1) shall be in writing and shall state
the veterinary biologic that is exempted, the provision or provisions of these Regulations from

which it is exempted and the reasons for that exemption.

Section 131.1 (3) The Minister may at any time cancel the exemption referred to in subsection

131.1.(1).

Section 135. (1) No person shall, in any advertisement for the sale of a veterinary biologic,
make any claim with respect to the purity, safety, potency and efficacy of the veterinary

biologic that is not supported by the product outline for such veterinary biologic.

Section 135. (2) No person shall, in any advertisement for the sale of a veterinary biologic,
make any representation that is false, misleading or deceptive or that is likely to create an
erroneous impression regarding the character, value, quality, composition, merit or safety of

the advertised veterinary biologic.

Section 135.1 Every holder of a licence or permit issued under this Part shall report to the
Minister, in writing, any information concerning or any evidence of, a significant deficiency in
safety, potency or efficacy or a veterinary biologic within 15 days after the date on which that

information or evidence is known to the holder.
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Example of autogenous veterinary biologics summary information

Company:

Address:

Can.Vet. Bio. Est. Lic. No:
Product File No.:

Serial no.  Microorganism(s) Isolate No

Name:

Signature:

Title:
Date:

No of
Date of  containers
Serial and total  Expiry
Release doses date

Name
and
address

of farm

249

Name and
address of

veterinarian
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Legal provisions

Regulation (EU) 2019/6 defines the veterinary autogenous vaccines falling under its legal

framework as ‘/nactivated immunological veterinary medicinal products which are
manutactured from pathogens and antieens obtained from an animal or animals in an
epidemiological unit and used for the treatment of that animal or those animals in the same
epidemiological unit or for the treatment of an animal or animals in a unit having a confirmed
epidemiological link (Article 2 (3)).

¢

Article 106 (5)) on the use of medicinal products restricts AVs to ‘ .. only be used in
exceptional circumstances, in accordance with a veterinary prescription, and if no
immunological veterinary medicinal product is authorised for the target animal species and
the indlication’. The provisions for use of a medicinal products outside the terms of a marketing
authorisation under Article 112, the so-called ‘cascade’, are however silent regarding the use
of AVs.

The other legal provisions applicable to autogenous vaccines are: Article 94 (obligation for
good manufacturing practice (GMP) certification), Article 105 (obligations for veterinary
prescriptions), Article 108 (record-keeping by owners and keepers of food-producing animals),
Article 117 (collection and disposal of waste), Article 120 (prohibiting advertising for
autogenous vaccines), Article 123 (control of manufacturers and importers) and Article 134
(conditions for prohibiting the supply). Clarification is required that GMP compliance of the
manufacturing conditions according to Article 94 is only applicable once the specific guidelines

for AVs will have been established as inferred in Article 159.

Furthermore, recital No. (70) of the preamble to the Regulation referring to AVs states that *
... detailed guidelines of eood manufacturing practice should specifically be prepared for those
products since they are manufactured in a way that is different from industrially prepared
products. That would preserve their quality without hindering their manufacturing and

availability.’
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Survey veterinary practice:

Inventory research for the use of autogenous vaccines in the Dutch pig industry The use of
autogenous vaccines

1. Did you use autogenous vaccines on pig farms in 20117

2. On how many pig farms did you use autogenous vaccines in 2011? How many pig farms
did the practice serve in total in 2011?

3. For how many growing pigs, sows or piglets did you use an autogenous vaccine? In terms
of percentage of total pigs?

4. Based on what arguments did you decide to start using autogenous vaccines on the pig
farms?

5. For which pathogens did you use autogenous vaccines?

6. When registered vaccines were available, did you test them before start using an
autogenous vaccine? Did you perform a field-test?

7. Was a test vaccination performed before you started to vaccinate animals with an
autogenous vaccine?

8. Based on what arguments did you decide to stop vaccinate an autogenous vaccine on a
pig farm?

Production of autogenous vaccines

9. At which laboratory were the autogenous vaccines produced?

10. Which materials did you sent in for production of autogenous vaccines?

11. Based on what arguments did you decide to renew the autogenous vaccines?

Safety and efficacy

12. What do you know about the efficacy of the used autogenous vaccines?

13. What do you know about the safety of the used autogenous vaccines?

Legislation

14. Are you familiar with the current legislation regarding autogenous vaccines?

15. What would you like to improve about the current legislation?

Attachment 2 Survey producer autogenous vaccines:

Inventory research for the production of autogenous vaccines for the Dutch pig industry

1. For which pathogens did you produce autogenous vaccines for the Dutch pig industry?
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2. For how many veterinary practices did you produce autogenous vaccines for the Dutch
pig industry in 20117

3. For how many sows, piglets and growing pigs did you produce autogenous vaccines in
20117 How many doses per pathogen?

4. With which materials did you produce autogenous vaccines?

5. What is the procedure for the production of autogenous vaccines?

6. What recommendations do you give at the veterinary practices? How is the labelling
arranged?

7. Do you have any efficacy demands for the autogenous vaccines?

8. Do you test the efficacy?

9. Do you have any safety demands for the autogenous vaccines?

10. How do you test the safety?

11. What would you like to improve about the current legislation?
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Comparison of label claim wording for the current single-tier label format versus the

previous 4-tier label format for CVB-licensed vaccines.

Label  Vaccines included Example wording

claim

format

Single  All vaccines This product has been shown to be effective for
tier the vaccination of healthy dogs 6 weeks of age or

older against canine distemper virus. For more
information regarding efficacy and safety data, see

productdata.aphis.usda.gov.

4 tier
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Label  Vaccines included Example wording
claim
format

Vaccines shown to reduce For vaccination of healthy dogs as an aid in the
Tier1  the severity of, but not control of disease caused by canine distemper

prevent, disease virus.

Vaccines shown to prevent  For vaccination of healthy dogs as an aid in the
Tier2  disease, as defined in a prevention of disease caused by canine distemper

study's case definition, in a Virus.

statistically sienificant and

clinically relevant manner

Vaccines that meet criteria For vaccination of healthy dogs for the prevention
Tier 3 for tier 2 and for which of disease caused by canine distemper virus.

efficacy studies showed a

particularly high level of

clinical relevance and

statistical significance

Vaccines demonstrated to For vaccination of healthy dogs for the prevention
Tier 4

prevent animals from
becoming infected when
exposed to the disease

organism

of infection with canine distemper virus.

“Criterion rarely demonstrated.
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