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Comparison of veterinary medical products management systems and
organizations in EU, USA, Japan and Korea
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Jae-yong Lee, Jeong-hymn Jee, Chang-ho Cho, Ji-sun Kim and Sung-hwan Wee'

National Veterinary Research & Quarantine Service
'Graduate School of Public. Health, Yonsei University

=ABSTRACT=

Systemic management of Veterinary medical products is very important because it is used for animal
welfare and control of animal infectious diseases. In addition, veterinary medical products has a great
influence on human health. Therefore, many countries are trying to develope various' programs of risk
assessment management, antibiotics monitoring system and detecting residual antibiotics in livestock
products. Nowadays, International organizations(OIE, WHO etc) demand to build a national veterinary
medical products control program to prevent antibiotics residual problems in foods and to secure public
human health. Also it has taken action on a global level through collecting information, operating
monitoring program. There are some differences in veterinary medical products management systems and
organizations of each country depending on its national character and livestock farming system. In Korea,
it has been increasing to concern about effects and resistances from overusing of veterinary medical
products and antibiotics residual problem in livestock products. So, it is progressed that veterinary medical
products management system is need to be reevaluated. This study was carried to investigate and analyze
veterinary medical products organization -and management system of Japan, USA, and EU for the purpose
of providing the short and long-term strategies. to our country.

Key words : veterinary medical products, antibiotics, Korea.
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Table 1. Organization of Korea in charge of veterinary pharmaceutical admin. as compared with USA, Japan

Classification USA Japan Korea
Center for Veterinary Animal products Safety National Veterinary Research &
Authoriti Medicine(FDA CVM) Division((MAFF APSD), Quarantine Service(MAF NVRQS)
oriti . .
Y & National Veterinary Assay
Lab.(NVAL)
Office of Director(36Ps) . . .
A 1D Control Div.
Management Office of Management &  APSD(MAFF) nma 1se'ases or? oL
L. (Pharmaceutical Affairs Sec. 6Ps)
Communications(42Ps)
Approval, Office of New Animal \ .
Registration Drug Evaluation(140Ps)
NVAL, Pharmaceutical Veterinary pharmacology Div.
Functi Technical ; Affairs Sub-council(PAFSC  (16Ps) and related division.(4 Div.,
unction
Chemical Assesment [PASC]), Food Safety 1-2Ps) %
Products Commission
Animal Diseases Control
Post-marketi Office of Surveill & . . .
ostmarketing - JHce Of Surverlance & - pon(MAFF), NVAL Div.(Pharmaceutical Affairs Sec.,
Supervision Compliance(97Ps)
6Ps)
[ tion & Veteri h logy Div.
nspection Office of Research(63Ps) NVAL clernaty pharmacology Div
Research (16Ps)
Animal Diseases Control
Div.(Pharmaceutical Affairs Sec.
an APSD(MAFF), 6P
Manpower 378Ps™" ( . ) , 9 . .
NVAL(S Div. 13 Section)  Veterinary pharmacology Div.
(16Ps) nd related division.(4 Div. ,
1-2Ps)
. Center for Veterinary
Authorit . APSD(MAFF), NVAL NVRQS
uthortties Biologics(APHIS CVB) ( ) Q
Management P.OliCy’, Evalufltion and APSD(MAFF) Animal Diseflses Cot?trol Div.
Licensing Unit (Pharmaceutical Affairs Sec. 6Ps)
Approval, " " "
Registration
. Veteri h Div.
Funciioy Techmica . APSDOMAFF), NVAL, lzsrmarz P 1":’1320,199 ;VD,
Biological " Assesment PASC(PAFSC) $) and related division.(4 Div.,
1-2Ps)
Products
Post-mér}(eting lnsPection&Compliance APSD(MAFF), NVAL Animal Dise?ases Cogtrol Div.
Supervision Unit (Pharmaceutical Affairs Sec. 6Ps)
Assy & CVB-Labiratory. _ Veterinary pharmacology
NVAL, &89 14
Research NVSL, ARS, CEAH » FEANAT Div.(16Ps)
Animal Diseases Control Div.
PSD(MAFF), P i i .
Manpower 93ps** A ( ) (Pharmaceutical Affairs Sec. 6Ps),

NVAL(S Div. 13 Section)

Animal Drugs Div.(16Ps),
Assay Lab.(4-8Ps)”

¥ Manpower of Assay Lab. (4 Div. , 1-2Ps/Div.] not in full time responsibility.
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Table 2. Pharmaceutical legislation related Veterinary drugs of Korea, Japan, USA and EU

Nation

, Laws and regulations

Korea

Pharmaceutical affairs law

Enforcement regulations for Veterinary medical products (by MAF)

The review regulation for the safety & efficacy of veterinary medical products
(Notice by NVRQS)

The Standard for good manufacturing practice (Notice by NVRQS)

Guidelines on safe use of Veterinary drugs (Notice by NVRQS)

ETC : Food sanitation law, Animal feed management law

Japan

Pharmaceutical affairs law

Regulations for Veterinary drugs (MAFF ordinance)

Ministerial ordinance of the Standard for good manufacturing practice (GMP)
Ministerial ordinance of the good post-marketing study practice (GPMSP)
Ministerial ordinance of the good Laboratory Practice(GLP)

Standard of antibiotics for animal (nitice by MAFF)

ETC : Food sanitation law, Veterinary Act, Law concerning safety assurance and
quality improvement of feeds

USA

Federal food, Drug and Cosmetic Act(chemical products), Virus-Serum-Toxin Act (biological
products)

Generic Animal Drug & Patent Term Restoration Act (GADPTRA)

9CFR (Code of Fedral Regulation)(biological products), 21CFR (chemical products)

Related Guidlines, Guidance for industry, VS Memorandums

ETC (Environmental hazard Assessment, Drugs classification etc.)

. National Environmental Policy Act, Animal Drug Availability Act, Animal Medical Drug Use
Clarification Act.

EU

Council Directive 2001/82/EC

Council Directive 96/23/EC

Council Directive 91/412/EEC

Council regulation(EEC) 2377/90, EEC 762/92, EC1308/1999
Council regulation(EEC) 2309/93

Commission Regulation(EC) 2796/95, 1931/99

Related regulation of animal feed additives

- Coucil Directive 70/524/EC, 84/587/EEC

- Council regulation(EC) 2821/98, 2891/98, 178/2002, 1831/2003
. Commission Regulation(EC) 2205/2001 etc.
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Table 3. Overview of management system of antibiotics as additives in assorted feed

Korea Japan USA EU
Pharmaceutical affairs Animal feed safety Federal food, Drug  70/524/EEC
Related Laws (Enforcement regulations for  law and Cosmetic Act  84/587/EEC
and regulations Veterinary drugs by MAF),
Animal feed management law
Guidelines on usage of Minsterial 21CFR588, Feed EC 2891/98
Establishment of Veterinary drugs in assorted  ordinance of Additives EC1831/2003
feed, Bounds and definition  ingredient standard Compendium(FAC)
standard for use . L
of hazardous animal feed in animal feed and
it's additives
NO‘ of items 25 25 67 Phase-out use
in use
Veterinary drugs i Veterinary drugs
t Feed addit ) -
Category (Feed additives) ced additives (Feed additives)
Livestock products sanitation European
Div.(MAF), National Commission(The
Authorities Agricultural products quality ~APSD(MAFF) FDA, CVM Scientific committee
management service (NAQS), for Animal nutrition)
NVRQS
dEE At A FR H FH Al & A7HEd AF AW EF AHEE 4 vk AFR RV
& B ARy 2A MR F B QYA Sumy ohje 94 L AN 5 E
7He FAA Y B HE, AEHTEY FFE T 43 EZHAME B7t o] FAXH, ARHIHE F
A22A3GY FAol LA FHFANA ] A4 st 24 A = 21CFR58841 A 21oke 2 =] 9l
I ATH3] FEaaAlel AR ARHTFES & o} wbde] dubq o2 otdsitiy AHE A7k
Toll wel Ag el FAAS UAA, AR A A3A, vER, vdlg, BEA F)& 21CFR582
BFA, AFEY JUE o] EEAAE FEHE 2] 'Substances Generally Recognized as safe (GR-

A ARAHEE ARY FRE MBAREE I
1258 299 3 157201, N2 B

S U@ 2B G FAE ARA
93 AR L AREABE AEFA S B0 4
W HEWT g0, o Fo wek HRUE
SAAE AT 52 9 ARTA, AEH 271

52 F4HEE H1 Uk

o2e g4 249 ARAME LYY BE
ARAHEE AL Holof s SAALE 712
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o ARPIES 537 AdE g
(15} FDA) 443}

AS) gl &) WEZ #7450 Tk FDAE A}
SA7ME PUAGEHR)S FFA} RS TR
stol elsh] el SREEH SEUALELE |}

TIJom, FES AGFFREAIH) F FEF7L
AlEE %"#ﬂﬁ‘bﬂ ogt BF(Category [ - )9 <
Z FArbsro 93 EF(Typel - [ - IDE F&H

o] 2t} EUM A& 70/524/EEC T4 o &3} /\}E
WS AENSES, S, 83 3 FHIL 5
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A AR Sk A ARk At BE 5, edEIT BE 2T AF (ol )7k
A5 5 eE Tl gk Ak F2-8 A 4 w4 AE)es e
wAAE 550 Az 8 Y 5 A R A G2 oAb A42A 18, A19%2)2 A1, A
SR g = glom, delAee F7PER Aol 2% QARE, FEE UF T AHHH A%
g Hol glont Ax g FRjeAdA b - /& (GloFE 59 Az 2 AL8RS 25 % ¢
S BRE Y FHVHEE. S0 At L # FF 5o Q) Al ested FEFA LuleA
BREE Seto] oA R FEAUIHGMP) = SAEgddE el Favith Solsky ot
ol HEH olvh ok vt FEE A & FEd dAF F5E 4877 At 7 3
& Bl 2 AREE A el A hd el P o g oFF EF 127§ ¢eltk
TAE TR G dloH, AEAel WEe vl A, FEd A FE5S FDA et
U3t 2t FOFFME A o] FoiAH, AoF &7HIH(NA-

(1) #Hs Mz & MEEE)RE

it FEE A Ake fFe] 44
A3 FrEAS SES] 3 AR A R RS
= sl RiEs gk 7 S7RE FEg A
ol 5 Al AEAE PRI, 594 B g7
T R A% L FES A AE AR B 59 Pk

Feluetel g A FEEE o Al
7229 6 524 ©

DA), &+ 219k 817HI4(INADA) 3§k 8
7} 3(ANADA) L. 2 Wiro] ZEETH10]. 410
2 A= wo& 21CFR 512 2 514 #4d] ¢

of WA AIFS S-Fodd A B &
(GLP)o| Zgsledor 617, YAA1E-& Guidance of
Industry 58] AA¥ Good Target Animal Study
Practice$} =7 55 oF &3 9 3] 9)(VICH) 9] *42oF
EF YA S B 7)2(GCP) 7)Zo A g staiok gt
T FHokE 0 2 Al sk 7 1988 Al &
HEEd o%E 4 59717 BEY(GADPTRA)4

Table 4. Marketing approval system of antibiotics for animals

S Azl FR5UL Woiok e,

Sort Korea Japan USA EU
new 210 day
i 90 day 12 month 180 day (not included Consultation by
evaluation drugs .
) European Commission)
period " % d
t
€10 day 12 month 180 day &
others (mutual approval)

period of marketing

reexamination for

reexamination for

renewal every

authorisation new drugs new drugs - 5 year
(4~ 6 year) (6 - 10year)
Animal health

authorities Div.(MAF), APSD(MAFF) CVM(FDA) EMEA
NVRQS
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Table 5. Data required for the application of approval of animal antibiotics

Nation Data to be submitted

- Origin or discovery drugs, Structure, Physical & Chemical property

- Data on stability, toxicity, efficacy, Pharmacology

Korea - Data on result of clinical trial (result of the target animal species should be included)

- Data on residues study, Effects to environment

- Condition of use in foreign countries

- Origin or discovery drugs

- Physical, chemical & biological property, testing mathods

Japan - Data for toxicity(Acute/Sub-acute/Chronic/Inhalation toxicity)

- Data for stability, efficacy, Pharmacology, Absorption,Metabolism,Excretion

- Clinical test result, Residues test result

- Application form (Form FD 365V), Report index and abstract
- Information of indications, ingredient, manufacturing process, Sample(Standard products and the last

produced lot)

- Residues test information (Toxicity test in human, restidues test procedure etc)

USA - Cliniacal test result and data compared with other similar/equivalent product

- Research data of cross-tolerance and Salmonella shedding

- Good Laboratory Practices, Effects to environment

- Freedom of Information Summary

- Abstract : application form, product property, report by expert

- Phsical and chemical, bilogical, microbiological analysis test result : Quality and quantity property of

ingredients, Manufacturing procedure, Managing the ingreduents, Control measure againt TSE,

BU Manufacturing procedure test, Finished products inspection, Stability test result

- Pharmacological, Toxicologic test result
- Residues test result and its test method
- Pre-clinical and clinical test result :

Data of pharmacodynamics, pharmacokinetics, bioequivalence,

Maximum dosage and tolerance data in the intended animal species
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9, 9 Aol 93k EZ3 KAl A 2]
GMP 3717} o fof 7). Z47W°1 GMP 7{A}o] A]
T FAAYALE G, AFEEA, SEIA, A
ZAANM G 75, BEF, AR, AEAZHA,

5

ABA) A4 e BARC12).

H O
1_.

1__\__

Table 6. Residues control and permission administration system of animal drugs

Sort Korea Japan USA EU
MHLW FDA
iti FDA ’ EMEA
Authorities K (FSC) VM ME
Law Food sanitation law  Food sanitation law 21CFR556 EEC 2377/90
Standard Drafting by KFDA -Application(MAFF) ~ Examination right Examination right
Establish- (consultation with -Examination, before permission  before permission
ment MAF) Standard — Drafting — — Drafting —
Procedure o .
— Examination By  extablishment(PFSC)  Standard Standard
FSC — Standard -Risk assesment(FSC)  extablishment extablishment
extablishment
. MAF, NVRQS, Local MHLW, Local FDA, FSIS European
Authority o
Residues goverment government Commission
program Monitoring, Survey, . Monitoring, National Residues
Program Monitoring s
exploratory test ST ¥EPNS Program
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Table 7. Distribution, marketing, and management of antibiotics for animal use in Korea, Japan, USA and EU

Classification Korea Japan USA EU
-Drugs -Drugs requiring directions  -OTC -Prescription drugs by
requiring or prescription Veterinarian

special -Designated drugs -Prescription drugs by -Non-prescription
Category attention -Standard usages established  Veterinarian drugs(by Veterinarian)
drugs
-others -Poisonous and high Toxic -VFD
drugs
-Pharmacy -Wholesale -Approval holders Approval holders by
-Animal -Drug store, General seller, EU nation
hospital Drugs selller, Special seller
Drug seller -Animal
drugs
whosaler

Antibiotics sales

patern tion drugs(by
e

Veterinarian)

prescription

-Non-prescrip  -Mostly by veterinarian's

-Mostly prescription
drugs and Partly OTC

Only prescription drugs
are permitted
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