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Organization of MAFF in 2016

Ministry of Agriculture, Forestry and Fisheries

— Minister's Secretariat

T Food Safety and Consumer Affairs Bureau ; National
- Veterin
— Food Industry Affairs Bureau Assa;lry
Laboratory

— Agricultural Production Bureau

— Management Improvement Bureau @

— Rural Development Bureau
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Veterinary Drugs

[ Veterinary Drugs ]

| 1
AT A R PR DL L S Veterinary
[Vet_er_m.ary Pharmaceu_tlcals_-.] { Biologicals ]

2
General Antimicrobial (Diagnostic
medicines medicines reagents

A

*Herbal medicines
*Vitamins

Hormones

*Digestive medicines

* Anti-inflammatory agents
*Disinfectants / Antiseptics
=Pesticides for animal ete. 5

Veterinary Drugs Sales in Japan

Veterinary Drugs Sales (2015)

120
120
- DWorId. (VMP)
B America
g 80 O Europe
= 60 ®E Japan
&
340 B2 Other
0
g 20 m Japan (HMP)
0

(Animal Health Industry Global Market Review 2015)
Sales in Japan: 0.8 billion (0.8 X 10?) USS$/year
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Risk Management of Veterinary Drugs

Pre Marketing
» Marketing Approval System

Post Marketing.

Manufacturing & Quality Control

» License of the Manufacturer

» License of the Marketing Authorization Holders
Distribution Control

» License of the Retailer

» System for Drugs Requiring Veterinary Consultation
» Prescription system

Use Control
» Restrictions on the Usage of Veterinary Drugs

Review of Marketing Approval
» Reexamination & Reevaluation
» Reporting Adverse Reactions

Marketing Approval System

Nobody can sell veterinary drugs
without Marketing Approval.

Requirements of the approval

v’ License of the Marketing Authorization Holders

v License of the Manufacturer

v Management of manufacture conformed to GMP

(Good Manufacturing Practice)

v’ Data for Marketing Approval
Data conformed to GLP(Good Laboratory Practice)
Data conformed to GCP(Good Clinical Practice)
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Distribution Control

System for Drugs Requiring Veterinary Consultation

No veterinarian should provide or prescribe poisonous or
powerful drugs, etc., without providing consultation by
themselves.

@ Poisonous drugs
@ Powerful drugs
® Biologics (vaccines, serums)
@ Prescription drugs
(Vaccines, Antimicrobial medicines, Hormonal products, etc.)
® Drugs regulated for use on animals
(Antimicrobial medicines, Hormonal products)

% Veterinary drugs used for fish is not included in this system. | '

Prescription System

veterinarian

®._ (D Consulting

Drug distributor ‘

@ Issue of prescription
by the result of diagnosis

s

@ Order by prescription g

® Reasonable and safe use
of veterinary drugs

Veterinary drugs used for fish is not included in this system. | *
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Regulation of Veterinary drug Residues in Food

Marketing Approval System
» FSC : ADI (Risk assessment)
» MHLW : MRL
» MAFF : Withdrawal Period
— Establishment of Appropriate Withdrawal Period

Distribution Control
» System for Drugs Requiring Veterinary Consultation
» Prescription System
— Appropriate Use of Drugs under the veterinarian's
control.

Use Control
» Restrictions on the Usage of Veterinary Drugs

— These regulations will prevent the veterinary
drug over MRL from remaining in food

17 -

Countermeasures against
Antimicrobial Resistance (AMR)

Marketing Approval System

» FSC : Risk Assessment of AMR

» MAFF : Approval (included specifying method of administration,
dose, precautions for use)

Distribution Control

» System for Drugs Requiring Veterinary Consultation

» Prescription System

Use Control

» Restrictions on the Usage of Veterinary Drugs

Other

» Second Choice Drug System

» Enlightenment of Prudent Use

— These regulations will manage AMR

18




.
.
)
[
[
)
|“ '
{ .
I
'
1
| -
1
'
= '
a .
- N - ‘
B !
L] - - « B
= . _‘l
T :
i ¥
|_‘ .l '.\. }‘
. 1
e
- .

0
-
¥
i

i e
Al
ru -

:
-
i,
r—
1

N |l
_: [
.‘
.
1
|
-
-."
B g
-
'
:
;
B

S - - ". A
El
N 1
- - - - i ‘
feh ! « wn K 1 o s
: B B 1 "W .
| - ' - L L3
3 & . B
.i‘
. i€ . . :
e - .
- |
) o : = P - - = 1
nt o rE =P Gl Al &5 o
1
S
. - . | L e
B R L. ¢ R Voo I i
. 1 . I_':" N Be
- - i
. _) -
1 . - K 4
. N - . : _ . T I
1, 481 8 2 s e, - R T A Rt
= N <r ‘ K
B .
¥ N - g - -
. - : - | -
o B - .
-
= e e -
* l - - -
= = "y
= 5 AT N
i -
N » -
1
: - P, _ - w o o
. s N _ B £a Y .
" e . 7
i
. . ? W - =
=" . B s o
' 1 ' % = ' I
) I b -y % ol : o .
P = i | EE ;. B o
» —_— e . = Tass ol ¢ o = y = "=
3 - g N
) _ . vhe B2 L h W AL, TR
: R " = g -_ll'_‘" rer *
H a \; 2 Za O .rn el -, v .
. LI B . .
s ‘ ' N " ! = 5 = 4
- i P v \f-l‘ I 1= -
) ¥ .
. ' .
. b Lupgt e gt g -
- ™ - .
: '&i:l phe
N L ' B o o
VLI A L S
i -u. . f : : ‘ I- "
1
L8 A
. . & wle !
. i } =l
N
. " ‘ -
I - . "
. ik ' 25
1
} "
- )
.o o == 1
. w - ,
B |_'1 —|‘
i ¥ - - - o= e B cbad -IG b=
’ - S » £ '
Pt | = - 4 o - Il
.='l ol Pk, et _\J'].'Jf L i RS 1 A gl
- . T -\| gp = " e FE =L = % mil ) s
B . _ . ‘
- B T a e = e — e = ag
- ]
= s B l i
) ¥ =
v
} )
. _—p e Vs ) P S T 7SN = G —
=i . o = -
B N ! 1 -
5 B S 1 .

- -.""- e

I.Jk_" = l.lrl

N :

- 1

: Ly, i

f o
Ta R i

= gt
e

e i
' =




Appendix

Activities of Quality Assay Section

35

Members of Quality Assay Section

Permanent employees (2) | :\ | ' g
- Pharmacist (1) o e L]
- Veterinarian (1)

36




8¢t

Ioproy [eaoxdde
Sunesrew asua0I] & woi pajsanbai 8157 (7)

o3 rew
3} UO S3nIp AIBULIdNRA 10 $359) Surjdureg (1)

$1S9 1, Ajipen)
'T AIAROY

LE

SpIepue)S 29 SQUI[OPINSG [BUOIBUINUI
do[aAap 0} Xop0o)) 29 HOIA Wl 1oddns [eotuyosy ‘¢

S[euIiue J0J s3nip 1sen) 2 S[eOINAORULIRYJ
Jo
OIS pue uoneINSoAU] '¢

suorjeorjdde
[eaoxdde 10] uonBINSUOD PUL UOIIRUIWEXH ‘7

SISO L, AnfenQ) '

UO0T)09S Aessy Anen() JO SSNIAIIOY UIRIA




Sampling Test

~

N

\

-Marketing (Dlnspection MAFF (NVAL)
icense holder Prefecture Government
*Retailer (Pharmaceutical Inspectors)
@ Samplingof\. - NVAL )

Drugs Receive
¢ | — Implementation of Test
Marketing 3 Noti — Decision of test
License holder ofice of 1 i
vosiilt (1)Passing or
\_ (2)Rejection of test  /
@ Rejected products [ 1
by the test are ¢
discarded

Example of Approved Drugs

Antibiotic Preparation Preparation for
for therapy disinfection of goldfish

"5

& Collar 18 Spot-on Ei

Preparation for Prevention Preparation for Extermination
against Filariasis of flea on dog and cat
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(2RFNED SN IR - MEE
(IEFHRFERLZOT. ROBRBCIGEALSLIL.

% ?EJ\JI; 5~ -\ AR PN 1N} 3 —
e - B ® & R
s (1R TR THAE - mnt.,asuctma%cgeﬂl.m})‘!ﬁ!vé;a

AT Y 5iE]

[a5cem) BoTACEHLARAL, BRCENOERERI B L
ABE, ULrVADI/2EORRNBAICE 2%0T FoBRUTII10mE T s
(2Bmmol/L) OAMF +USLERAL. NMBAELHRELIENATY. AU MR
e e e R m*m“ R SE——
- =%, 1
ERG. PUnIHELTRIS L) OLERBLTOSLD, PYK-YALH ot F v
W51 SR ROWERU P Y F— 2 ADWELHWTY (a:ﬁ;g;T%ﬂggnﬁgfgggggfgguumﬂm»uruwstmm'
[FOEEAFD  100mLp 2 S i
{] [ [V~ F/ X
S (N EROFREABOHSVAE, AHDASICEY. ANAMELRT E2E0HE
pepi iy I O e S TR L
ey S TR OFa. Aan msgzm;mmmm&m!ﬁx»ummsuﬁw
S A omy | wafmEnsniBaics, BvHCHESORRERTSCL,
| 3. amrosm
| CirEBELREnLOERMTECE
& BEAAOWS, P F-YAOME | RS SLEEBMLEC S
A KB MENR ST SIBECE. AMEHFSNECROBIE
FREET 1 8- rx;auuwrﬁseczmwmmm*in_aﬂasam‘ ons

cORGEFDC L
AT 7*.1-1’0 UMEHALORATARTILEIBEINT, BAEEBTATE.

(| B & £t o &
(MESWIRSELSNLASLRBEALELIE.
RIEARAOERL. BHLROERAFRORATE L.
\J‘*Htigijﬁlﬁu RRPAREBRLELEDIHAL, WARRDHEANCEDLG

THC
CHEAFAOE SN, HORMOEMERICANS L. iiﬂﬂﬁﬂa‘ﬂﬂ)lﬂﬁis aRE
FRRATERRLURRRENLAROFIEALCRECRIETH

[ &% £ o & &)
(NEDOFOEIELECDICRBTBC L,
ARORBIEAOX. RBRUSRERN S
(DEMEED. SMERNTELD, BOBBICANDABLILE

. IO |

pRIkgSCUTERZ DR L. BRAIINTS.
M L 1~30mL, F4 1 5~50mL

T8, RERPERORSUIAAT IRSAEHE B TRER2RETS.
4  30~100mL, F4 1 50~100mL

- Dosage * administratio

precautions for use

= etC. @ RN
P BRER TRk AR

BRNAYB-VENE/BLT ZENOAQ BEmIRUmFRANE/IFER/ k1.1 FUAl
B A R-VERR D5

Specification of
Chemical Veterinary Drugs

* Content

* Description
 Identification
* Assay

» Specific Tests (depend on individual VMP)
Loss of drying, Specific Gravity and Density, pH, Sterility,
Extractable Volume of Parenteral Preparations, Uniformity of
Dosage Units, Foreign Insoluble Matter Test for Injections, etc.
(Based upon Japanese Pharmacopoeia in principle)
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Analytical Equipment in NVAL

» HPLC

» LC/MS/MS

> GC

» Spectrophotometer

» ICP (Inductively
Coupled Plasma)

» Polarimeter

» Karl Fischer Titration
Equipment o

Activity 2.
Examination and consultation
for approval applications

(1) Approval applications of drugs & quasi-
drugs

(2) Re-examination & re-evaluation of
approved drugs

(3) Clinical trial notifications for new drugs

(4) Consultation on approval of drugs under
development

(5) Inspection of GLP, GCP & GMP

48
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VICH Activities

1. A huge money & long time are needed for veterinary
drug registration.

2. There are differences in the requirements among the EU,
the US and Japan.

3. VICH activities are continuing with a focus on using
common data for applications in EU, the US and Japan

—To reduce developmental costs and time

4. Main VICH activity is making guidelines for the study
methods used in the data for approval of veterinary drugs.

- 53 final guidelines and 3 draft guidelines at present.
- You can download guidelines from VICH website

(http://www.vichsec.org/)
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