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s 5 R 2 BRI R 2 WOAH T 5 L il Sl (F -

T A ER (R A Y SFVP ZBTRBFTEREUTE) - SB[ —
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Awareness of gaps in knowledge of presence of Substandard and
PP Falsified Veterinary Products (SFVP) in Regions, as well as their
) impacts on AMR and other harms to Members

Understand the management of quality of VMP in Region

Responsibilities & legal basis
Types of monitoring and surveiliance
Recall and Traceability

b Exptain and explore with participants

hgid Encourage the coordination

Understand perception and activities on SFVP from different stakeholders

m B ¥ . Encourage cross sectorial coordination following a One-Health approach

At H U RFIESR Ry B A

Feo7 T H AT SFVPIRGEE HAEF TGS K g -

e H AT A 2 B 1 BRSR (B S 0 - DA #E ~ (O R SFVP -
Ryt = TEATE BB H A WAL B i S8 e L& E Ryl 5
HE AMR 1T 2 ERACR

HEIT VSAFE 282 80sE CEFITE) ~ WEIIREEER] VSAFE 242G
BEHE - WHETHEHE VASFE 2t Z &R hnE -

WS B LI GB350 Z RN BEE - LIRSS SFVP Z[75#E ~ (HHIAT
JERS -
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Better understanding of the current situation on SFVP and responsibilities
fQPQﬁQYQ‘(QﬁQ\ Improved coordination

: L= Identification of gaps and key priorities that WOAH needs to focus to
b prevent, detect and response to SFVP in Asia & Pacific context
o -
D Establishment of reporting systems in Members whose tools are lacking
| = —~ Use system as additional asset when establishing AMR National Action Plans
o e aas Improve \/SAFE Performance (Fit-for-purpose)
o al W Increase Number of Members voluntarily enrclled to VSAF
= Increase Quality of information reported through VEAFE
I Trust gained and share data to support prevention, riét:}t:ilon and response__
e, U to SFVF by responsible actors

(=) WOAH HE) % B R HEE (T RFR

AKREETH WOAH AMR K Eh¥ g€z L (WOAH Headquarters AMR
& VP Department) & & A Dr. Javier Y. Marcos #:7f5%; " Fy oSk A
B9 6% K {5 45? (Why to avoid using SFVP ?) | o

Y. Marcos
& VP Department Head

13% June 2024 - Bangkok
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Organisation ) AIEYFERIHEHE (Interpol) FERFRAHERS(F -
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Conference on Antimicrobial Resistance ) FiTfgH 2 55/ TH i » (H28
SR A H A (WHO ) By N FHEEVIE L 2 Bl S48 68 BRAH T 5
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HOW ?

Impact & Goals

..................
Eross: sectorial cocadination

Theory of Change

!
LYYV Y
BT EI bk B > Sy BIREBALL T FIE(TESCIRIE SFVP :

W RI[EER A ER ARG | AIARGHEATEE Z 588 0 H2% ICH ¥
NSRRI PTG B S g BB LB B e B
BV RAREERNE VASFE 2380 SRFFEE ~ MltA A S
g - g BEEETENR D F - B A & B8R A
it BT iR BIRE R - s CER B - WAl AR A
b B Sieft 2 B R -

E?
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Veterinary Monitoring and Surveillance System for Substandard and Falsified YMPs

) 3 Pillar : Explore opportunities for regional testing of quality of VMPs

WOAH Collaborating Centres

Existing networks in regions ?

Existing partners/funding bodies involved?
Members willing to establish collaborations?

Experience WHO - coordination with labs for testing
APIls of common interest?

Public-Private Partnership?

Sustainable Regional

Laboratory Networks . Future = Twinning Programme?
W PMS 55 K% BIfHE S5t SFVP MHE Z 5285 Al - 7543 WOAH

SlElEl

Guidance on post-
marketing surveillance

A OEEE 7 L ERHSE BEFHEREYI I S8E i b ii&RE
HAlpeftksn ffa 8

2' Pillar : Development of Guidance related to SFVP

WOAH Collaborating Centres

o O O Additional experts (academia) 5
|— I—I —l Open consultation prior to final guidance documents

TExperis

i ]
B

=K E Y e i E BRI 2 H ¢ i WOAH (&I fip
LR IO A B E - A G ER A SAOR ~ 08 B
SBUE R FOREIAA S ERTE T A R E R =484 -

\)
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AR A > {320 WOAH {5 {F (a3 2 W 3R A S e 1 T Afg
(R - e S g B E TR AR EE) -

4™ Pillar : Options for strengthening Surveillance of VMP quality at field level

l WOAH Collaborating Centres
[—1-
— Review of current devices available with
recommendations of their use
ill =

Members willing to pilot active surveillance system

Guidelines & tools for
field level surveillance

B ETHER G L B RAEEE > 056 1 AR g

ERERIES s BB ERE DU Y EY ISR

(RAGNA)Z - ¥} WAOH & S EfEH/RE ~ JEMEELHIS > DIgeTt
AR Z B EEEEA > [FIRF N 1 S A (EEAR B AR -

) 5™ Pillar : Awareness, Communication & Training

WORLD
ASSOCIATION
FOR BUIATRICS

Regulatory
Agencies Global
Network against
AMR (RAGNA).

Identify personal experiences

Use of social media
0t General Session of the

Word Assembly o Delgaies :f‘bﬁi."i,;

o —— 3

® RETEEHNIMEN I VSAFE 24t F A SFVP Z B - A4 H

TRy R AT ISR R MHER IR, > DABE 25 B B TR < B E e
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FEORAER ~ T ~ JH R BGOSRy n S R e o
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Suips BRI 22k > B gk B 5% /N4 ( Medicine Quality Research Group
(MQRG), MORU Tropical Health Network & Infectious Diseases Data
Observatory, Centre for Tropical Medicine & Global Health, Nuffield Department
of Medicine, University of Oxford, UK) Dr. Paul Newton #fTfi#; " D%
—HGHY TR NE Y N BLlE) ) 55 & Jo {fs 85 7E n ( Substandard and falsified

veterinary and human medicines — a One Health approach) | -

Substandard and falsified veterinary and
human medicines — a One Health
approach

Paul Newton

Medicine Quality Research Group (MQRG), MORU Tropical Health Network & Infectious
Diseases Data Observatory, Centre for Tropical Medicine & Global Health, Nuffield Department of
Medicine, University of Oxford, UK

paul.newion@ndm.ox.ac.uk

. LONDON

lDD@ "% . FIVGIENE
Global Health Research . 5 'Jv‘vxlln AL

- emn masasn e e, o - OXFORD MEDICINE

® 55k 0 5% Dr. Paul Newton JMAERTfETL B R B 4 B ST/ N
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m EPRSREIEEGE o RN LS
B HIASHRISHIEERE » AR A B S LI 5T E A
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WHO FTiE R %8 SR B EE e 75
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W {fygE (Falsified) : SUEECEER TAURBEH S R BORIRZ &

PR
HEZEG] : MG ESE 7 (S 2 HTEREEN " Coartem ;> 47

USRS S - BRI S R 48 hn 2 2.5k T artemether K
lumefantrine » 7| & % &5 5 P& Rk 43 pyrimethamine 7 mg - 4% o %% i,
Ao E R B KB R e - #E— P B H S B AR
H ENFERYEPIFARR ST 5 REAN - B T B AEIGBEES » TRA G 2 P i
WIS ER T  AE e e A T BRI S R T 2 IR i A e e
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W ARG R B 2 R RSB - 2RI > i — EL B B LR SRR
A TH > Ala] st B 5 B PR A & 2 Bz i LA4g el 22 E
MEBRHEER - BFREZE N SMBUN A BEMM—®2 0 2RISR -
Medicine Quality Monitoring Globe (http://www.iddo.org/mgmglobe/) -
HRTEA RS A » AR EE L ~ Sy - B - g0k
DRI E R ACER BRI 5T - TR BHEAEIIFRE ~ RS C RS i 25 E sl fyid
e E I WRH R - WA EEAYE (DUESE
PURTFEEY) ~ DUAER ~ DUsEizg2Y)) ~ JREEERE (DUREFRIAEEYIAT
OIVEBRIRER) ~ PIHEER - B e S s E R - HAu
FEATE > BEERCAEDESSGRE ERUSHER - RAMEE T ERE R
HoAth B A i

https://www.iddo.org/mgmelobe/

1Med|cme Quallty Momtormg Globe
‘ Substa " nost €

Summarizes newspaper articles,
retrieved from GoogleNews
(English, French, Chinese,
Vietnamese & Spanish), related
to SF and are curated and mapped
on a Globe.

The principle target users are
medicine regulatory authorities
and international organisations.

As these are journalistic, rather
than peer-reviewed scientific,
reports, they will intrinsically be
less reliable but we aim that they
will give carly warning of
potential problems needing
further investigation.

| Updated for COVID-19 and now include regulatory alerts from
‘ MRA websites

NN EY) (B OREhY) R -8 ) R A RRR (R S
{E FHENI o BE iR - HEE DBV E -~ BEAKEE S
dsk - NEREYYEE > DURREE - FRIIEZAN > TREHE T AMR &
bz - DRI > BRI SEaLE 2 B8 - SR E UK S P B < F6 e 22 3]
EF - AfEHAIEREBE MR EAIR - IKIRHAT4RET > 314 RlE &
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Fig. 2: Impact of substandard and falsified medical products

Lost productivity Economic loss

Lost income

Wasted resources

Lack of
social mobility

Increased

Increased poverty = ‘: out-of-pocket spending

Loss of confidence Higher disease prevalence

Increased mortality and

Progression of
morbidity (adverse effects)

antimicrobial resistance
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o
3
DH
2
3
5
=y
fm
F
%H
!
il
NI
O
prd
>
il
piva|

(T
A
R
S
W
Ic
pi

/.
~

PEBERIART IR « BUEIS ISR BRI & DNA
(HI4HE ~ ELE ~ FAVRIAJE DNA) -
& (LEE: P RS PR AR
L+ SUBHEEH B ARAET AT U
G ERGEET  R AR - TR AR
AR -
© G R S R AR - SR I T AT
S B INGE L E R e e S e
BB
A E SRR RS b B AR S
SRR AR - DS SRR -
VIETHIE AR T BBE -
B RS R E I DI IR B R
{l» SYHTF L (5 ERE R T A - SPASSHOMAT 5
ISR BB - (LR R R
() WOAH B1EFLHBNATE - BREHEGHH T A

REFIHEM/KES (Ministry of Agriculture, Forestry and Fisheries,
MAFF) FRE e nZ e M EHE; S (Food Safety and Consumer Affaires

Bureau, FSCAB) B ihZe4 0 ( Animal Products Safety Division, APSD )

-

B 27 B B2 4 5L ki 25 Aff ( National Veterinary Assay Laboratory, NVAL )Dr. YuKa
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WATREE R T H ARBhY) P g L E & B ( Management of the quality of
Veterinary Medicinal Products (VMPs) in Japan) | - HiNH e E e EE
fir > IEZ B EhREnEhY) (oo 5 2tk > HURAEHEBAN S ET O E i
FRELL H AR R B 22 anfe S i TAE NS R AR 487 H AR B9 R &2 2

B AT T

Management of the quality of
Veterinary Medicinal Products (VMPs)
in Japan

National Veterinary Assay Laboratory,
Ministry of Agriculture, Forestry and Fisheries

® HAEWRENRETEI LR - EREEEH
VI LSS
Hon R T
EOIEZ)REE Tkl ol
G EMEEE
GLP/GCP/GMP fg@s 3
BV SE B s -

BiEdii

%

lm%

22



Regulatory authorities for VMPs in Japan

— MAFF (Ministry of Agriculture, Forestry and Fisheries) =
- FSCAB {Food Safety and Consumer Affaires Bureau)

& | )‘\PSD (Animal Products Safety Division)

—0Overall cantral of veterinary pharmaceutical affairs
—Estahiishment and revision of approval system
—Suparvision of impart of VMPs

| NVAL (National Velerinary Assay Laboratory)

— National assay of vetarinary biologics
—Review of application for approval
— Spot sampling test of VMPs
—Raviaw of reliability standard compliance
—Inspection (GLP,GCF,GMF)

.\ —Consultation of VMPs development

HAEYI R B S ~ PUAER - HMEEm DU SHasts - R85

FRTiRHOAEE B S e B A oy R VU B - BPEE S A

FTeE AR G

B EHEFREE  IEERRN SR R TRV (GLP) K
g8l RERREUR(FEsEE] (GCP) -

B Bl SRR ERAGE R B (6aP) KB REHM

# (GVP) A E TR E REEmBEME (GCP)
WS RER FRT S INE SRR BT iR I S T SR A
SEahia T e R BB T SR -

SHEEE > BEHGER TRV (GPSP) ZHEHE - FHiw
» BRI A BB RGN -
W 5OOME RR ST % BB S pm B ~ BRI DA R AT o S A R A A

]
o
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Regulation Flow of VMPs from
Development to Post-marketing Stage

\

p
| Examinaton T Marketing Autherization
l for Murketing Approval Holdor, Muniafacturing and [ 1. Distribution Control [ I¥. Bvaluation Control l
Quality Corrol
Motk etirng ape cual T - = :
GLP. GCP, | o revtasligy VAP,
—~ 1
[[owgmesne [
| Pescpmonorarecionror |
Rewii oG, bacdes,
Phamacopessa at
™ Reguiation for use of VMPS.
GV [structu & Taclity| \ £o food producing animas.
*
(s )
MNatioral assay. ]_ Roguiation far propor
Anwrsmm iy, achowrtising, wi
—— o
\ 2,
S
WP
Inspection system

HVMPs: vaccines, antimicroblals, and other veterinary medicines and diagnostic kits

Ao H A B P G 5 2 B helie - B A AR V2 TR AR A e TR R
ol R NVAL 2 s ~NME8HE -~ fFsUErR - HREiH
WEES > EREEHE L BB o - HAN  EIAE EEYREUE
IR 2 AEYEES  REE R TR N AR AT » BB EE
mEpTE R - J7 L E e RATT  WnEt B
B AV 2 B R AR SRR AR - FR B R P S O - SR
A BRI R B B A IA B NVAL 1% - &8 ATkl R A E 4 SR 1% K
PRSI AR T BURT B A FH 5 568 « e halgoR il - A2 At & o R 1 4
Tt BETE T AT - Sint 2022 FEEHE - NVAL 1T 315 ZKEISA
B o 8 1 A m S o -
BRI E Y e BT EDH > B8 Aiain sl fE s e AE > 885, »
KA FEE M A - flig 7 SR s B g 7= > HhgE
mf 2 BT TSR » IR 28 2 NVAL « 3% At AR 2 i il o
HsE R o SRR - HIESERCRIES - 4sl 2023 £83
NVAL #1777 56 JOHIE - 1% 2 e m A g -
W% BBV S 2 B~ TS BRI R IEEA irsess - AR
TR I R RE A

%l

—t
<H

w‘r
a

i
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B SFARERT A B RINZOER 2 50 6 FHETTRIG > BRI HEE
Tt Ho 2t

W (ST R I RIS BT AR A R E
Rl (F LR MAFF S5 - TEHERIFRNE - R E B
it > 407 ]~ SR EE E AT R i - NVAL RiE SR S i N
R ENESTRINE FHAVFE I

o ERIHATYHELEIFHENR  ZEEERFCEE AR &R E

FEWERTEH 7T — ¥ X— A | (https://www.vm.nval.go.jp/ sideeffect ) -

R E B BRI EMOKE & RET IR A E R

K IafE -

(N) BRETH Y% - (B E TR 2 B
A H R AR VY 5 B ) A 4 i B B R - AR Y B R R s D
( Department of Veterinary Services, DVS Malaysia ) Dr. Alifah Binti Ismail
TR T S ARG ne B 4 B 20 R IR BB ) o5 48 e R St i (THE

SYSTEM FOR THE MANAGEMENT OF THE QUALITY OF VMPS AND

TACKLE SFVP IN MALAYSIA) | -

World Organisation
for Ammcl Health
Foundad o

THE SYSTEM FOR THE MANAGEMENT OF THE
QUALITY OF VMPS AND TACKLE SFVP IN
MALAYSIA.

DR. ALIFAH BINTI ISMAIL
THE FOCAL POINT OF VETERINARY PRODUCT (DVS MALAYSIA)

25


https://www.vm.nval.go.jp/

S5 2ACPH 5 ) P S 8 72 e 5 1 T {1 0 P 3 e s = PG BRIAR B A =)
(EE A pill =L

B T30 (Ministry of Agriculture and Industry ) 7 PAEETR 5
( Pesticide Board, Department of Agriculture ) - {{c#5 3% 5] 2= gk
(Pesticide Act 1954 ) jz HAR & B PR B L B2 RN I e — P H | i 5
BEER T u0 > BREEAR 7545 ( Department of Veterinary Services,
DVS) - {35 B2 (Animal Act1953) ~ BiPaakh% (Animal
Feed Act 2009 ) EFRENWEH ~ BV A8 i DL BT aal LR
oy -
4R S (Ministry of Health, MOH ) 7 [ 57 2 5,5 5 ( National
BELNH

FH7E (Poison Act 1952 and its regulation ) ~ €& 5,5 €54 ( Sale of Drugs

Pharmaceutical Regulatory Agency, NPRA) - {X{E % X

ﬂ

and its regulation 1952 ) Kz HAH e B e &£17),7: ( Dangerous Drug Act
1952 ) B L E B oo AR NPT — Py 18w ~ FERE 7 FHEELL R 122
NS NaF AR e FH EE -

s TS B B s B0 el DA T VU(E BEA7 AH R » & EAEISERS

R EERALL
BREE(HF MY (Veterinary Health ) -BREE/\IL#2E4H (Veterinary
Public Health Division ) 447 & -

€ EHEESILPHBIE TIPS (Livestock Industry Pollution

Control and Management Section ) ;

& §Y g E e FEPY (Veterinary Product Management
Section ) - BN E S5 ECE AL (Veterinary Product

Registration Unit ) K &h¥) &% S325H B (Veterinary

Product Control Unit) ;
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*

*

BYAE 2 B2t 2 8P (Food Safety of Product from Animal
Origin)
EpEE S EIFY (Veterinary Development)

ZH T E AL (DVS State) o

2 BB e hn 2 BB - X YIRS hn B SO R AL KB 4%

[

on'E PERRA T TEH

B YR SRR E R

*
¢

* 6 o o

AR A E B ENY) I B A TR T T FR R

FrERAE B A (s ~ JURAEYIEEY) - BEM
T HVEEC -

AR AN S B B RS e G FH

&F TCVP I NVPCC SR E R -

A S R R B R

FeE (BN P S e h B SO AR E P A 1T

Y E R ER RN ER

*
L 4

sTEIA AR 2E B M TE - AR 28 2 S M T -
B VBN F 88 i - A B MR i 5 e AR

SECHVEIYI g

BN AH AT S a1 T8y - SR NE BRI TE) -

Fe (BN P G2 E BN FHAH BRI TE RS -

AERELSE RIS MED P R Rl &kt - ST amEhY P B8 2 e A )

[T -

fAsRiEaT (1953 SEFWE) LINsRBhv) A 82 anr A

S

1T
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& EHEES TR A R (AHUM A S SR RO AR
% -AMRTWG 4 - OIE > FAO) s HAMAH BRIy ENY) H 48 hn
GEEC=

¢ {775 DVS HINE B 28l - ehiTasm BT &1 -

o

® EAPHLI ZFYIHIGE BT S - EETIF AR WUEREERE > DL
hEOR{E FHENYI I 88 0n 2 Ze MR sR TR R - BN R R HE

VIR AT Z B S anEr sk OReT
VIS Z R
BVIRDUAEREEY) Z (ERE
YIS IR E T2

BN eI 2 HE > QEBEFHTIEE ISR - SEEsiE
BV S8 S R B R Ry B R ARR I BB &
® IR LI ENY) S L B R R T AH B AN A T A B A 4
Gl > A E S YENS - B APP HERLAGE 2 B R SR A -

SR LIRS SR B E BT AR (R MRS ) > AIiEE

&

o 7% G e SR - AT AR A AR SR AL AR
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Monitoring and confirmation of detection

o g

Quere =

W {TECE APP-LIRE Rl 48 i B E R &N -

SMARTPHONE APPLICATION

MALAYSIA

Wity okt e

SSEIEA Ei& 2 B S LR B A L
W DVS BRHISEIAN G 2 B B - WEEYI A - REECEEE
Sanfk o BIBEEELEH A (https://moh.spab.gov.my) ¥ ;
W EELHUEEFIRCE R S SR T TR E B S A R RE AR
HUEPRAUHIE TE) - ETERE LR
W ARG IR B R R A P [E ) E DVS -
B EEGERAEEZRETIR
& PENSIUVEMEREET R WL #ET R = £ 50,000

B BRI STRKET 2 100,000 B -

ert
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& (EANARBHETE - WAL AT REHLE TR = 25,000 FEHE > BB
FEAHEME 3 4 > BOWEFM PR ST %E 50,000 &
o BREREENERME 5 AF > BN -

& FTEEYISE AT -

(t) TREHEY%EE - BEEIE T Z-FH]

AEEHERE AL FHEEAT amEYE M5 ( Food and Drug
Administration, Ministry of Public Health, Thialand ) MS. Wittahyarat Dangyai
RS B R i B 5 ( Agriculture and Cooperatives,
Department of Livestock Development, Bureau of Quality Control of Livestock
Products ) Dr. Chusak Ardsoongnearn 43 BI#E1TREER " 958% Ky (F 82 L iR Ty
#1 (SF MEDICINAL PRODUCT HANDLING) | K "'&HEMGEEHE
AEZSEER (Quality Control of Antimicrobials at BQCLP ) | =i BHZR[E %t
PRI EE L 2 AT B = E R -

Ministry of Public Health
Thailand

MEDICINAL
PRODUCT HANDLING

AMinu

45, WITT “PEWTIFIHN aa"ﬂ‘l'\‘? L’i £17)

FOON AND DRIIG ADMINISTRA

y
£\
/ b\

( AN

® REEHENYIHSEL ZIRIRIGER R8Ehnk (Drug Act B.E.2510) » 2 H
T2 RMUE - BRI AAN SRS - #EOEGHE ¢

S5
BHATHES:

f‘ﬁ'\%n—l—‘

Ve 5 LS BBl 2 6 {18 H DA EEE Rl R

4

HE EHE E HEH =
N‘
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12-14 June 2024, Bangkok, Thalland

B EFERR e OREIN Z #Eh
FRIBEESESE T3 1% R Z(REEER R

SEREHE AT Eih L B8 e E

7 B HA S i A R TR R SR IS A IR

ﬁ

=

i

|

|

B DUNE AR SR TR
B DRNER TR TR RS
|
%=

o

A& ARk o i SRRy 20000 8505
REENS PIC/S GMP & 51 - 5 SFVP FRER RS A E Il 1] DA
e EARR s N 88 B B - BLRE SRR  ft
BRI TR S b o (HA SRR STl 45 -
Z B SFVP ATEURBEIRZ AR ¢
B EEIEA N R8s (Defective report)

B OITEEREGE S R R SE T TECE
W ORI bR (12 358
W IETEH - AEEMBREUEAERTE)
W[ YNEREERR S s o a0 P AR AR T 5 Er A 4H 4 - PIC/S

¢ B KR 1% 5 & 248 ( ASEAN Post-Marketing Alert System ) ;
B FREEEIETTEVREE (CAPA) FEjiil H.
R E R EOHETES o

AR BT A A

Food and Drug Administration
Ministry of Public Health

Thailand

PROCEDURE FOR HANDLING
SF MEDICINAL PRODUCTS

Defective reports:

- product quality ggzg::rzm Root-cause

- falsified drug ; A e investigation and
: international i

- analytical result CAPA monitoring

agencies

etc. I l

Risk Risk-based
classification: —p Rapid Alert/ Recall/ surveillance
class1,2,3 Legal enforcement planning
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®  REZENLHE (Defective report) > iZFRETHA REMLE NS M

FEIT 4 e P AT SERES ~ HIREY) - IR ((BEESHIE KGR -
BREGY  BI AR R - R R - PR
RN~ By \SE B R B R 7 R 9 0 R A
B E PRI T - ETE) - SR (REASE AT S
SELEIE) B ARBHEER - WEFBAFLE. . AL
W& W OR % B FDA H 4 M #E T &

Http://apres.fda.moph.go.th/FDA_POST VIEW_CENTER/PUBLIC/DRU

G_ALERT -

Food and Drug Administration
Ministry of Public Health

Thailand

12-14

PRODUCT ALERT AVAILABLE ON WEBSITE

® : . -

https://apres.fda.moph.go.th/FDA_POST_VIEW_CENTER/PUBLIC/DRUG_ALERT

June 2024, Bangkok, Thalland

P/ —
ZEEPI g ERmEEE ARG E B e RS E

e

nnen B E B 5 2 EhP) FH 28 an A ) B Agoll4H. (Veterinary Drugs and

Hazardous Substances Assay Division, VDHD ) #{TEE =k G SR »

Hr AR DI B R SE e E B Fe pnEh ) g8 ot e ol - EREB R

W RSO TEIY ] G T RT i R R

T SN FH S8 KA - BOK TR & B PSR
TTHERS R EEE (ACAC H7E)

IthEEmTEEEes (AUHERKD)

s EEYIERINIIY 2 SEhna & ~ AR

IR e EA SR -

}T
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http://apres.fda.moph.go.th/FDA_POST_VIEW_CENTER/PUBLIC/DRUG_ALERT
http://apres.fda.moph.go.th/FDA_POST_VIEW_CENTER/PUBLIC/DRUG_ALERT

Quality Control of Antimicrobials at BQCLP

1st Workshop on Substandard and Falsifled Veterinary Products (SFVP) and WOAH pilot Veterinary
Meonitaring & Surveillance Systerm for SFVP (WO VSAFE) for WOAH Focal Points for Veterinary
Products and Regulators of Veterinary dicinal Products in Asla and Pacific
Bangkok, Thailand

12-14 June 2024

Chusak Ardscongnearn

ARAZBEY S ST EHEREDH - /°d VOHD $7 - fRE8 T oigE
2 EMERTZE 5 S (Asian Guideline on Drug Product Stability Study ) | -
ZEIE IVB &Ik (SR AlEE) © NIz Y e 2 #7520
MEEERE - WA B EE i BaiE TE % - BAOME BB B e e
HREIPA 77 {8 (7 Z T3 5 P S s ) L AR 5 T R A
TR - R BT E T O 10 F R Z S e B 4
JEE e B 4H ( Division of Animal Feed and Veterinary Products Control,
AFVC) Rt &84 28] FDA T T2 S TEUREE -
VDHD {EHZREEYHSELER T ERE - ZBEBFRYIRETHE
FEEZHAL AT RE RS st LR e R 2 AR AR e BT R BB e T 8
5 '8 £ % ( HPLC-DAD-FD-ELSD, UHPLC-DAD-FD, HPTLC, LC-
MS/MS Kz LC-MS BT ) ~ SRS e B SR A e i e ep e s 8 ( GC-
FID,GC-MS/MS) ~ ZIME st KA e ien . .. - AR
HfEesax D) ISO/IEC 17025:2017 Ehg==sl5E - ZH = H 2011 F
E5 NS 14 RS - HIAH KAUSFER R T
B Enrofloxacin 4347 (2011) ;
B DL LC-MS BETPotrtih oK T LRz 452 k5T (salbutamol,
clenbuterol & ractopamine) (2011) ;
B B ST (RS Mot (2013)

0]
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Tylosin 73f (2011)
HEARR RS (ML) (2011)
Ivermectin 43ffr (2017)

DL UHPLC-DAD 43#r4#%i5ersK = Nitrofurans, nitroimidazoles k7
chloramphenicol 53 (2017) ;
B [ UHPLC-DAD 743t & & i f& b ) '& Bk 47 glutaraldehyde,
formaldehyde k7 glyoxal %47 (2017)
W ISR E B T & A o T R E T HE &) available
iodine fii¢4> (2017)
W DU E B T & A an T R E AT R AR I T available
chlorine %43 (2017)
W IR E TR A oL T E R Y E R oy gk 7 B R 73 (2017 )
B [l LC-MS IMS 758K o L7 2 #a Z Bk 71 ( salbutamol,
clenbuterol }% ractopamine) (2019) ;
B [ LC-MS /IMS 4% ax7K 9 Nitrofurans, nitroimidazoles K
chloramphenicol %43 (2019) ; DL LC-MS /MS S3Hr&geygafhis
A7y salinomycein [l 2 ¥ A KRR (2023) -
() BIYEERBEERFEETHFP) L EH
H1 WOAH 11y AMR K &) g€ BP9 Andrés Garcia Campos =458
FRED [ BEE A B4 amila & BB SR E R 2 B IRESEN 1 -
WOAH F55ifit " mEREH] ) - TR Z ZPPEEE - (& Rk Havimal
fE - 25~ BF B RIFERGZEY) - (MHREREAHUZmeETE -
BB AR B Z B E N G BB IR A 2 HERS S FTEUS Z
SRR ISR o AR S — R BRI AT E N - RIL - 5B Sl
BRIy TG RERL » — P — P IEBR R - SFG A\ BB EER R e 2
G BETRIEE T/ NMES RIS RS IR - SRR AR B
g A — 2 EEZ - AR RERR S -

4

%N
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BAIDHEENER | S VIERE ? | BB O HER SR T BT
R ? b ? g7
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EHRE 1 EREREE AR

20243 H15H -
(Pharmacovigilance system) [ E %X ¥ & # B Bt B 1L @ BM A BER -

1B HEEBENDr Green ZEREFFERBM Z2ENZTETEBREZA

B

Dr. Green 7= - 202454385H - KE Kalesee & HappyFarming E%E’ME&E?L#:?& %HjEE
EHEBWEIKEA ( Staphylococcus aureus ) SIEERERRMZLE X ( clinical mastitis ) - B4
ERIBEER MASTOPE TR - MASTOP % — & 2 7 cefalexin ( 200 mg/syrlnge )
kanamycin ( 100,000 L.U./syringe) Z3.BAEE 2R - ARFABSKE - FiERE ZH FERER

B¥RLE -

1% (202453522 ) -

- Dr. Green ## 75 —{@{EMA MASTOP JARURF MR ZEH -
EIZTMER MASTOP JBBEBEHBRMEIKE ( Staphylococcus aureus ) SIEER
HEER SBRBEHRKRES—ERS 'CooooolCows’
AER) Puont & ©

B A H AR 2 SR EEHE, - S5 aHEk YRR T am Il sCika am it o
KO DREERVERRMT | s/ DIRLEE ? sz an e 0 g BT AHEATE) ?
JE ?
o EEEEERFLEY I RZERNAFZ A ®  EEdnPREE R mHl
R - & ROEARK ® &
® 2 {fiEHASRA JEEHIE ZIGA Y A
JERERI FEALEEN > BT
o bR it - %R
f ~ EEPRMEALSS % REEREL
R GRYUE YR
MsEs (AST)
FEALiE E &R
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EHRE 2 EREREE AR

1R 4% Dr. Green [1:R% - HappyFarming/#15 f1CoooolCowi B8 M EME TR T B 2 BARE T 5 R Y
9% - Hp1EREMN (www.bestvetproductsever.com) FHEE THABERNER T4  MB1URESR
FEARFMANEE - LESEENEERE TIBANER EHE -

HappyFarming 28 ZMASTOPR & CooolCows 5 {# Fi ZMASTOP# R

- EmECTFM: 9677-DR - ERBRCFMH: 9677-DR

- #bS% - 66766AA - #b5% - 22989GD

- BUSHN - 20195128 - HERM : 2020%2H

- EMMR : 2022128 ' - ENOMM : 2023525

- WM 5K (9L), 10X (ARAK) - PN : 5K (3), 10K (ARAR)

- 348 : Best antimicrobials, Humai, Lalaland - BSH : Best antimicrobials, Humai, Lalaland
- $#$i87 : Cool Farming S.L., Finteju, Lalaland - $$i8 : Cool Farming S.L., Finteju, Lalaland
- RERERSE & - RERREEEIE

BEMEEFMEARE 7TELHEH RALLCNEERIR 7 BRME  SLUBRAETIEIANBE  WHTH
HRH - AHFRBRTEFBELSY) - HHESEERAMER T EHES DRAUEHREEEREME - YEXRZ
WRMNERTS -

FE R HATEIR 2 SRS - Sl IR TR TRl A C sk TamaS A o

A DA E VR R B | e/ DIRERE ? el T TEERE T (TR 2
JEE?

o JFEWIEREH O EmEEFEREE | © ZEYEH o ETHEER=ERM
e e AR I E BEEHEAE ® IR ERREA

® EmmiRZ FEFIRIE o HEEGIE > ML
FOEREIH TR Z S

® EhniBil]
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EHRE 3 EREREE R

g RASLL R R -

LRSS

EMERBELRXE  BRAITHREESEBRENNMEMEY R EE
(antimicrobial susceptibility testing, AST) #3R - FERRBZMERE 2285
BEETRE cefalexin®l kanamycin B BUEH -

EFBIEE (Ani-Mal Agristore, Kalesee) B EmRIERIEY - THIRBIEES
KRE (BEEHARER Y HE ERECHZERR - BRF-ENEREH

iR m WOAH % VSAFE EEMIEEH#E - RAEBWOAH &&F1E - = —EIX
ZE R R E TR R S EMASTOP T5EEm -

_ AR S E—E
BFERRTELSEINE  BLORSERSBNINEEN -

FE B HATEIR 2 SRS - S El TR TR e A C sk TRmaS AR o

A DB ? gr/ DIRELERE 2 TR R B | AREREL T
b& ? 78 ?
S5z WOAH B I 48l S REHNEEMK | O ftEgEDE | o BHE
bR A RERY S o e [l MR E e A E] EAFER Wz
1117 45 118 B 2R A 1 8 o A1 R AN e ZZERH?HE 8 Z EEfn LI i

S -

AN B R R BRI S B S SR R B
BSRNFATL T IERE 2 2 » MASTOP
FEZARL -

R R BRSNS TR R S
FAEGE - AN A— IR REHE
I ) I A - IS S TR DL

=

02

RRATR (B T Al 5efyEmm (7]
SER ¢ Ean TR - AR

iz SR - FIRE

B R R
BB
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EHRE 4 EREREE R

BRERRAIERREELEREFETRA4RE , BRI TRABSEROT

5188 (%) | HappyFarming CooolCows
x5 28
IR
BE 4.69 5.2
BE H-5= H-=
BYUEG
Cefalexin(mg/syringe) 91 130
Kanamycin(l.U./syringe) 100,000 64,226 77,920

—3 .

TEfFEBMRE - MAEItMAEEEETZER -

Bt ERR M PnRECEA

FE A HATEE 2 R ZERE - SdHEl MR TSRl ac sk Tamss A

T U EER R
JEE ?

iR/ DIFEEERE. 2

yazis fanl e

R T (TSN ?

® rapatERD IS
B TAE R
UABES)b G EwE SN
IE]

® B HTWTEE MY

&
&
Mot
Tt

o (WHFEE ?

® R ?

® ELNERLE
o (LEE T REF(E
YA

o - DhlRUER
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EHRE S EREREE R

BESH

L—E—

www.bestvetproductsever.com

£ Ani-Mal Agristore B/ , [EEEBBMMIIEHEEXER

RESYHERESHETRERER L BIREHBIB500X MASTOP 5
25, aﬁ*&%ﬁﬁl%zozzfﬂﬁizomfﬁzﬁ BLFHBRAUHEBE,
EHBRFEREREREN — @Liﬁﬂd‘*%@o

REEFIFEMNERER LITHE - B8
, BZMUEERERN [ RNRE, B

BRRH,
Rl R B iR 2 SRRENE, - AR NI EREE T R ke A R -
TR DEENVERRMT | GaDIEERE ? i daali ity g TEBREL T (T8N ?
JEE ?
® Ani Mal FHIERfA @ Ani Mal BERE © W LUEIEY) | e  FEHUEEF
A i ESH E BN S O Em - | O BT
Z RS ?
& FTEEMBHIRZ
o815
(L) RS L
AR EEE AT S R4E4% (World Customs Organization, WCO ) g k&

142 (Regional Intelligence Liaison Office of Asia and the Pacific,

RILO A/P) Mr. Billy KH YEUNG f5# o # Bl ETT iR © /B RESUEAIH i

( Customs Enforcement Initiatives ) |

By

BT FUR R H AR Y SFVP A 3L[E]
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F

\JlRlLQ

World Customs Organiration

Customs Enforcement Initiatives

Presentation from the
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AP Ryttt SRR AR ~ skt - |50 WCO & BB /BRIEH -
HeEBE e REFGSHR BT B - BEEa ik Em T4 2 ATz
(AR NE ST TR ~ AR KA S AR 2 B s NI A EL A o 7 e B e
(e A BUA R AR Z &I S F - FRoDREI S RILOAP 2 G
BEIHET 35 f - EflET ~ BN ~ FhILEL ~ A7)~ T30k~ SR
i - 2B - B (PR - ENRE - ENJE - FREH - HOA - BRI - EHA
REEIME] - BT (R ~ B2k - BB ~ 528 -~ 4if ~ e
SRR~ FTPERE ~ EEARTIE ~ 855 - AR AR aE - JEERE - pEEL
HOOBE ~ FrEFIEE S ~ WrERIR ~ 2860 BFE0 - S0 - FLES P el A
Fe o AHERE 2 SRER R HYE B E) - 5 1987 FREEERE - HA -~
+ BT 0 2024 SRS REOLIN A -

RILO A &ER SIS RIS A= > B RILO A/P St - 1A EREAIENLE
g~ mE SR~ 3R~ PHER - SREIONTRER ~ PEIE ~ oPIE -~ BREEIE ~ dBIE
B~ AT RN T FUERIAEAE (WCO ) & BB » SR A = <0%
2 EIRPIIEEA S UATTE) - I HBL BRI A = B (E -
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The RILO Network

JIO Caribbean RILO Central Africa RILO North Africa RILO Asia and Pacific
- CCLEC Caralbes - e - BRLR Afrique centrale - BRLR Afrique du Nord BRLR Asie Pacifique

RILO South America RILO Westem Europe RILO West Africa RILO Middle East Independant
BRLR Amérique du Sud BRLR Europe de 'Ouest BRLR Afrique occidentale BRLR Moyen-Orient Indépendant

- RILO Central America - RILO Eastern and Central Europe - RILO East and Southern Africa Non-WCO Members
BRLR Amérique centrale BRLR Europe de I'Est et centrale BRLR Afrique orientale et australe Non-membres de 'OMO

RILO fREIHF&E & HENE (alert information) - DIl Er & EIHYE
R BRI R EREUTE) » WEHASE M /3T (analysis reports ) 23
s FAE S R AR - DU B EUERE EE P IR B RE -

% WCO Z/ghi%uAAEEs (Customs Enforcement Network, CEN) 451&
ol 2022 FFIREE B iR AR 4300 E ARSI EERERE L -
1.9 fRfFIEET 192 M JREZES, - Ll EDIEM RS - 5
i LA - I aE KE AR R RATH BB - (EARRARET - LR
RoFTAERLZEM 2 20% » BRI AT IREEYIARWGRAESE -

CEN JETTE\g S5 17 T ZERh B s vy Pt » s R B R U R
SEEE - R Z TERL RO A B E0 S B e o AT PR - R T TR
JTTEIAR T2 » FERZ SEA S5t ) P 5 RV A e e R A gt b R A B

Challenge for Risk Analysis — Availability of Data

Customs sefzures Unknown
cases (smuggling cases)
Mo data FREFSFORRESESANRS 1
:. . ] input t ':
| g"t‘tznai : i Data/information !
i ustoms i of other
{ database \  enforcement |
\ agenciesand !
| private sector !

Criminal networks know both seizure cases and smuggling cases?
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fr&at - DA e e EEAT AR -

® EMBSTENUET 0 AU CEN Ztsihisd i 4t ~ B8 CEN 23R
%8 BB ICEIH TR EACH GRS EUEIR Ay CEN A] HS0E 2 f8 =0
730 DMEERERZE A Z 250 (MR AR R i e E

A o] S EAE SRR T BRI

Measures to Increase Volume of Seizure Data

v Improvement of CEN or develap a
new system?

v Regular support for Members to Customs Unknown
use CEN seizures cases {smuggling cases)

¥ Conversion of national data to T . i \
CEN data {(and / or other systems)
(Excel input function)

National 1
Customs !
database |

..............

o ¥R IITATEEER IS - ATRENRIRA CEN 2N ER RSl
PRI SR A R 2 ERLZE M Bl ERIERR A SIS E R -
TEIRE IR EACRNEEE - SEAPUAREE (BB BRE) WA
&~ MALRE—SEF DG EEEEHRET I -

Approach to Unknown Area

* Expansion of intelligence network to
other enforcement agencies (police,
immigration etc.) and international
Customs Unknown organizations

seizures cases (smuggling cases) * Further collaboration with private

[ L 1 . ./{ sectors

Open-source intelligence analysis

No data

input |
Datafinformation of

1
[}
1
:
1
i Mc.:re i i other enforcement
information/data i agencies and
)
1
1
1
1

on unknown area private sector

® ERHIH S ESURIEENY S ] R T - FRHERT
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(RIS SEACULYESE Vrdlr
LS RIVAEERE S AV T
B FHESEEH
B R EFEA R
W TR A REOK
B RS RRE NG S AR SERE LA

W
EU

(+) ZHBRBE " - BHARESL ) — £2RIEFERELZE
H BN R A B AR e B @ F LS B 5 (Department of Health and Aged
Care, Therapeutic Goods Administration, Australia) F4 Paul Huleatt & 3E{ 7RG -
HREEES (WHO) BB 45 - (REEE M
4% WHA 55 65.19 575% - " WHO & BEIHIE 2 B A IRaE AL #EE -
(REEFES G - L2 AR EmE 2 B EmL A EE SEIH WHO 4
Hha L BIERGTE  (RHES S R ARy EE 7 i < THP T EZERIAVAHRR S E) © |
WHO f58% 88 2 f58% BfAH 6 (EDNIREEL (GEM ~ =N ~ BhE
BOM ~ AR o R PEACEE) (3R @A 2 HIEEEEEE » 14 FE
R 11 AR TR o BEA 0 BR Rl E s R R - R I E H sl oy
FIH o F RS S a5 S - REIE P o BT TS Ry i 2 - B EE
BRI Ryt ZERELnE ~ 560 ~ (2P ~ PEACPHTRG AN ~ frf = ~ DLESI - ZERE
UETT ~ EIIRE - HIE ~ BN ~ 855 - WHO EFTA & BEE BN EHRRE - 5
o [ PR > WEREUTEN S DUiE 50 %E ~ (R8s - R ERIEEER Y
G it H AN LT -
FEE ~ (RN R TR ERER
BRTMIRHI 5 BE ~ (fyBE 2 SE(FRSE AT A e 2 eIy - — iR e
(et Bi% - Pl itedl m] = ra (8 MRl (BT TE0A $HEME © Ry T
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fF > ST R - IR SRR ) SUEE Al (ST inlaist - R

i) - RSN T AR AR 5 T 2588 ~ (REEE S > I H E ARSI
HAR EARRI RIS R R FE AL > 3% B 5 ] RE TR PG R & IS Lh e ATRE L

RIUH AR ST iR - 72 A LRI Z s I ER T - E Rl s N T AR D
an - FLEEEY)S HEE TR B ERE - A0 T IREEER S5 [ -
SHETTIRN - (EEREEI T > IFREIIRE B - JERIEE T SRR - (2R3N T
HERTE - HEPREU T Y A TR A -

FEER AR E L HINES — ERGEEHEE

FEAg ATFIRE ST AR o > FeMTR] AT — B/ NE R I R £ WHO HY S5
BT o 4RBLCR R BEEEE WHO » 4T BER LSTR85 - (BSERE 1 5% -
2 FER4% 250 (Focal person ) &{fi FH 2 ERES 12 KBS HI 2445 (Global Surveillance
and Monitoring System, GSMS) s WHO » il #e38 - S ¥ aFEBUEpgFI
» WHO miE A | il 528 2 i an FOHRBAR R - WA TR - i d
ST i S
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Mofification
{Focal person
GSMS)

. investigatioq__,_; Investigation :
- '/ -/

== '
:.' '-./ _,f.ll)' lrr_,-' I
S F _,-"' I
Z /]
o I
; -:} ,-"I{:I ."I:Ill
g l,-") !__.' .
g S Medical
’(’ x'; Product
¥ Alerts
/ {Risk
/ Communication)
n
S
Countries ”::F? Manufacturers

NI SEFR 2588 ~ (RgErEsn (SLRL) 2 R0 sUE TR - ARG AR 2
FER(sE A 2552l > AU WHO BEA 2402 R - RS - tEfRE S BT GSMS Jits A
PR B~ I BN E A LU SR an B R ~ AT PN i DA T B A R
JES 2 EEINE R - Pk — /AT e s E B B R = FER R A - f
Wi R R AT~ BE AN BN AT 22 2 BAS - 35 BE RS ] L5 = U7 s A WHO
S A BRI SR = R RS -

NEERERERAZEERER

EHFEAE=ERE - RS RS S WHO B - 28 —(@E5 - 4
B mn IR Ry 1 A% BREAE 7S B B AR AT > (HIS BRI AT A% B
HEFT > RIS R ENMNPR BRIk o af i B B B B s A M e I 25 - 2R1M > ATRE
R THIIRERE RS - EFERTRR AR il sE BT IR A HE T (I - B btk
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R ) ~ BEARTREER B A & ~ B nT R B R B ~ SR
SUERFIR ~ BEA A RN R bR MRS ~ 88 an FTREMH T~ o ATsS R ATRE
JELURERETE -
RRHIFTEY AR
o BTN ? BREGEMERY 7=
o BN ABR R EM > B Re e EE MY E
o RN 2 INFREEE ? CAZ RS Ryfa] 2 df/ b 2 SRS B far 2
o Ttk - REERIRURECRESE 2 M ANERE 2
o SR " AR R ) 2 PR 2 FRE - (ERS SR S > BIANERIR
BSHl - SERIAD ~ (B8 - BHER - EREoMEINEhEEHEE
o MR ZATENATRE R 7 M HUE A et R U T8h 7 fR 5 e
EZE S YIE S

HEERAREEE — MOHIRTHY ARG

(GRS T RE Ry e I AR B A TR > MR BRI B T A AE s — 8 - 2]
RS — (BT R H MR IE - B NIHEHRE AL S - B s Mg IR T2 A 2
ERER S BLERSEE AT ? LIS A e S HRHE AHEEE (rlHy 75 il 2

Sy {1 3R] S P B S Are D SRR L Bl SR e UR. 7 73 e RS H Bh S XE 12 458
178 » {HASEMS > oy T ME e SREAE(EsFExRE R - =
AR HHEEMEIE - AR ITRTES B E - L T R IR B A ~ SE7
Bl - (BER5 - BHER - sk EREEHEE - NI EFEMEE
56 NHYS BIARMIHRTR - BEAD > Rfif&ITE rIAE (1 - i L A AR (A e BRI T
B ? EEERT SRS (APD) ARED > SRE T 2 RS R
% ETE 7 SRATA SEREERR oSG e ?

FERREED — BAKZITE
PR - BLAHREE A 2 AHRE & T N Ryl 5 o EGRF B 1EE 2 Ry IEEiE
Bt ? R EREUEA SN EATEY (I - SRR ~ BEELERE) - 8



IRFiE 48 GSMS [r] WHO et ¢t (T2 H AR EEHS (WHO) ZEE(
{RyEEtmbn 2 T B F A5 - )

mei& > DUNEEREDT 2 - sfembe e lliEsE - DUES Al ge A FIF5R 2 5
7 o Helh 22 T Ryt M ROOT e R = PR 2 A e H i s R 2s S R
£ty > —HEIEME 2SS - B4 LC-MSIMS » FIFMEREZ ot - faifill /2 25
E Rttt 2 FEFH R I TP E B -

Lab access challenges Lab access challenges
High cost

No time pressure o

High cost 4

Time sensitive

v
'gn No immediate consequences ISV R T=e [Hlo=0
% (public health) (public health, lives lost)
=
i o
o
e
3
= Accessible field technologies ~ Accessible field techologies
Q or visual inspection or visual inspection
(]
& | (Low/no cost) o imesensitue |
No time pressure S O I e
p Significant consequences

Low immediate consequence  (public health, lives lost)
(public health)

Application

WFIRERZEER MRS EERE (15055 T ewERFEEES
QUG Z o3t 05 R T B T bl DR IR ) - ETT B AN IR AR B - i
BT MR IZES] - BFEEFHTHSEMN > A ERERE SR O (TLC) ERdEsE
gy EGea _HEE (DEG) 53t -

2 SRIEET R TR [ 2 oA > IR AR ST > (H ] BE A e S B R E K
AR E I E Rk - SPE BT RS | 3 T EE I N U R E e
Rk - AEUE AT - B =T e 1T 2 el BTSSRy

(AP1) 53ffr - 7R AHGHEES] - (HRARGH
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3 MR Ra R I TR SR - EI P A L ER - RIS — AR
iy (R EE > IRAREE (PR AHEERABSET) - ARSI -
ERATEEA FERERERTE DA ELREG5H f e S P
TLC ¢ -

4 SRiES R BN EE > CHREE S Z EREf ~ Bl kA - Baatt
b - TREA ANBSEL » RS - SREREGIEE - SRRz
Bl ER AR S REEA BB (ABET) - FEEETERER
M R b i SR PR & -

(+—) WHO g #2088 R (3588 if =~ £ ER B R IR A %47 (Global Surveillance
and Monitoring System, GSMS)

HH WHO JEE[ 95 5% k2 {f &% 7 fn B/ NH 2. Anita Sands 2243 " WHO £
F 8 R ARy i Z IR 248 (GSMS) | -

WHO 1z \IHES B i T A TR 2458 - WHO 75525 LhaK B i B B4 <A
WETARARTEDD - THEARIEDTIE ~ heRl e PRITE 25 SR 2 7 7 1) » WHO 75
B R IE T EE - WA WHO SR RMEARZEMEUZE - AfHET

"WHO 2TR9%E K (8 i B2 R BN £ % |, ~ T 40faffa) WHO s | ~ " WHO
WHeT Al P2 LEEH S T B ER B

3@5&
i
EU

U
H

HER SR KRS Em ?

(TR 2 8E R RS R 7 ILEFRIFF RASE | LR 2R EI T8N Z B R -
WHO FE TR 25 88 5 (R S8 ah 2 TE FREE AR - WHO Bl ERE 2 (A
AR TR - (R U E R G R EHE gl 2 TR st
TEFATT

o 5% (Substandard medical products) : fZ 4 2 B oKk AE 22 E H S
RAELRA > WS RER - WA TRESBZELE (out of

specification) | -
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o {BBE (Falsified medical products) : # = LAER T2\ EEE S0 - oy
BRI < B PR A O

o RBECEMEIF R EEY) (Unregistered/unlicensed medical products) : ok
A B o Bl IO A R B B TR B A S/ B oA B R v A E % 55 L
{T9HE ~ B -

WHO &5 —{fH IR Ea b8 e ZEB - I — [l ekt 2 T
B BEAREEE 7RI 28 > DR FR SRR SO ~ R ~ BT
A B SC BT A5 e

iR WHO £3RESHIFIEE 2 2.4 (Global Surveillance & Monitoring System,
GSMS) ?
WHO K& B2 20K » 11T GSMS » DU o B2 Ry gk e
H BB a5 SR Rt i it e IR Bl G & 5 TR RIS Lh 5 BE B (fy 5
g IR (et E BEl MM o 0F © B E B aBH SRS R | 58
{EEZEREST » DAR L ~ Al EE Rl e 5 8 K (R B e i
BRI T i Ry TER IS e o5 S sl B e iy L B - & — (M R R E IR 2y 26
BRI ERM T R 2 B - i ] RE S RAE AR IR AR T 5
noa< B A N o PREEE EEY) - 15t nTRE R IR RTRERTEL - AR AR EAM 5 R A
S EIEGELLEEY) - BB EERE ] BE (AR ENTE LR - B4 - £ COVID-19
FEEHAR > AV E R - 2SR MIRE R EE T - KA A& EEFEIR
TN > EFHE T ERME - ATl ERGEY 2 EER = > BIEalSE TR
HEDUREIRG -
WA EH GSMS HAE ? 5K GSMS fE Ry 50 SEE Ry 8 e s S BB ¥ O 2 A
At SR R B E TR i R o SR B R SR L B WHO B e 5y
HEI WHO ERRIEN SRR > K& BRI (R SRR R BRI SR B - — i
= 0 10 (HEMF - B 9 EARFEE WHO ZEINTTE -« BfFi# A WHO Z4i74%
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BRI A T R AR R > R RE gD WFIEZ S ES
Ry Al e R MR BB R T S A S0ty - BE - (A EZaExE
AR AT N Rl BB E IR A RS R - (AEEWIELL - )RAEA
ZERRE T 77 Z R T - IRPTEN AR TR IR UL AR - EfE e d B 2 B
A RMAEREGEIEE < Kt - WHO A S alE—(E g & B il n] DS A
SEZ P& - WHO EfifR# M - B At s (BRI S > MT—
e FILREREE RS -

WHO EEREFZEMEN ARGt E (R 2 —(E Bk - HAp I H e e &
AT H ~ B e 4gs% - s « SR BRtE -~ ot BAg - 855 - B
faE R bEI R B E TR -

EREILZE DR ERE

TNEIFEOIEER T S R i &I 2305 54 T8 - AP A RS
Defibrotide & fm 2 {2 - ©RHINGRE S IEENES - REER TIREER
FEEEE il A PRFMEU AR - WHO (RIS S A E 2 1 il - ASEFR e
BRAEE a5 3R Wit Defibrotide {f%4% > FRfiZAR4EoE (Latvia) 3 ¥z45 WHO > WHO
EAffedEnd (Latvia) ~ TR {ph 1% - S43R IS EL (R aE e p (L IE R TERY ~ 005 H M
AE ~ B EANEEPY AR E R o 218 )R AR B S S RESIPI AR AE -
HHION 2 PE - — {8 B S I R SR (1% > AT AT LUE BB PR fh (R 25 B B 2 R
o H 38 L i 2 (BN SRR - — HLES A % > WHO BRIGULE S 2 il B -
EREEE R L -

51



Coordinating response through information sharing

* Two batches of falsified Defibrotide
initially identified in Australia.
Reported to WHO by Latvia.

* WHO coordination with Latvia & UK
identified the supply of the falsified
products to UK, Saudi Arabia,
Switzerland, Brazil.

* Following publication of Alert No
5/2020 - falsified batches also
reported supplied to Argentina,
Singapore, Malaysia

g’%% World Health :
% Organization

TEER T H 2012 LK - WHO U8 2 B - fe R AT S bn » BE
REM - R —(EEF TR B & S TSR © (R AR — Kin & h 3R 2
FIEEEE i © WHO R385 28 fn B SR (SO BRI -

WHO Global Surveillance and
Monitoring System

Total incident* and suspect product** records Total incident and suspect product records

® Products (meds + vax) B Incidents

|
Sept 2012 to Feb 2024 I Feb 2023 to Feb 2024
!
africa [ I africa [T
Europe N —— L evore I —
americas [ | americas [ G
tast-Med, [T — : tast-Med, [T —
West-Pacf. F | West-Pacf. r
seasia [ ! sensia  [T—
|

® Products (meds + vax) W Incidents

6{‘% World _HEEI_lth *Where an incident is notification of potential substandard or falsified medical products at one time and in one place.
{!e_____ Organllatlﬂn ** Where different lot numbers are considered different suspect products,
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WHO JR&ETHlERE 2 557 - bR TEISGE 250 A HtmmE R
REAE GSMS Mg It BBl &R, - ERAEEE B - N IHE O A%E
e on MU AEHT S DRt M ) M - BUS R i & WHO Z EE s ( A1 NEl A )
AP AT DU AR R S o - SR TS FRAEAE USSR & - WHO IIE B N FE V&
WS EEN > B0 Facebook ~ Twitter Fz#rfed © WHO JREEESHITSRITFE - REEGIA
GSMS -

WHO Global Surveillance and
Monitoring System cont’d

Incident records by source Top 3 therapeutic categories by WHO region

|
Sept 2012 to Feb 2024 vs. Feb 2023 to Feb 2024 | Jan 2023 to Feb 2024
|
' i
| ® Antiinfectives
| castmes.
|
| Eoee I Antineoplasti
I | seass I "ot
‘ 1 [ —
Health authority NGO or Academia I west Pacc [
! o3 03 &0

¥
u

f :b\"-s, World Health
*{bd Organization

WHO JR&FE 2 rEandn] (A LEEA) - flans{HE.2 Defibrotide ~ JEM
bl iR P A AR SEY) > SR HURGREEY) - WHO Srifrisstiist -
DUT ML S i S IR B AL E -

AR GSMS 3RS ?

1. HEZR FERRETEIR Z B eg L -

2. FEH WHO BZ T & E R » M EE 2 ISk BIBREE4L (&l Al
rapidalert@who.int) -

3. W4T CINHSE RS S R R SE e in Z B TRRAE ©

4, WHEEESCIEE WHO A D480k > B MR -
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5. BrgE AR SR &R - NI BHtRiEER 25 4% « (RhagmE mPBT - (ISF EEX
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Rl TEERATE R ?

WHO 22K i (R E] 2 5548 R (R S e i

X
Y

WHO 47 & i 2 fRF Lt

o BN SHEAERTLRIRIEE K 5 5
o EEAAREAREEEE  ILH
o EEAAE DL EISFAE EE o

WHO SR E BRI E

ELEREEEE TE R ERRRGEE O e FB A i EATE ST
SEATAMENE o DU e

o E¥Rz No1/2023 (S4kve) © B R SR F e 2 2 o -
o E¥ No5/2023 (fHirse) : AEENERRHIE AL 5 AR
o E¥ No8/2023 (BRI AMEANIH) « /£ BBl - NI B E]

FEdm °

il sia SEARAE YR

WHO B2 5k RHSH &%~ BRI E A 4 Rk S R S MU TR FTRE A = E
MRV T OMPR RIS B R SR A1 - TR ~ Bl s A Sy WHO 2 3 S5
THBG TR - R CRGE R S e (PIAIESTTE) - (AT - il
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1T8h) - BRIk & B R AR (B0 VR B - i EEEEREE )
HUEMKRE OBR - BRE) -~ JUAKE (BERE - FEF) -~ REtE (HER
T B LIEES) ALAEPT (RS - 28T AlRERr A & - BN - O ) -

International cooperation  prevenT <> DETECT «» RESPOND
against SF medical

Secure quality Intelligence Build capacity
prOductS & supply base (eg Frarning_, field
{e.g. seizure (e.g. exchange data & SEPEd mi;q;.npment,
aperations, enforce analytics, interagency )
legal provisions, etc ) collaboration, etc )

= Health authorities (ministry, regulators, = Civil society (community representatives,

NATIONAL quality control laboratories, etc.) health workforce, etc.)
focal points = | aw enforcement (customs, police, etc.)  * Private sector (manufacturer, authorization
\ = Judiciary (prosecutors, judges, etc.) holder, distributor, importer, etc.)

(REGIONAL O —=ur—POL B @;ﬁ =
L!"Iet‘|.l‘|."()l'k£‘, FURDPEAN MEDICINES AGENCY ' et )

@mswomnuuu t_’ @UNODC 11

(GLOBAL

&) World Health @)) World Organisation 1S 4
| systems 87 organization L AT ,\ﬁ,\aﬁ\',‘;m:-k:”m: e unicef @WUNOPS

e o Ny -y

(+=) REWGITNEEYZLBER BEEREHE (FAO RAP MER972%
AMR EZ51&)

FHlk & EE B R R SR s H AR R & ik S e (FAO RAP) BT A=Wt gt
(AMR) HZETE {3 & Jutamart Jattuchai fEis " 1> & 005 Im ISR EY) 25 58 K 0
SRR AR |
FETE e Z J775 SRS LR Z I ~ e n N R R SR Y B S R R D
FISEE R AETE (B AMR SRR ) - AR IAE - SREUT
@y - IEPTAMR -

\

BB BORIRENY) S B R (R e B BB R - o] DU 2

FAO St/ N7 F-hi4n - B1r—EE R HEEFL (Famer Field School,
FFS) - DIGAEERIAY 77 ST B RS IR EIR U EE - Frast R (FFS) 445
—fE TLAERER - BITEEYUSEREE AT » EEIRRR S A 15 &
25 HALEFEBIRER - EtE RN R E T A HE EE - DS
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B2 TNETEREEMAASE -

FFS 2B RHE B T EUGRTgH BN EE - 55
SRR T AAE AR IR = UG T kL) > 20 fiE FFS (9 500 AR ERER)
FEIRINE N - PR % RAF 2 A MeE » WD THiis e EYEEy) 2 (R - FYIEM
ZINFERE R RIS - peThHEEh RAFESE 70 (B L e A E) ~ AR(EHE
PR PIEEY) ~ A R EAIRE S ~ ERRT R - EHEE -

F R FFS Z 80971 48 e on T 2GR i1 FAO iy Mark Caudell {81
pg% > St T HEAGHY H AV ARSI E T 2 A EEmn s - BRIt
VIEEY) > APUAER ~ DUREEEY) ~ DU RS - WAER  HEH - [FREEY Rk
B > Ml EL B AR B e aC ik - EUIR SRV A R AR AR (BlE - A
UGy ~ A ~ BIREE (G TR R (EFREZ 20 ~ G2ER N CaRteial;) -
SEY) R BRRE 7 b FHEERHIE 7 - iE R B M e Sy B S T AR U A28
ZERER > EREHE R EAEEA

{5 RS P B i T R kRE

£ FFS Bt6Z AT > BIBWE B EESERMAEY 72 - R - 8105
HRZEER - Ry TWEAFEZEIE > % TATRREARMGRR (FFS 2815)
ZWEEMB R AR RS E M 2 B GRS T B
MRS (L)FgSEEE 1 AR UCEERTA HI58 Z e dn S HARRE 2 Wag s 77 (2)
SCEkFHEERNE (SR - TR - JBRERE - BN ) Z&C8R -

SER—(EA E IR - BURIUEE BRI Y05 - (B 2 i T HAR
AU R B - N A > B R B B [ B EOK R AT A LA 4SSk et »
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A EEEL T ERE - ErEEG
1. ¥TBH KoboCollect FH# " # &7 fh L H KRS | » KoBoToolbox 2—%&
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&R LEEer 2 SRR R T B EAG » [T DA TEIR A (A% - PR
B ~ FECAER) LA -

2. BERERWER Z8H  WABYES ID (eX51%R) MERER (R(E
ANED -

Veterinary Product Tool: An Example

« Open the KoboCollect Survey “Veterinary Product Tool”
+ KoBoToolbox is a suite of tools for online or offline field data collection, which you
can use with your mobile devices (phones, tablets, laptops)

« Select enumerator name, input Farm ID (from Master list), and First and Last Name
of Farmer

: Veterinary Product Tool
Veterinary Product Too Veterinary Product Tool

1) Input First and Last Name of Farmer
Please select Enumerator name Input Farm ID. Consult the Master List I

Steve Smith
=) G Mark Caudell L o gL
) Mitch Drabowski

3. BICHERS TR G IR EIE - 5 n > 558 | Yes, » WARRENY)
MEEEMIRR - EHMEAEE I - 558 "No, - WHE T8 AZE
SREy Y INCTR

4. TEE(EFEG] - Pl MBECHIARTE nT IR 2 (F o L B Ay S — (@7
mre Vetoxy 20 o &5 W ELEE S » BREST By Oxytetracycline » 2%
—FfEPiAZ > #EEREE T Antimicrobial ; - T Veterinary Product >1 | £RiE
AW BRI S —EEmn (BRI TIE) -
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Vetarinary Prodoutt » 1

5) Select the type of product

®

O O O O

Antimicrobial, including antibiotics and Coccidiostats (include multivitamins with antimicrobials)
Dewormer

Disinfectant

Multivitamins WITHOUT Antibiotics

Pre- Probiotics

5. TR A AR B RS SR 8

"Satchet/Bag ;, (#E{E4ITE) -

LEL L [ R
Veterinary VeterinaryP. © B %
. veterinary Product » |
PrOd u Ct TOO l » 8) Is the product a satchet/bag or
a bottle?
An Example ) © sochaeog
O Bottle
* The product is a sachet so
select Sachet/Bag for Q8
< BACK NEXT >
%] ] ] o
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- (EFME R AR IR E T - WECRIE R REVSITaT3E - I A &R
HEESIERA F - Jal81& - B T OKAY  » ZM&REERE TNEXT, (#

PEZ0 N )
1024 PP [ R
VeterinaryP.. @ B % !

Veterinary Product = 1

9) Take a picture of the FRONT of
the satchet/bag

Take Picture

Choose Image

< BACK NEXT >

024 Mad DR 4E5%e

© B v

Veterinary P...

Veterinary Product> 1

10) Take a picture of the BACK of
the satchet/bag

Take Picture

Choose Image

E TSR IE R 1 - SR RGETHE AL - TMFET
Bl A Sn A TEAI A S 4T - WOe s g [ EEUR —(EaEpIE R o FEL
#FT > EaL RS Vetoxy 20 » A FEIHYATHE Alfa Vet - BRI it
TR AR I - SRR ERE (REO T E)
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NicaP$ UM 430

VeterinaryP.. @ B % i

e

VeterinaryP.. ©@ B

7) Write the FULL COMPANY

6) Write the full PRODUCT NAME NAME of the antimicrobial

of the antimicrobial

v/ X
oy ‘ 8

EXAMPLE

8. HEEMEEA/NZHE - AEEEETH - M LUEEE 100 52 - AL
55 15 BERUAEY 100 - 26 16 REREEESE T Grams | {EREAL (A1NE) -

Veterinary Product > 1 > Antimicrobial size
15) Size of product
For example, If 250 grams write "250" for Q13 and select “grams’ for Q14

100

16) Unit
O Milligrams
®) Grams
O Milliters
O Liters

O None, given by syringe/pill

O Other
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9. MERZIIAEZESART ? HERECHEVEFREEANEKE
Mmex B2 N B ST MEBE AR SatfatAE 77 - 1EE(E
il - B RRERMARTT - FTPASE 17 SRR T Yes, - IS RRER -
R EEEEATBALAEE )7 - FTPASS 18 REEESE | Private vet | - BHIRHURE
Vg2 A EfERERMAE T 250 oS (CEHER) EE T hiEE -
FTLAZE 19 BIHES |—250J (izDTI)

PR )

18) Who prescribed the antimicrobial?
wry Product > 1

= Govtvet
17) Was antimicrobial prescribed? 3 &= psidoprey
) B et 19) Cost paid for antimicrobials in local
® Yes _ O Agrovet Attendant 250
O No 2 Extension officer
Other

10. MR REPRAIER (actual dose rate) ZHE[ @ HIEFEEHE - FFEf

SERSH] ~ RBGZVBEIFRE - XEZEW - LTERAS - BRE

o B 1 ORELZ SRR ST 10 ATHRK > A 20 BT 4G SRR

HEE T, o 5521 B T EEY)E B 58 " Teaspoon ; o 55 22 B TIRE
WL, 38 TWater , - 55 23 BEUR A AEES 10, > 248 NRA
Y AT HEES T Liters | o

Veterinary Product Tool: An Example

20) How much of the medicine did they give| | VeterinaryP.. @ B .

1 O Milliters Veterinary .. © |

21) Unit of measurement for the medicine O Liters 23) Volume of mixer
put 0if syringe

©  Teaspoon O cc ) 0

) Tabiespoon O Other 24) Unit of mixer

. O Milligrams

O Milligrams 22) Mixed with what material
) Grams

O Grams O Water || O wiliters

O Militers O Feed ) © Liters

O Liters (O None, given in syringe 3 N:ne. given by sy

O Other il
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11. R RIS

Ko FHE=K > AIIE 25 i " Onceaday |

=3, e

B Mad Bw T A Ganm
VeterinaryP.. @ B W
O Milliters

@® Liters

O Mone, given by syringe/t
O Other

25) Number of treatments pei
day

ELl
® Once aday
O  Twice a day
(O Three times a day

O Four times a day

26) Treatment duration in days

SRR o DT BB R RAR AR —

5526 jE T REERE ) H
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12. RRFORMICEE G T 200 & 3 il 2 5% > SESS 28 fEgm A" 200 -

HERIRWART > BdmA "0, (W NEFTR) -

Veterinary Product Tool

Veterinary Product > 1 > Age of Bird

27) How many birds treated were 0-2 weeks old?
Write 0 if age category does not apply

0

28) How many birds treated were >2-4 weeks old?
Write 0 if age category does not apply

) | 200

29) How many birds treated were >4-6 weeks old?
Write O if age category does not apply

0

30) How many birds treated were above 6 weeks old?
Write 0 if age category does not apply

| —
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13. BERFR » MG R AREFEER » AIE 31L& " (AU YEEY) 2
HAY , - HiJ%J%EE T Treatment of sick birds | -

20 Bl . Cw 4970

VeterinaryP.. @ B W

Veterinary Product > 1

31) What was the purpose for
using the antimicrobials?

Select ALL THAT APPLY

‘ Treatment of sick birds

0 Prevent healthy birds from
getting sick

0 Boost Production - Increase
weight gain

[J Cleaning and disinfection

(J Other

14 KfEgHMRRESHENEREREAE > SRRAERS - Ak
DU A8 e} - WSSk B AR REARTR S « DU TR B RZER - 2
R MBS TERR R4 FTDASE 32 REEERE T Yes , - BRFR
IR Ry 3% (Infectious Coryza) » HIISS 33 fEHEESE " Coryza ) - f2
RPN JEAR By RIS ST » #55 34 BEEfE " Diarrhea ; 5 " Dullness | °
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sl PR

nama?

ﬂg Ves

O No

£ BACK

[,

Veterinary P...

tenmty Product= 1

32) Do you know the disease

o B

=

MEXT »

B30 M BT

Veterinary . @ B

Vedesisary Product =1
33) Select disease(s)
[0 Ceccidiosis

a

Coryza

O

[izease)

O

Fowl cholera
[0 Fowl Pox

0 Fowl typhaid

O

Gumboro Disease
[0  Infectious Bronchitis

[0 Marek's Disease

€ BACK

»,

CRD (Chronic Respiratory

NEXT >

—

Lol L Lk BT A i

VeterinaryP. @ B W

WETRTINETY HromucT
34) What signs and/or symptoms
did you observe in the birds
hefore treating them with
antimic I'L‘lbIEl|57
Sedoct A THAT #

Blindness

Circling

Conmvulsion

Coughing

Diarrhea (Bloody, yellowish,
greenish etc)

Discharge from the eye

B OB ODODODOE

Dullness

Larmenass

~
=]

ACK HEXT »

3

i€

15. DL B 17 FAO STEWE Z A &Rt B MPEE 558 1 E8 i 4%E

mnf%

]
in 7

wA

\

SRR ~ R BFIEEE N w5 L )55 5
ZEEE R HEEF (Broiler Farmer Field Schools, BFFS) 7
ZHNEEER - BIRER
FAO A ILEAIPEEL - BRAE RN - F B (E R o

z«<

AR g AR RO DS E TS

eI BT e

it ~ 2k

2 (EEhY I g

RS E B REERHE A

B TAE - LA A AL
Tl
T 1~2 (R R HEEEM

(FFS) SR > BN AR 1 EW 25 BER > MERKEA A

Z A RElt: - BRI R TR AR R S B S ACE B T HER AR AC ok LR HEfDA
SEe 2 BV BB O o (HABIINREE - S5SEHRERR 2 U dE - BT e T

AR E MR K - R B R

° BTG R 2 25 5E

REEERL > i

BURF EETRE 2 VSAFE ¥ WOAH - H[jk VSAFE Ml# TIFRGMAZEN

ZUEARYEE

{RyEE R

BN

Bt A -
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(+=) J7MEWOAH 2f &L BER (55> Br 22 4T (VSAFE)

HH WOAH #J AMR K B FH g fLEfP9 . Andrés Garcia Campos 513452
i "4 WOAH GBIV 9588 KR EE 2 B 24t (VSAFE) | -

VSAFE Jit 2022 FEBe#nss—FEEE - BiA 14 (Eg 220 2023 F5
e 20 BEBEIIE 42 (5 - HRTE 57 (Eg 220 - M H 28
VSAFE Z & B EEE g N - WOAH U EEE /EE - WS 58
B agime  RFE A IEE - A5 > WOAH i 0VEEE BET > FraflzH
BAE Z IV EEEE —VEERIRZL -

\|

g

VSAFE #EJR — WOAH At ~ R K& B B

RIEPEA B AR5 3.4.11.5 BRI BEFY T EMMIMEEZ B E ~ A AT
B TR T B ARUFERR A TR - DU > —(EFHE A BT
Z YIRS A H B R4 - BB RS, -

ftch 2015 /£ 5 A 26 H " T8 AMR G (@ R B EE AP A YEEY) |
55 26 SRR 55 10 G T OIE EANSREARIPRAEA (A0t 5 R4 A
RIS AR 2 o fE - DITRRE S 5 eI IS E &g
ZIUREYISEY ) -

1% T OIE &3k AMR & RHEAERTRETTEHIG ) 25 6 Rhidag « T BRI
—{EEEN R > BFTHACEHENY) 5 %8 R R 4E - 15 e dian n RE G EBI N BUE L
[EFRASUAE - OIE #EfE%E WHO A FZEmET Ay Z &8585 - TpR b= —4e
ZIAAHET ) -

R B AR 85 6.10.3.10 5K RN BNV DLl 4e) 2 1 5H
FEHTTHE K > LEREERRATA Y IS EL A EE - 18H
o B GG TR i B BR EE  BUR - WG 1B SRR R i AT

3
i °

fE

66



TE B K YRR

B
(BRI

/-

WHO IFS

Team)

B

()

8 o (U

WOAH £ WHO #4:67E

(Substandard)
Wtz Z B SR R RE T &
o B R BRI - BUHE R ET

&EH

il

A& (B 2 mn N ERE AR A
AAEH SR 2 B e R

AND
B B SERE b & iR IR
T e B B B e A
BREs LB PR CfERE i (H Eh ) H 2
R SR E A S5

AND
15 ] AR/ 2 B A P BT B R

(MAR) EfgER At MRS T s

{2 i o

FROVRE

Gk
(Falsified)
REENZ A Z B
&% 2 on DA
S 7 2\ R i
LS

3
%%%
ol

gl
= 92

i
oH

\

7= (B ) 2
i A 40 28 B85 i
o RIECEME
B pitll -

TN Y B AE R B
Ry (MAH)
ELHEFI ML PR
BSOS E(EEm -

KRB R BT T 58
(Unregistered/Unlicensed)
FEHLME 5 L5 6 ~ 2GR Bk
EHZ g HEEEmMmLA
K im % B R Bz i 1 2 F
BT A 1T BF Al R/ 2%
AL PRI 28 S % B R B 3
& 2 MHRAR -

& B F 22 hn YN R
ARG AR H BB
B2 S5

BAES A (B R
B0 5 2 A SRR
KB -

AND
12 (81 T 2 B
Fr587( MAH ) ERESRAL T

AND MEE RS TS (EEm -
78 I 7 an A 2 SIS P BT EU RS
(MAH) BT - Bl eilas
BLELATSR AT
MAH (manufacturing authorization holder) = #{z&p5 -
IFS Team (Incident Substandard and Falsified Medical Products Team) = 4,%&

67



B L (B R R B5PE 448 (Veterinary Monitoring and Surveillance
System for Substandard And FalsifiEd VMP, VSAFE)

B 5 5 ARy B i PR LB i 7 ] RE SRS RS ~ RS - EAINE R
BB HIEE S /KEREEE - WOAH BRSHRime & sl FzEds FilchE R %
B R B FE TR - WOAH ARGk (I Jal b g e B il » R AR e % » WOAH
B EIRR R I E SR M R E B R EFTA B0 T ek = 4R g -
BT BACIE I TEE - VSAFE THREAT T ¢

1. BB At - WOAH & SR LA VSAFE SEHL ~ BRIt H

CEIZR 28 -

2. EAERE O NEESEERE -

3. AHEEEBELE  (KIFEHINL - G TR -
4. FEHE - G RS B

ni

Veterinary Monitoring and Surveillance System for Substandard and Falsified VMPs

L, = B & B

Maweer |

Q) ‘

I

———— " ——]
£ — =)

Jiy

Members with access, control Repository of ingidents Pubii Alerts with recommendations
amd analysis of Uheir own data available ai regional level {subject to conditions to hulfl) Aol regort
VSAFE = KFRE

B REM B ER HF (WOAH Baseline Reporting Form for
Information on Substandard and Falsified Veterinary Prouducts ) - HE#&E:NHEE%
e HEYASEE L EEH - EAAEERER - 2GR MEEE D
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A EE AR - WOAH HATZ R G B Bt BARRER R - FFE T —
DAHEGRERHAEHTHY

Reporting through VSAFE : Three Main Elements

be $0e OrEE BO®  orme #0e

v

a3 G} e
To b completed or updated onee 2 year Iuhemnlhiulmwmalhmm:ummmnm Tobe completed monthly if no incidents were regorted the
previous month

BTy B4kt T B S F2 B8 (WOAH Immediate Notification Form for
Substandard and Falsified Veterinary Prouducts ) - 1Z{EZR B4 E KA S 5e s A0 2w
e S R EE A BT B 2 R - RS I AR - AR
ZEFATE RN S R R R -

B =10 Bitnél (o SRR EH H#iZ% (WOAH Monthly Declaration Form for
the Absence of Substandard and Falsified Veterinary Prouducts ) - ZFi—{E H)9H
BAMEATENY) 255 ~ (BEEE BT R B > AEHEH Pt RE - EXEE RS
TR BRI E S B A VSAFE S5 0 I H WOAH gE4 T ke BB 2 75

VSAFE BRI

VSAFE RHiiE & BRI &kt > B Power Bl #ia B EGI R LN
(CAUT B ElE) - ZEREERINA G AREEN > ket ENESEg R
BB B BREAR TN - ERNER Bih B 2 A i (R%E N {# > 59%E N (&
RATNAED B e (BfRPTarE s gE « s ~ PUMAEYISEY) - Y
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st ~ NSAID ~ ELALR7IREE ~ (FJmEE - SHRsEE ~ LR MRYIE /TS )
SEIRHRL I E GEt S AT (EAREREEROAE 2 g ~ LE5RPS ~ Vgl ~ Fraeing
KMopE 2 TR  JRE ~ RA - ZE A RIE B0 E B S ERs ~ T
ERESETERERRE B ~ G 22 g BEEE © EREmNEIR st -
e ER v] LIE B & R EHE BN - B9 VSAFE BEEGHI RN A
e S EEE T AT DUISRIERE < Bl BUERHYE > 25588 R (RS HEIS
FTEARMIA BRI 2 B0 > mFRRIE =R ZIFN - 5H(EH VSAFE V&

AEH CEER M -

/ Number of products reported

12.9%

Category \
@ Antiparasitic
@ Vaccine

@ Antmicrobial
22.58%

Monsteroidal anti-inflam....
Other dermatologicals
Analgesic
Sedative
@ Vitamins and mineral su
20.16% @ Anesthetics
B Gynecologicals

@ Natural repellent

1 4% — sion solution
Anfiseptic
\ Falsified Substandard Uinknown - //
4 @ Unauthorised Retailer
4 {29%) (2%} Distributor
7(3.5%) 5= 38 (19%) ®
v, Customs
13 16.5%) 4 @ Marketing Authorisation Holder ¢ Manufact.
@ Authorised Retailer
17 {6.5%) — | @ Intemet
Unknown
36 (18%) No answer
®Fram Shops/Agricultural Supplier
22 (11%)
@ Import
@ Veterinarian or paraprofessional
25 (12.5%) —' 25 (12.5%) Feed Mill
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- =

Classification & WOAH Region Number of Participants

23] v 2Z v 61 Members
/ Packaging_ errors Performance of Laboratory testing
103
97
YES NO Unknown YES NO

Results of Laboratory testing

Failure in microbiological quality testing
Correct amount of API specified on the label

NO API detected

API out of range
APl amounts ABOVE the specified an the label
APl amounts BELOW the specified an the label

H

Presence of impurities
Other quality parameters out of specifications
Bacteria contamination

Unknown
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WOAH = E st H A S 2815 SharePoint -4 » S| & B2 24
46+ SERHEARTAS ISR - BT LU R A B AR -
A T LA PR AR - SR EL L B SO B i G SR T  WHO -
FAO ~ BHISTFIE414: (Interpol ) ~ JRECTTARAL - FLEFIHAT - WOAH FIHER
MU I S TR » SRR TR A
AfERE -

VSAFE BilEMT TR pAS

fRAZEL WHO K WOAH & & B2 €68% - WOAH FE 17 jRr AT jy S ] Bl 7
VSAFE - VSAFE Hnilla it stiiFs Bz - WOAH HETA# 48 90 JHIIRERE K & 29 1H
FTREK - HREEAE  §REZERNEERER - 75 WOAH ;258 5
Z K2 - WOAH JRERIIEE—(E A& HEY.Z VSAFE P& » #5EE WOAH B 5 ]
2 e SREHIE RN -
VSAFE f#% 2 e fis - (EAPREL |
Al e ¢ BRI -
e BRI RSN E R (R B IR B A FS ] 2 VSAFE SR -
H=EOEWZ Y a8 E . -
FHEE — B Z RIRF B - H BRI AR BT -
H EhiE R s B RGBT -
A SRR ZE G o AT EfEE -

SR WOAH & EEIFENIA VSAFE ? {BRENFERATT ¢

WOAH BH Kk E
VSAFE ZjjfE gaE ) FAth B
HHERRE
FHEREREC ¥ Y
DRER
FEwRE
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BT EH v v v
REBEZEE

v v X
BREA
HESEEEHZH

v X X
VIS E B

WOAH FIIEA L5 4T H OB S S RS EmE N RS > 588
BIEA B CRIARER » AT SR E SR > U TR FE - 58 H
B2 A H CHIEIY) 2 88 K R SEE s BRI 24t - Al VSAFE m[DUE A& BEEE H
CHFER AT S

il
i

(=) HAREBY%HEE - BEEHRETEZGF (VSAFE) Z4T (/857 %

R4l ] B B N B S 5~ B[S Dr. Swe Lynn Htet {55 " s{AH %! VSAFE
ZAnEE AR = -

VSAFE > & &

/2 2023 A 2 H 22 H & 24 HRFEE S G277 WOAH &g ANIMUSE
ZARE AR - WOAH B0 4E T VSAFE £:4 - 4life) 2023 47 2 H B
I WOAH 2ER 95 EE % {F G e i & s i 25 2 28 — PR BB 3 -

SN RYE > VSAFE T/EEHE

® IEHT— WOAH 7 SFVP A& - EHFTFRIFELE 5~10 43
i SMEEL 1 H 15 HE 4 H 1 HIARHRR -

® H S NEETRRE I SHEE 2 SFVP EEES > R EIHEA—() SFVP BIRFEH;
% HEPFRIGHLE 10~15 g - WEE MO REREETA &R
I+ e/ VIESHERDLU I AZ
1. EMmAATE R ESE PR BT o

73



2. ik EPORZ BUER -

3. BEE EAERZALH -

4. I FHH R R o

SFVP Rl EABHRIE 2 SCFE - At S HIBPE R BB 2 HErd
BRENE (BIANEE -~ 85E R SFVP ZFIN ~ Bl iTime - ~ BRE
flE) - DMEAERE SR e Z B0 M Tl -

WOAH E[RAEE] SFVP Bk - Gi2MIEEA " HF4mit (reference
number) ; Z T o SH0R A EFwSE - BRE B FZREER
SSEHEE RS -

{E&] WOAH 2 SFVP R - DIMECRAE T A RS RO A BRI 7 7y
EHRWEGETTE HAY -

E2 B CASH — 24k SFVP BRI Z4% > sz B AT Bt 5 H AiAT(E 2 A
AR HAE WOAH » WOAH HELZ I — A4S 240 » et g BEIR
ZERF A EPHAE WOAH 2 VSAFE 45 - #EMR il & 2 1T
HiE -

5 A iR EAr] SFVP S > SNEAE S H {8 SFVP S 2B -
B/ 1 s > MR SEpiasy - ILRBEAVAIERE A HRRZ 7 RN

%5 o
SN 2/ VEFR A —REIRWEE TR 2 a5 » T45 A S i Ay R

LIt WOAH #E1T VSAFE B S8 ~ 582 -
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MEEWEIEKEER (Livestock Breeding
and Veterinary Department) 0% [El

S —

=
B %:.% glfew=
ey
THEE v ( BENE RS
[ | [
L B - FEEE EhY) e ] ANEERE| | BNEERE o
4 fa PAY - 2 5
TEUE Bz mEmm || OB L i gﬂ EH sEnEg P
_ . BhMSENE| |BnERtE| BnEEvE | |_ ﬂ%ﬁﬁé&%‘ S EIER
FTBR HeH & 3 . FTHER it e R T A5
FTHHL HEH B RREF A o | o fof i R A memman| | @ﬁﬂumsﬁ
AIEREE % o . e | RiTREaER i N Bl B E
i BT H A HFR AT a2l F R Ao
- B35 H HEEt R S—— - AEZERY £2IF A g ﬁEEEfH
BEEREER| |BYERETR
(2 #

WOAH VSAFE sARESE —FEEr = 4l ) &K B )

GREI = > HAIEA VSAFE P& - (EREL BAF -
SFVP iRk Zaxat (BAth ~ &kl ~ sl (0RE) FvEEHREHEE -

FHY G &I FY s VSAFE PR EL PN > J A BEDlelitiE e . SFVP i Bt - &7
i (PR A SFVP FF (psLERE ) 2 A ¥ -

EHEE -

(+00) BEILERE)TE LS AP RE58 7 F
AL PE R W) SR SR B b2 2z . Warren Hughes %1z " 4P MIESEAE
BV RIS EARE )

Al ) 2 T2 D BRI AR B B PRI R AR S F B gl - DU G ] SFVP 23
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BE(LEYI KB R EEmE
B E&Y Y g 540 ( Agricultural Compounds and Veterinary
Medicines Team, ACVM Team ) FREN4IFURE I8 EZEES (Ministry for Primary
Industries, MPI) & 5272 » fy ACVM JAZ MRS » T T/FHEE & -
1 BEEELEYZER ORISR - BE (E2) (L85 - HHEEY)
#AR (BEfEFSRIEm) -
2. WL RHERHE RO E M EHE T ARG T 2 A o ERERE - O $HE
BAfEH] -
3. BURSIEAERE - BfEFEIEERIE (VICH ~ OECD #1 WOAH) f2{ILE A, -
4. 1R4E 2014 ik o S R T B P EEY R AR AETE (MRLs) -
AIHEEREEY ?

IR EMYEESWIE ZREEY)....  HEAYR

BB E &

HEFT ~ (e BGRE AT ETH

AL~ BRE ~ TS EI R KRR AE

2T ~ JBE KRR o

(BT TR A SR R E e I B R pa B W
eV S EERYIE - DE R E Y8 E s -

N o a &~ w d P

BE(LaY R e A R EAARARE (The ACVM Act and Regulations)

ACVM EZ HH K

1. FEPGECEEREEE RS b G YIMHR Z b - B
(1) A A b -
(2) #IshEmLE S JE b -
Q) BrpEE b -
(4) B Lk -
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2. HECREEFER(EEYA G EEEN & inE SRR -
3. HEfRIRBUNE B AN R (L EYIZAE -

IR B ST DU T R R B

VIS E L SR REIEEIRE G - AT -

IFEHIMEYH SR BB R

Rl EEGREEBRG 2 EE - H EREEGTRERR S > LHF
i BT A R s > AUnE R SRERRRTAET TR e KR K
{50 A W - B B T AR R s o R e iR BdE i -

(&R R ENIE A > (ERERRE EmZ AR mEEa EE - By

B FEESIMER - A IR B R T E
AL T IRERTT o S A - EPRAEAES Al 7 1B T 59 B
EmB TR Bk

AT e 28 S0 Z R an A R\ b 5 R B RE - PN A B

1 FenbEmEls ( RirRUEdas GMP) -

2. ®Iy-

3. HRWIBHEVIZ L= -

4. E¥ CGEEH) -

5 FriREmERTE RIS ZBiR (DU YasibigEts, AMR)
Erm SRR AR

L TR TR AR T
(1) BB 2 173 - P 2 SN B R RE T 200 -
(2) MEFTEISERAEY R RRIEHE RS (Adverse Event Reportings,
AERS) - IEEHEAE 2 A AERS -
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) R ftFTA rIRE s B o

G T G

[}
2.  TERLEVIREWIHELRE ) AL EERE (ACVM) - BRE
LR M TLA AT |

Tn N

~

1) g

@
(3) i
(@) 3PS

_gg uf
&

[
En

[
En

*

EESIEA -
YA R IEES: -

=

=
X

BT -

I
>

(5) EHrEHEE SR L B -
3. HIPHRIEEMKREE (ACVM) AR
(1) ZRRERE A T &0 AR B RS EENE
(2) A 2 i e/ BB 00 o T BN R BPR 8% A TR
Q) B EEYI YIS (ACVM) BlWJskESER (MPL) HAE

fir >

ETEEI SR - B RmTP YRR E - SRR - 225

FE %A BT

ZEH R B EEE/: (Adverse Events)
B2V B EE A e T8 Y s R A R IR 2 52 fuds -

o ~ w0 bdpoE

(s HEEyseariz 2 BIfEH -
BV e
Boon 2 EEYIE A MR
EYIHE e o

S A A ZAH G AE R

T VS

\od
IO

+

w

ERSCRYE mZ B

APEREEETERE - BT NIRRT > TSRS A Z B

1. ¥IaREZEES (MPI) SECE Mg Z SAIA T - BFEEEY)+ RES
ff: ~ GMP FEf% B fe i TH BRI R e oM
2. W 2 BPJE o BT te SR 5 B B F B A o AR
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3. MRz BIRE b - BIYMESYIEES « SEVE R RFINCEE T E S -

B EMENTHMHERIRERE

w poE

&

UEFFIRR -

SRR PHMERIREE « ey -

IEERRG SN » PRS2 AR « RIS © ORISR IR
-

BT RB -

uuk

ll

APEH EEMM  EREREARER TR

o w0 Do

Fragnsg (MAH) Zi¥ek - R HE M e ol ¥t EETRR

FRRER DR - Wl T RE BN B B R ATT Ry

SEA B Sl -

S 2 Fetz Blm s -

—RIME > A EHEYE T O T - FRIRSS R AR ERUE
SRR E M o W BRI TR Dl -

HFEMIGEA VSAFE RE%4E (VSAFE Pilot System) 2 &gy B2 5 [H]8R

1 diPapisEsREE H o R USSRl 8E R il - H VSAFE
BRENDAAK - ST - VX © PR BURFA BT MR MaHl -

2. DRI - &IPS BT I R A i o BE B B A

3. HHFAPERAA Y fEF VSAFE BF i #ER - NI A S IR 2 i A %
Kt ©

4. VSAFE &l H Z ik SFVP FRHIRINE 75¢ ilEH -

5. EHEATERIT > R AEBHIETE B AR RO - KA BRI ER
TR R -

79



(+7z) WOAH ZijLZER 55 (SFVP ) HIifaakze - HITHEFP L FE
HH

H WOAH 1y AMR K 84 F &% 7 HL 579> Andrés Garcia Campos 5125455
iR " WOAH 195 8% K (fZER 15 i@ 7= (WOAH Immediate Notification Form
for SFVP) | o

& 2[5 E FES T WOAH 2 VSAFE 3552125 » WOAH B €45 T8 2 BIRESR
Hi55 VSAFE 48k~ IRGRELEES - S AT - PRk RE - IR SFVP R[N Hz
* (WrrE) -

T () ebCmm= cembians J=R——

. Substandard and Falsified Veterinary Products Pilot Project  Home sz Immediste Notfaton Form  Bsselng Reporing Fomn  Montnly Declwation Absende of Incidents FACs  Recycle tin

Forms for Reporting Substandard & Falsified Veterinary Products

Use the forms below to report substandard and falsified veterinary praducts

Q===

Baseline Reporting Form for SFVP WOAH Monthly Declaration Form for the Absence of SFVP
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T HAMEEEHRIES| (User guide for reporting) f:£:% (4ITFE) - 5
FHRESES - 1) 45 info@woah.org -

) Soom  Microsolt 365 0 Search this site
Substandard and Falsified Veterinary Products Pilot Project  “ome  Alets  Immediate Notification Form

A Immersive reader
description of the remaining Information relevant of every Incident (Le., quantities, reasons ot
suspicious, lab testing conducted, adverse reactions detected, etc.) and facilitate the reporting to
the reporting agent in case of lack of resources or time.

In order to ensure that every form is well submitted, please ensure that all mandatory fields are
completed, and to click 'DONE’ at the very end of the form.

An email confirming well-receipt will be sent by our Team within 48 h.

For turther assistance please contact sivp@woah.org

User guide for reporting

WOAH T REETH E > ST SFVP B EUFHER i 25— v fEf
TERBATA G (BAEHEE WOAH 2 SFVP B EEF £/ DIER L N Y&
TEESLTE ) TEUERG, - THERR, o TEERHIRStEE ) o REMILUENR
*Feat A Ry EIH H - HerfizEsn - AIEE AT REfe (it - SFVP R #i7e o7 Ry 1
oy AF

—RER - EE AR AL SFVP B ASL T A 3= ?
2. BREEEmMZEEE -
(1) dnREAATE -
(2) AR 2GR IIE (strength) -
(3) ZEVIRIRL J e SEIRIE -
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(4) FragpsEl (MAH) BUBUER -
(5) EdnaAI&EER -

® TECTFHR -

® It -

& ARUIR -

o ELGHIM -

(6) BIRENY) (AR FAREIMER ) -

(7) EAA A ATHeft ?
3. BREHEHE -
(1) &FHHH -
(2) ilesn L ETRE 2 HI -
() &) AR B -
(4) SEHJRA -
(5) SEIRHNEL -
(6) BRI -
4. FTEHE
(1) EaEaEa ?
(2) AR E A PR 7
Q) BT 7B ?
5. HFER RFEIEHE
(1) BAHEEmR ?
(2) BAmEAE R ?
Q) B AN RIEEA?
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SFVP HIH5E8445 10 B B3R WOAH & BB 2 &R Z 8 A =&k »
B Ry EARAL - REAFAT -

*10. BREAEMEBERILERC REMEE WOAH At ADE ?

[ ] Yes

[ ] No

{fEE © %5 WOAH & S EIEESE T No - RIRRIRIE] % SHUE T LLBLELA [ PR 4H 45

(BTt RAHAR ~ BRI AL ) DUk WOAH 2E1E /75 > I HAE

158 e BRI 25 T TR = - WOAH & B RIS Yes
RIREEIESS 1178 -

11. FHRIEERE RO REMA - AN USZESEHE KA E

[ mTDABA LMD PRaH A (Ut SRS - BIFRMIESHER) LUk 2 WOAH
VSAFE B AE MR BRI 0 5 - HA RS ER s S 4 - {HI5FE2
B NI ERI -

[ A e B HARPRAH AR (Pt FUBRIAHS: - BIFEHIEHS) o= > HalfEH
21 WOAH VSAFE %R /7= - HAEFR MRS S 1% - (BRFE2%
87 MNPRIE I -

[ A re S ELAERPSAH S (PIantit FUSRIHSS: - BIFRAIEES) o5 HA] R
211 WOAH VSAFE ZB{Z¢ /75 - HAEFE B HE BB Z 241 -

[ HAh (BEEAGERE) -

sk - U EFEBRT » 241 WOAH VSAFE 2 ERIRFEREZAETARER
WOAH Z AT » #il SFVP RNEES K EREE N ZFAE -
WEEZRRE (RIS SR SFVP ZBxK) -
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23. BREAMSEEL RN ?

[ ] Yes

[ ] No

EREE T Yes o AISERHEMATAZIRA EEEIRE -

HEE © MR ARV NIRA Ry 16 MB - $t¥R 2 IR AE%E » 555 M T #F4ix
£ (sfvp@woah.org) - ifi &

W B % BT # R A SFVP 2 ZE R 4R 98
(reference number) > 3% (PRI ESENARE AR » FHEETH
rarssail

23. Are photographs of the suspect product available?

=
m
it

O O
&

24, If you answered 'Yes' please attach any photograph/s available to this form.

The file size limit is 16MB. For larger files, please send them by emall (sfvp@woah.org) including the reference
number sent to you after completion of this form

‘ Choose File No file chasen

“

N\
X
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SR SFVP HIRpEER - FEERENL THEE TIPRE -

1 iR ERST RN 2E0)0: -
2. F/DIEHFLIUNER
(1) L% FE (Brand Name) o
(2) By 2 278 e J118 (Name & Strength of API) -
(3) HreEp e BiE Ry 2 24f% (Name of MAH/manufaturer ) o
(4) E A& (Product identification) :
® ZEUEHR (Registration Number) -
#t9% (Batch Number) -
APRIFR (Expiry date) -
#3% HHA (Date of manufacturing) -

3. FEmnRMIZ &GEREIHARE A — 2

SFVP R EERR AL « B - SO AN THIZUEE - AR -

30. HEMEERRERA > AIGERRM ?

[ AgEynrk {77 ( Active Pharmaceutical Ingredient, APl ) %5 & BLAE S, 7 2R —20 -

M APl g R 2 R () -
[ APl S EHEFES 2 R (FRE) -
[ BRI b RAHA > Bt API -
eSS EPIR

M s R e

O] 4HB55 -

[ HAh (BEEAGERE) -
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B

27. BREEHERUERBERFEER (marketing authorization holder, MAH) #E&%
M FREEET ZSFASEES ? (LR EER SN 3#77)

O] 2 iR ek | AEgmEs -

M 2 i T % -

O] 2 {5 RIS EIRE -

O] % > MRmEE -

] K& (Unknown) -

FHEIN

31. HIHHH (ARAE - RISFER) (HI40 : DDIMM/YYYY) S rig

32. [FIERES EE MR R < O3 CORAIE - RIFFEE) (f140 : DDIMMIYYYY )

FH

37. BLURSEEY SR L MR (EEA e THER TSR SR T %
RZHYIREED) (FmEEazaHEE)
4
> s#EFHPE (Distributor )
> B B SR L RS
> fAHE
> AECIRE
> {4

> Fiae s BBGR

)

> i
&

ool

~
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i
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> TEE
> TEE

\Y%
£F
K
S

Field text

| Abcdefghijkimnopqu... |

~ Dropdown
A N
v

& (A BB ZEm 25 )
(REIZALH BBV EEm 2 S - BIANESERE)

31. Date of discovery (DD/MM/YYYY) if known

32. Date of notification to the veterinary authority (OD/MM/¥Y YY) if known

37. Site of discovery of suspect veterinary product(s) (i.2., where in the supply chain was the suspect
vetarinary product found/purchased)

[ 8|
e —————

Customs

Distributor

Farm Shops/Agricultural Supplier

Feed Mill

Importer

Internet

Marketing Authorisation Holder or Manufacturer
Pharmacy

Retzil store (authorised to sell veterinary products)
Retail store (unauthorised to sell veterinary products e.g. street vendor)
Veterinary clinic

Wholesaler

Other

Unknown -
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VSAFE 2BEHE3T SFVP BIEOEHER - BaE 48 /NENIKEIHA ©BEE
9t ZRERME AT

FH-E - sfvp@woah.org

Ugd : drgentil@zzz.org

¥bi% © woahregional@woah.org

F R - WOAH B%) 5 &2 Je {f 2 e i LTI 38 5% 2 U BT SE. — 350 & ot
IN012345777-01

B4 IN0123452Z27-01.pdf (114 KB)

Dr. Gentil &4

FEH R e s WOAH B) 558 K (R S an RN il - MRV EIRERERRIL
FIHYIEH - FEWERILCEREIA -

TCHYBEF4Rse IN012345ZZZ-01 - S5 £ MRS P (M3 s (o I RE 4ot - DA

P Z E iRk 2 3R - A TR AR 2 — R - AR B Bk

NN

WIRGFHRE DB - SHER BRI - sfvp@woah.org -

Kind Regards,

WOAH - SFVP Team

12, ru= dz Prony, 75017 Paris, France
T.+33(0)1 44 1510 85

hatpsfenessowoah orgfenihome)
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(2) SR (T A et
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Update 2

Update
Py iie 2 @

BE-EARAREZAE

1. REAGEEONMEIENG?
2. EOWMNERLIREENFMEE

R MBE - @ EREE - B

. BENRTFREESEE -
B E R ?
. BEZHEMABEER? 2ARE

)

EBERMEEA - MAZEE -

B FELAERBEER?| 2 HRELABERS
EE% - WEBRIER
3 BEBEZEEHENEER sl D
® P 20FHHE > HIEZREMN G AR ¢
ST T T T

REFEHEBFARBRRE FFETENE - ARZEBLERER FF1600815FHIRS -
I AEYE  BIREMBEYRI0/EES "CLEARRABIES . ZABAEABIESEE -
BFEAZ10M (Bl1odose ) - BdoseZHBEZG2HAARFEFE - ENESB=1 LU /dose *
E—PwE  RESHEFHEEAMER-
EmREERNT: ##8: CLEARRABIES

sEMSRE®: 1108 ve

#E5%: 69007-ADF

BRI 20226128
AEABR: 202558128 g
BUSE: Vacchest S.A. N
LEMAEFOIFE A (MAH): PHARMVACDOG LIMITED.
P RESIIESE #ETEHINSEEE (2°C28°C) -
ﬁ%ﬁ(#ﬁ;ﬁﬁﬁiﬂlﬂ : TEasos » BravosTi + Aryas L 218 - 253585, - %ﬁmﬁﬁﬂj DE’%&J’.%_‘_ ——
Update 1 Update 3 Update4 Update5
FRiB iR 2 & o] §& 5l 2 k& PR 8Z IR EL1T B)
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BIME AT IR -
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PHARMVACDOG LIMITEDAS] °
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BB BN ERNRED AR - "

Update 1 Update 2 Update4 Update 5
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EEERES—WEE
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#OASHNFRA -
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A GLOBAL STRUCTURE

B A A S MRS 196 (HERE (WTIE) -

THROUGH A SECURE NETWORK

B s R4 4 1 5 B0 3% — (MBI R 22 /% ( National Central
Bureau, NCB) » i 4 7 BB $H S BIISFI S A0 B B ik 1 » 5 (B
S BB R — 53 » TR Ry A B B 5 S T DA
ST s T S - BT S B A £ R L ) - B
U IRBIOREMEG (B8 1-247) B PIOBIRECE MBI AR - 4
P ERRAE A - B 53PS TR BRI - OMERG IR - MIUS R ST TR
SRR IEARE - B UTRR A P B R R I s 5 A S
SR A SRR -
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EAESHIE Sk AT

1 4rgumss — @aEil

2. shthimE — BE AR

3. miuEE — KHtAR

4. FEtumE — IR

5. Bl Er — Mhn&E:ER

6. BuEE — UFRTE

7. BEEE — REES Bk

8. BUMSHIEHE — Mo Z e EgRlEs Mo Z 2 EgH
2 B R

INTERPOL NOTICES

RED NOTICE %  GREEN NOTICE

WANTED PERSONS . L WARNINGS AND INTELLIGENCE

YELLOW NOTICE ORANGE NOTICE

MISSING PERSONS IMMINENT THREAT

BLUE NOTICE i PURPLE NOTICE

ADDITIONAL INFORMATION 2 3 MODUS OPERANDI

INTERPOL-UN SECURITY
COUNCIL SPECIAL NOTICE

ENTITIES AND INDIVIDUALS SUBJECT TO
UNSC SANCTIONS

BLACK NOTICE

UNIDENTIFIED BODIES

BEYIUSE{TE) — PANGEA1TH)
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o HEIFEAIEES T E Y 2EITE) (O Rpiri ~ T8I AR )
o STEPRASEMAVERHE

o RFIRASESIEUE T E TR

o FEEDAER

o WEBERE AR

o A FE ML i0h PR A A

o FEfbERE

o IESRAETIERL

o JsREER A

i
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il

J

YN S

PRI E AU AR & Jurgen Stock @ T MG —THEE ARAVHRERE - K2 A
TR AR BT O M ERVIL IR - (HE 2 HRER H AR TRH B 12 2E
TERVELEEFSEILTE - | ARESANEE KRN 2 2 A -

EYIFTE CBRER

L REERZAE e A BB 2 et S A I

{58 A N B B 2K

{55 FHEDEUE A 1F Ry S s S 2y o A R P - L Z8s i
7 FH B PR 22 O W] BB R B RS

HEAE -

AR

ZEYLSETTE) — PANGEA T8I Zh#EThREEREEY) ( Erectile Dysfunction,
ED)

TEiBEHT PANGEA {TEsR SRS KB -
2018 FFAEEAL 5 F 10 EHEAL -

2019 Jz 2020 FAELEEESE 2 38%7(1 56% -

2021 FALFEASE R > 54% -
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® EMREZAE KR E RV - BT e - RETGFEFIEEZ
FETHRERREEEY) » EAERF—(E 2Bk HFF IR R -

EEENIELEY IR IR - $HAIRAR on - sR(bEE SRR (% > 20 T IE]

Hlicit goods - partners

O y G s ‘." modema
V le " ) bukalapak e
(S CITTCHN RN ,\O 4 :
" . @ B 3V
c‘% Y ‘@ ; INTERPOL mStmcr; AstraZeneca
it i 'E i (ofienallofmon
World Health > >~ # LY I (e) : :
por .~ N
Organization WP Lozada [\(¥SlH] OO %’ =
< MERCK
RN ’n" CO“OPQC"O novo nordisk”
=EURTPOL &) : J :
unGbe N ... 22z Sonofi G2

(1) BIEBETE B4 2 - (B ER
REEI =Y E S e ( Animal Health Products Association,

AHPA) [g[] Dr. Nackanun Chitaroon #£17 " Z2 BB (R FE Snfh & i1 4 K

"B EE S R EE Z IRE (SFVP Perspective ) | i > s HHZEEIENY A E

ETGEHE - RAEGHEYS SRR B -

® FEEMWIRFEEMLE (www.thaiahpa.com) FRITH: 1983 4F - H 67 5
ONEIFTAE R e - S SR BB A RO R (R 2 P o i
W2 HHEEE - ZHEHAY R - B RIMES— A 1A 6 I
ZEDUK 6 (M AR E 2 ZE S g HR & BRI E
:H. T AHPA Market Information , - %U4#  Veterinary and Animal Health

Products | DL K p52%F55] " Good Business Practice Guideline | #2{it&r & &
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® AHPA ELZRE|E 7k REHAM &9 A S ERG > 20
B BT EERR CERRRE) - FEamEEYEHS (FDA » &
YIS R MBS ) - B ED (DLD - LR
EUMBER SRR Rk B E A e Ex ) acEE( DOF-
FEBEMRCEER R B EEEE)
m BRH (BN : ZHEDER
B (R R A E G EE) 2R & (THAI Chamber
of Commerce) ~ HEZEBHAMM -
o ENE -
® FEIEUIRERYCE - REMIESTTISREREA - & AHPA 4tz
B T SRS A (E 4T 375 (28K » HARJRLARE - 76 FH e an Bl
ToHE S BRI DI (E SR -
B XEYRER N EESEEN TR

HEt [F FIGE - AW PR - RW RS- RN EFE R - jiTh il #Eat
B R (s Aea)
MR-t r i 360.6 978.7 135.8 180.1 1117.8 770.6 3.553
PR B ER ZL5 368.9 2.7 54.2 4.773
BEEmA (ER) 1492.6 142.2 1.635
BEEMA (ERER 193.6 194
PR A 219.0 774.4 482.6 1507 208.6 12075.5 14.210
Eﬂﬁ 364.0 1339.5 587.0 102.2 3000.0 928.8 6.322
HE# ORiEAD 1683 188.1 834 87.2 527
fk# GEFAD 913.4 3656 2040 1,573
JRERS, (RIEAD 269.3 609.5 67.6 48.8 995
HfikgRsh GEFM) 3138 300.0 674
BE Ak 2 84.1 433 16.5 120.0 684.9 949
BEShE 421 33.8 1258 238.7 9203 1.370
B sdm 573.6 670.0 1.244
A 101.0 522.0 30.4 22.6 313.2 1.630
KEMEM 719
EAEET 1010 313.5 25.4 13.9 454
R ER 546.0 546
§: 404 260.6 194.7 455
ml‘ 1730.8 4320.6 1009.6 466.3 84922 2221.1 4607.4 2570.6 12075.5 37.495
Elﬁ'u.‘. 4.62% 11.52% 2.69% 1.24% 22.65% 5.92% 12.29% 6.86% 31.21% 100%
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ANIMAL HEALTH MARKET 2023 ,‘: b
MARKET SIZE CLASSIFIED BY PRODUCT GROUP
Errae (inkon) | taver | BROLER | BREEDER MEAT D. PIG DAIRY D0G SHRIMP(Ton) | FEED MILL (M.Ton)
| s10e | 174140 16m 50.0 17.20 0.68 7.80 0.28 2073
[Duck BREEDER | LAY.DUCK SOW ON BEEF CAT FISH (Ton)
| 0.47 10.50 078 4.10 530 0.39
— Market Size | MarketSize | MarketSize | MarketSize | MarketSize | MarketSize | MarketSize | Market Size Market Size
BahtYear | BahtYear Baht/Year Baht/Yoar Baht/Year | BahUYear | BahtYear | BahYear Baht/Year
1. Vit Min.Premixes 3,552,563,354|  380573.122] 97870152 135,816,020]  189.071,309| 1.117.761,282 770,640,000
2. 447 250 871 21,512,623 368,896,189 2,663,059 54,180,000
3. Antimicrobial (FA) 1,634,773,310 1,492,623,310 142,150,000
4. Feed Additives (G.P.) 193,591,332 193,501,332
5. Feed Additives 14,209 857 893 219,014,785 774,365328| 482,640,000 358,700,000 298,600,000 12,075,537,780
6. Vaccines 6321,814,581| 363900415 1,330,469,185 587225731|  102218,897| 3.000,121,373 o] 928,780,000
7. Antimicrobials (W.S.) 526,938,390  166.281,664|  188.081.219 83,357,986 87.217,520
8. Antimicrobials (Inj.) 1,572,986,837 913,401,905| 365,584,932 294,000,000
9. Supportives (W.S.) 995,189,302] 269,250,663 609,522,470 67,633,254 48,762,915
10. (in}) 673,813,233 373,613,333 300,000,000
1. iticides 948,774,164 84,140,832 43,285,283 16,458,214 120,009,836 584,880,000
12. Ectoparasilicides 1,369,676913| 42070416 33,816,627 125,749,870  238,700,000) 929,340,000
13. 1,243,600,000 573,600,000 670,000,000
14. Di 1,629,909,224|  100.966.998|  522.447.831 30,434,964 22,558,945 313,248,485 540,250,000
15. Water quality improvement 718,956,000 718,956,000
16. Pest control 453651,752]  100,968.998]  313.468,6% 25362470 13,851,584
17, 546,000,000 546,000,000
18. Others. 455,268,000 260,568,000 194,700,000
\TOTAL 37494,615,258| 1,730,781,517] 4,320,586,096| 1,009, 466,307,890 8,492,717,638| 2,221,002,932| 4,607,400,000| 2,570,596,000 12,075,537,780
[Percontage ]| As2 ise 22| 124 zes| 5w 122 (3 221]

B ST - HPERR AR

FEARRE Figre
-ﬁ“nmm o0 <. Total Animal Health Market 2023
1] 16.86% Market Share by products
A iR 9.47%
RHEIA R 436% B veamesumper W O @ P
! : 2 : Supportives (in) 1.46% o) V24 Growth Prometor 6 A)
5 o 435% 1
: i B Supportives tws ) 0.52%
S 9.50% 266% u Otens
*ﬁ&gﬂ 1 92!1/0 W Antmicrotals (W.S.) 121%
o it 141%
HUES (FE4iAD 4.20% Antimicrobias (Inj)
HiE# kgD 1.41% o
Water quality improvemnent
IHESES OkiRg) 2.65% 192%
LRSS, (R 1.80% B Anthelnirthics W Food Addtws
SNBETH 1.46% TN et I
£z 3 1.19% R
Fir T 1.21% ps i =
DORIENA (kBRI 0.52% 18.50%
IEfik 1.21%
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B R SRR E T - HERRA IR

Total Animal Health Market 2023

PE lih FisTLE Share by market species
7)Y 32.21%
] 22.65%
LAYER
BROILER
& 18.83% R eow
R221% 209%
Y3k 12.29% 7
A W MEATD
fatk 6.86% _7 1
T 5.92% ‘ _
i 1.24% o _ o
o DARY
12.29%

® EERENYENE M W HE R SFVP EERINIET [
W EEEBAIE IR T S R RS BRI B R SR
B REDHEEIE  $2FHE SFVP SR > DURMETERE Y FISE5EE ;
W IiRER TR A 0 Bk SFVP iE
B EEWY A SRR R RS R R T AR B R T A L

JEVEELEE
B IR ARSI E - DRSS e A R -
(=A—) BYRFEEELE Y LEE - R

AEEEEREYER S (HealthforAnimals) 1T Mr. Carel

du Marchie Sarvaas #1{T " JEEENY R EE- 2 2 BRI EENEZZ (Illegal

veterinary medicines-observations from the animal health industry ) | f§%g »

7T RIS BUSESEEE SFVP 2L -
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Illegal veterinary medicines
~observations from the animal health industry-

WOAH Workshop on Substandard and
Falsified Veterinary Products

Bangkok, June 2024

Carel du Marchie Sarvaas, Executive Director
HealthforAnimals {global animal heaith association)

® IRFIWIEEETIE (HealthforAnimals) {UFREKEY 115 BR A RAE)
VIR R SR A EIAARL » N & RERAT KRB RE (4 Zoetis »
Virbac ~ IDEXX ~ ZENOAQ - Elanco ~ Borhringer Ingeheim ~ vetoquinol -
MSD ~ Phibro k7 Ceva %5 ) K &R G » 4 &k B 2 FEsmid & b
TFEEREm i ~ PUER RS - SRS - ERE RS
i (RFERERLY 85% 7 B EERE S -

EHH
,L

Presence
«easr%) als
26 Regional & National Associations Ten Largest Animal Health Companies
Working in ~40 countries Working in 100+ countries

Boeh
zoetis @l

Conte

I==30s € MsD

B e 0N
Animal Health

e

Parasite control products, vaccines, °ZENOAQ B’!Lb!g

antibiotics, diagnostics, digital products,
genetics, other (topics, dental, etc)

o @

All companies and associations members
= about 85% + of global market

¥

® HIWIHEEMERRALAEBZEBATEIAN M5l EE LA
K T (ANEREERTEESE ) ISt &
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B eRREHEAHBERILIREE) o (BB EIRTEREUS T AR
FERFTARE

B ORI T o BRI TTSEE (HEY 450 (B350T - HEHE
i AFHEEN 52 2~3% - [NIAET ARSI RIS Y Rl AT L
NG

B B RmZBlER  E@EEARSEHERBERENE - NIIEE
FEan ISR |
B HERm U IR R 2 R B AL EY) - A

RIREE 2 BN > QRS T &EER -
FE S A FE R AP 2 e i H1EE WOAH LT 22 R4
ERTE R AR IEAFER |
B RN E R A Z EhY S b
B R AR Z AT (A0 R T )
W {EgEhn (A1 RIUESVERE - iR - (SRR A H
IR
W CENCEIERED  AR S BN
EIDE RE MRS Y QU e DR DR EE SR R 5 AN
T BT R R
B ERUEEEEEREGTE > EEEREE - rEHE L E A
i ZIRIEAIR > HEPeEa i = B AR A DB E
Ry e {aiE -
B YRS A\ RN SRS T RN - B
EAREMBREIEGE - BLUSHE SRR SRR - S
FYFrfR A fini B B R > R A2 -
B B EERBE AR A S S ERZ BUERE S - RIEEIARUEH
PrEEERFTIN - HAEF T =AY B i N I R R R A
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AR BEEUSFEFTRBERTIE SE R 2B b B EAEY)
MEEHIP AR T -
o RIEFGRAEYIHEEMERE - B R SE A SR BB 9 S AR SE A E
EREI T
W FRERTASEE 0 WRAY) SFVP A IEE B - B DU
FEMNEPTERESE
W R SRR EE - DAY IR SFVP i
W 5% WOAH 5 SFVP i&RY  RERIE S - Rt iie)
W EETERBSE - RENETEE SFVP ZRE - FRALNEIEER
B R KBS IRMEESR - W78 VASFE S ERALEME S E
Rl A A SR PR AR Ak 2 B ST -
® B RIRIESE RIS BV FHSE L o IR TR S
SEKEL - R B G AEYI S 2 g o A
B EEREEEAE 0 AT K& RS ETT R TEI AR
B PG NSEERR - BB AR
W CEE L SR FTRE TS A T il A LR

SELSEA e B A L ar A w PR A DA -
W R R R AE PR ARG AR FE [N S o B K (s - IR

o BT L B -
® HpNAEYIHSEmERPREL -

B SRS R IR S S AR SRR - IR R R EE
BRI EmE TEY) - BYEASER © IRl EBeEE - 45K
HE - fRRE S ERE (PIgEY)S - Bl ) o BB
BN R P aHE

B SRRV R 2 IR BIE SR > KA
B PFEEATS > AL HEE - BRE DA FEREUE
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IEERUI T Ry Z B - B iy S 5 Bl B TR BRI RE 2 IRR D) L
B -

How products are accessed - legally vs. illegally

Manufacturer of Autharised
Medicines
Wholesaler
l Q
et Agricultural Merchant, .
anrlnp.rmn Feed Mill .x,

Animal Retaller [Pat Shop,

+ ’ Supermarket]

Pet Owner, Farmer

7

A
Illeq)l Manufacturers of
Unauthorised Products

Sale of illegal products on e-commerce
platforms increasingly problematic - few
plattorms take efforts to fight this crime.

B REZ GG AT Amazon ByF SR T LT R B A TS
0 HAptAMEIZE A A %A Fruugo ~ Mercado Libre ~ Shopee
Facebook Marketplace -~ Walmart ~ Etsy ~ Wish ~ 1688.com ~
AliExpress ~ Alibaba Group - OfferUp - Rakuten ~ Lazada -
TikTok ~ Cdiscount -~ ManoMano ~ Mercari ~ Newegg ~ Shopify ~
Lojas Americannas f; eBay % -

o [Att - £EREWEFE T EEIANE SFVP f2H — 2SR TE T

B A EEHE (Regulation & Enforcement Agencies )

& GIEMHBEER
& FEENEISEE
& BUEEY - BRH - FLAEETRR - BRI - B g
EETE
& RAUAEATENILIRHETTL -
B EpEES E4ErE (E-Commerce & Internet Sitess )

& EEECAL
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& (FREIEEEY S
& SR LSRRI PR EOR
& EFEHENAM -
B R EE L BUEERS (Manufacturers of Authorised Medicines) -

FEEeedl

H

FIEFR

RS R DA SR BOETE
(REEEF] ~ PR -
W OEREE - TER - LRy - ERHE (Veterinarians, Retailers,
Wholesalers, Feed Mills)
TSI
TREBIERES
BLgUER AL A
REFED
BB T L R
B 2R (Farmers) :
& GUHIG] SFVP SR ~ g - TR SRR 7 R
& (FRIERES R
& REIEEES -
W FEYEFE (Pet Owners)
& ERETAE AL SRR S S R
& REIEEES -

4
¢
&  THRRHBEMHUEEESE |
¢
*

® 6 6 o o
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What actions should be taken?

Requlation & E-Commerce Manufacturers Veter inarians, Farmers Pet Owners
Enforcement & Internet of Authorised Retailers,

Agencies ites Medicines Wholesalers,

' | | | Feed Mills
« Ef e * Rais * Ra - - W 5S Ol . S Ol
55 ness r
0 L
. 1
L

® KfpErdtit SFVP SR - BEH AR AR H BRI FE S T lllegal

Veterinary Medicines: Impact and Effective Control |

( https://healthforanimals.org/resources/publications/publications/new-

report-illegal-veterinary-medicines-impact-and-effective-control/) - [I#4
SRS N e SR A S P R RS B R 2| o AR - R IRAE A
S TN AR A LR 2E

AR s E ORI RS R EERIENR & F » Bg#E WS
AR WOA s VSAFE Eall =518 - DAORIE &A% Bt ey 22 (AT S S i

(=+—) RAGNA — ZLEJEEATE @ EERETTE) » WEN/TEREY)TFE
TR

HHEf HLEEY)f5)f) Katarina Lonnquist f§i# " RAGNA — Sg{LEIMEGTF - e
ERSTHE) > IE NSRBI EE Y AR &SR | - FRilEEy)E S (Swedish
Medical Products Agency, SMPA ) Ry &ty Jir HoAth B et e i (EIFEERER TR ) Bl ~
EEFISHE 2 B T EWRE - SR ASERIEY) -

DY YIS (AMR) K SMPA HEESLTIEHE
5t LAY S HY AMR S50 E NS - BRESFIERETAE - A g —2 - DURE
TR IR B A e — 20 - 3% S5 2R H B EEY) f5 ( EMAD R R R &

{N-

D

+
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https://healthforanimals.org/resources/publications/publications

A EIREE e —HEEIE - PREFE B 2 AR - FAMTERE A ST &L=
H 8l s M FER & 1F - eI - B AMR Z A EEE) -

T SLEEY) fy H B AR EAE RIS - IO A nbi 8 Z BRPRESR ~ S5
R ZEHE ~ S The A - #EY)4rEl (Pharmacovigilance) ~ BUZERSER Z
HlE - PURINIE(REE ~ 2588 1T > PSR R E R G (F -

HHt AMR 2 £IRESE1HEI4E4% (Regulatory Agencies Global Network against
AMR, RAGNA) F&

RAGNA {%1F 2023 /= 5 H 5 HE XA FIEE K W) FH &5 2 BRI & I Eras A
fEHt © 2023 /£ 5 A 10 H L 4HARAY Haileyesus Getahun 575 S8 i /5 -
2023 £ 5 H 25 HEqi#igg L5 (SMPA) EEHbAERE RAGNA - 2023 4£ 6 H 28
HE1755 1 Je RAGNA &5 - RAGNA {4 B 3 55 & i 01 i B3 e ~ —TH(8
ot I HAEFIT A ERFZA94E - 218 RAEACAE HA B 52 - 18— Bl i HL g -
BN &k A HEG BT « B dELPU J74HA% (FAO, UNEP, WHO k2 WOAH) 1]
&fF » Al 7 AR OGS » B2 IH RS -

RAGNA &

RAGNA HEFNI58 & B E 1R < [EE AMR J7HI Z BIFR&1F 5 EESEE
TEBEAEEHT AMR J7HE AT DABRECZ BASTTED © 15 N8 S BB B B Rl 2 [ - s
HPLAMR Z & BBl -

RAGNA 2 gL

RAGNA 5 1 7 i EFE#ES 1 500 HEPEAER ~ & 7 —(EE i ¥
B SM  ET T 6 IR - HE TRERFE - FIMEIE RAGNA Z
{TENT A - 4l T 2024-2025 F 7 515 -

RAGNA Z1TEI

2024 £F 9 HHVIF IR G AMR g fa— et Bag Tl s - 2
LR e A B B TR I HEE N - RAGNA {TEIREE — (03 - Ba T8t
# AMR Z (BB E TG - 58S AMR EAEEREE - EFRrAEZE AT > H
A > SERFE P —Re A
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RAGNA &5

RAGNA g im—(d H 2817 — X > BREHFE 1.5 /N > DI =0
T o R EE Al S o Fakeks it 14 RNEE o T X RAGNA &
e 2024 42 6 H 19 HE T > N A EIEATAH RAGNA T8I REE L%
B~ BB AMR EILZ A4 ~ o4 ETEm I R A0 n] A SRR > A

ECOIIA RAGNA

fwa] DLUEEEe A8 54 » i A RAGNA : Ragna@lakemedelsverket.se » 3 &]
#53] RAGNA 8P 5 » DU s 2 &6 -

(=+=) BIEFEEFIEFREE ? fE972% (The Fleming Fund) 7#K
TTFRE P EE AMR R SFVP B ZIEE

FR R L S Y 2 BRAS TR FE 2 Mott Macdonald 4\ 5] Robert Rosenthal 4t
R T AR P R R R IS B B e,

AR —(E " SRR e G IR | SHEE BRI E » 51
WEE R o5 AMR B0 - S (e il HEE B 2 (2B A H A Sy 21 e
MAIFEMEI R FERS AMR © 322k & & R B IRGE A R B Bt & - SR
FfE AMR BRI TAF - BfE EREGEI RS 2 B & - SCRBIEMEZ 5t
W HEER S o et BRI PRI AR S - N iE el 5 1l A2 2 AMR
PP BB EE IR AR - (AL SR — B (2017-2023 £ ) RERKEIHH 2
(B © 55 PEEIN RERERIIE H 2 1.33 [E9585 » 51 26 @RI Z 58 (A& H
H > MR it S B H 2 2,470 H3cpy (EBEMEIR RS ) -
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mailto:Ragna@lakemedelsverket.se

o7

B8 s R SE A (SFVP) EEEIRM LIFZ B - 555 SFVP
e EAEAR S R T AMR I - FMIRS&AE NirE 2] T BRI ENE T
ZANHDIEEMERE N - AL - FAMEE 9 —#5757% (One health approach) - &
BT ZEF N ZERE BT S /EES AMR R - BFECEATnE ¥ A 5
R~ FHLEREERE - S RIGR GRS (e s E e F  NRiE
EfEE AMR By EZPRECZ — o fIE IR H TR E TR R I E =R I
AMR B2 E o [RIEL > Fe(MELEcREiE SFVP KR & i Y% AMR B HI 2404

B B -

DIBpRIAE S 7 TR TR = AE 1A AMR BEAI

1 ER=RET  BRIER K PR
(1) BBt
(2) Ecti st
() MAEVIEEET]
(4) EEHEEZ (QMS)
(6) ERpEENEE L4 (LIMS)
(6) W= MAY)Z{r (Biosafety & Biosecurity )
(7) BAUER B i
(8) 4:#¥E ( Biorepository )

2. NBfET) - BUREEEtE KR ER/E
(1) AMR Ela=
(2) AMR/ AMU/ AMC E535
() DL EYEEyE R
(4) AMR =2
(5) AMR [ 45522
3. HWEEET) : EjHlE
(1) Ml o B Preg A 4s
(2) Bdg i &L= G
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3) BB 2 an'E B A
(4) AM i = Al

HRHAEEFE—FEE (20172023 £F)
B AR A S IS AT ? EEY R EIE UM A YL E
(AMU) J5THHUS TIREEECR 2 N ESR O Z ISR AMTER AMR BHlEE
JEHYHILTT - IR LUB B ne ROR R/ 159 {lREAT 200 fl B haa=sm(b 1 BN
AMR §E7] > BIFEEIE ~ EATIE ~ Jelam ~ Sh0hL - A~ BRI Hife ~
Fe RN EEATEEA AR o o TERE R AP ARSI AR BB LR K
EH - KARET] - AERMAVER: - I EZRLEN B AR P ZF Y A RIS -

=l e ]

F="fs--mim.:n rind - AMR surveillance laboratory UKaid
network: Asia

et Fleming Fund supported fliman Ehiaith AH, Env, Aqua
- . laboratories and Food
: — NRLs 11 12
A
“, - Surveillance sites 91 as
b |

Total (153) 102 57

Funding: Country Grants & Central Procurameant
@ Laboratory refurbishment & renavstion

@ Equipment & Reagents

= Hacke: =

|||||

(]

2 Szvrnl: uuuuuuu &Biurcwskoy

2 Data managament snd reporting sysiems mcludng data shan
inham; aﬂcﬂaﬂwsl thraugh GLAS AMqan WaOaH

FHRAESFT RSN - BEISREFLRRES - EHFES AMR

1. HIESCENE T8 75 T AMR BIZ{TEETES

2. fERPpguEZ =(EEZ T ZHE WOAH 2 AMU #4 -

3. 181 A5 SFEMAEYIEE KO WS T EEET T T Bl ST - MEIER T i
3000 A B&E A\ S RFN LA YgetE B Antimicrobial Stewardship, AMS )
JFAL -

4. SZFF T 240 (HE =

5. EEEBEIZR Rt - STRF T 22,713 S5 2B -
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6. 17 EFMHKHEASEN ZBIREELIMA T WHO 25 AMR il %40
( WHO’s Global AMR Surveillance System, GLASS ) - bk 2017 &80T 2
& -

7. &R 11 EEE( LR ER 2 Bl e E - B E R E 2 SNEX
( External Quality Assessment, EQA)  ili B IEMETE AMR &7 T e i
RS E Frfcfioae

HEHERAEEESF —RRZHT) - BEEmE

s T ER Z B HVEE » HE R 7 Bl AMR EHTRE 2 #
2 M (NEVE - g% - Banie) e T ERIEE ZAE T > (EH
RIAHLF BRI (Eia=) EEHE RS HETEE - TFIER 2 EE
A& (benchmark ) {#IRIE P A BEET R ERE (LSHTM) 288 > 41 MEIEE
iy o Bl RS ERUNE R E 2D EN - T RIEAE 2017 425 2022 4
4 HiEEH - TEES - IS FRrANER R EETE AREEED - At
S RU RS - AR AR MES RN T - AR E S R BIE T = AT
HE

Improvement in quality of data

Awaragn progress 1o achiove 100% of core compalencies

100% * |ncreased number of
20% laboratories / AMR
a0y surveillance sites

o

» Across sectors:

I Human Health.

I Animal Health, Food
% | y safety.

I I I I i I I + Improved

& 8 8§

competencies of the
healthcare facilities to
perform better

g 8 8

o

o & + (Guided by periodic
y healthcare facility
¢ (lab) assessments
Basalng  wProgress o Date and site reports

FELP IS ‘fﬁi«“ﬁzf@:ﬁf £ {*Gf

* Per The Londan School of Hygiene & Tropical Medicine (LSHTM)

[E]iy > ERHEE CAORIEIE - DDA GLASS Z (21K A B 52 8 & - ¢ 2016
FEHY 7 (B 23 2 2020 SEERAY 17 EBIZR - IR3RATAL > E(EE IR 19 [ -
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P AT BRI SCAAE [ GLASS $esc 8 - 01 2 (ERISHE s BEE » A
RETA 16 (HEZFEA[FIHBL A GLASS $E5c# - TEEEE 1A GLASS Z
KHEEHREE - EOREEIE 2 R FREE - KORIEEIEZ
R

GLASS reporting: countries and sites

18 200
16 180
14 160
4 140
12 /-
120
T 10
E 100
= 8
6 4
B0
# 40
7 ‘../ 2
D
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WOAH Baseline Reporting Form for Information on Substandard and
Falsified Veterinary Products

General instructions for completing this form

Please provide as much detail as you can. If you do not have all the information requested on the form,
please fill it in with the information that you do have.
Mandatory questions are identified with the *' symbol.

Use the navigator buttons located at bottom of the page to move to the previous or next section. Responses
can be amended at any time before completing the questionnaire.

Follow-up information can be sent by email to sfvp@woah.org

L J

WOAH ZBEEet e BRE VU EE e
4. WBEBEMFZES
(1) EFEESE TR 8988 K (fEEzEm (SFVP) =
7
(2) B TR WOAH iz ?
Q) BAEHMEREFE T ?
5 FhYIHEEE S (VMPs) /EEH
() BFESSIZ T EWRE
(2) BE M 5577 (monitoring & surveillance ) & i & 2 F 51
&
() BB A EN S B E R 7
(4) ZERFEAH R E =g ?
6. AR Eha=ial
TRz RS A 'R = LUETEY S E il > B0 4
AT DA(SE R H AR 5 2 B B = A AT Rl 2

122



N

7. FEdnee B R A B
(1) BEHREMA B ZAERE ?

() EAA A EBIME RS ? A £ 7

s
(G

s

WOAH s il 45 32 (& B - HrpAg 24 (& 2B H 281 VSAFE - 15
sy S [0l BB R E B WOAH T a2 s ~ (85 SR TH DR & BRI 2
at © LAH WOAH Bga{ T8 - WHTEMHRITEE - eSS R > T2/ VL
HEANE B B R B ER 2 Eal > (B WOAH {EERgE e i %
ZE A FERIAMIECAHEE - (AL - RS HE Sedi R 2 R R ARG E

WOAH % H 2

S I S (e
SAMBSIERAE (o) KON S PN S & (O

HpoiEREEEEES _
MVSAFE S =

REPEZREHASNZE5ERBECSNZAR -
HERBREELERETEM - AlEFIERAZMN

& N T AR - S5 ~ Jes TR (ERIEHEEYIR S ) 2@ mE et - B
AR R > R BRI AR SR e g B GhEEE &
B HEEN N R EE P28 e A S BT Al s HAE FIRH

KB AEMEFIRE -

123



4B

ERBEL  [[Jam 15 8 0 1

SmE 16 5 2 1

T ] mem 20 1 2 1

BARERE (Jan 15 6 2 1
(monitoring & N,

surveillance) &Qﬁﬁ 16 6 1 1

EREY 20 1 2 1

) mEREER (N = SAtERETEEFELETEESH)

BV RAZEEROBHRR
BYREER ZALER

Ao ffER 2z BRERA
HYERERREEAAAEAEREHY I
BYPEERREELAM

- : B (FRER)
BT Ty e —
JBERWOAH |
EERBARUNBEZSFVPHH ?

L 1% 2014 G 4 SO0t hi¥a ik bl Wi 100

s A w B o= BARHME

ARIMERENEGEHER - LESGERR TH Bofr TR, > BER
T HARIE ) - 24 [E2H g8 T > ARERES AL FEE

124



A0 19 [EE BEIFORA » 4 (B8 BEFORE - TIAREZREC B A A%
EWERG > 14 g ARFRA - 6 Mg AEFRE - HerdatEs® LE -

Y =H m FH &

BV REER
mEEERR 20 s
. ﬁ - ﬁi{ % = @ : - y .

. AREETEMBE R : 54%
EEZRHE : 17%
WE 2 12%
THEC1T%

T~ 1%

DYREEREEKEFL—R

R LB TR PR B I e i E B 280 7R A2 20 (& B
S49%[FIF B0 L8 R B A 2 B - IR P& i b R BB AT £ 80
Bai SRERR A B ROS IRV £ 2 il - 17% 2 & B HAE E 8R40 2 B
12%. & B SRR EN 280 2 B d%e - 111 4 (& R BUZ A R H 80 8% - MR
SLERME > MIEEBMER B LRI B 28 - (HER EE R EE &R
i e N BB FEZ BEJTECER > St F a5 (B e B\ F B T S FEh ) H
S i ©

bt
ot

%

125



R (1 —— S——

= %K%ME

A ERTEOSEMHNENASERBEER IR 6

A ARTHISsHARSERGRER  BRVASERRARERZIRMN 9

=

PHEF 15 (E&r SR - 6 (H& BEIAEM TR S 2558 KR EERE i 2 TE AR
K09 (B B EIA S A2 58 s (R 88 it BRI 55 58 R Ry B i Z TR PR o

HHY EA WOAH Frfiz 384 » WHYRUAR T ? f&38R WOAH FEZIE:
FRBRIREEEEIE > LUE WOAH BESGTFEDS ~ (AN fEE SFVP ?

(ZHF0) G (NEEEREEE) STFEEOY L ERGEE
o5 (SFVP)

AREEEIH WOAH AMR K8 g8 Ml s T&=458 Dr. Andrés Garcia

Post-workshop

- AMR &P Department 14" June 2024 - Bangkok

Campos T FF - BBl 7 K E RS CHE R,

\

126



® SR SR MR AAR VSAFE > R AT S AT A R
RS

A &G ZEIFREH - %58 EE RS
HHHATEEE A VSAFE ZBI% - BT S rl S B N At 28

PRRA— I 2B 2 v REM: » (S REBSIHT (& B8 & Focal point Jj
& N&EN 0 B]a) WOAH % (sfvp@woah.org) -

All Member Participants with access to
e %o

w5 Discuss with team & Delegate in case that users
o) from Reg. authority are needed

@) ~ Emailsfvp@woah.org if:
Name and email of new user/s
Any Changes in Focal Points

AR ERATE S EEFTHEE Z VSAFE IRSTEHS - n]{HH] 2 2024 5 6
H 25 B - HIENATA R & A RFEEH - rER SR E R TR
PSHL G B [F] EERR R R S 2 B A8 EREIIAGE
FI VSAFE - JNH] ] WOAH 582 5%

(ZF2) | E#EGZ- T84T (Ol FRF

REETH WOAH AMR KB FH g4 Lzt =453 Dr. Andrés Garcia

Campos T-FF » BBl L ECFRE S LHE R,

Tt AR > FIT WOAH 2 AMR K EhY)Hi&ErEmn il (WOAH

Headquarters AMR & VP Department) & A Dr. Javier Y. Marcos F%¢
58 E - WOAH {E 5 S s 3 iE 25 TR B i RS E) » Hof VSAFE &4t —
FEZ RN E R B 858 K (R EERTRAZE > % e BE S g BEATGT

127


mailto:sfvp@woah.org

Nt B R Z M A OF L &R 58 JSEEA R ITER AlZV 6
BIRERERRE » MEAEMT SRS ERE -

® [ ARG R T RBR L EE - S5 R m] R Bhaat EhP 0 48 ke i
SERLR - NINARSTERARR S &y B S BB A S0 £ E R et -
J& HERE AR Z A A S S A TR B B R B g ) 25 6 K
1R5E > HETHECREMYIEE A & a8 Z S £ -

® [N SIHEEE AT BB S RN SE0n R GE S 5H B Ry R
{2 IIFI A VASFE 288l EEARIE S G 8eR S a2 an s - Al
B mbRTiS B RS A BB -

® ERAFREHAREHRTALAGHE  RNERGHIRRmRS - 5
RIS T o IF R R OESR > CERGHBEWER R 15k - R
KRR EGHEARE S S~ iR 238 > R0 S E R -
WOAH HRFELA S —H e [EI & > HlEDR o Al it i 2 ) F 2 i
ZanH e

® SERAREHIGRE  IMTHESHGER N & 1 7EZ L
SAE R BEERARE RS S EEHRNE

PEEENY) S EE ~ (REEEM TR — 2 ERIMERE - BV %8 KR 4E
NEFEHYIE - WRRI ML E - AR 2 HER
TARHIEED> - BRSEEhY) P 4 0n £ E TR 2 TIREB L SRk - FR Bt
T ~ g~ B BRERSYASEELTRETEF - SR
BV SE S ARSER T EIRUE - AIE ATRER A WOAH 2 VASFE 245t
EEFTHERAN - N ORI S E -

B

(Z+5N) FREGEE

% 1 JEENVIEE R AR EE D) R AL SRS A A Ak SFVP B R Ba Tz
AR 2 g R IR \ER > IRy A 2 E BRI AL VSAFE

128



BT Al HARRSR(E GBS P FTa R 2 EhP 55 S8 S AR SR A i » FL[EIDS
% Mt By EE 2 il - (EEhYR] (S a8 Z B 8 > M 4EE Ran i 2
Az e DT ag M e -

g~ LSRR

— ~ FREDEHE B S S RS L 2 E P WOAH ERA TR » #i3L
BEL VSAFE ZHiPTimd < B9 RSk m - R EEENIZ WOAH
JEFs - WOAH 25 WHO FiJE - HilEEY) " 8% , ~ TREE, - T REEE
ST AIRS ) EEonE R Oy EIEAE - (f WOAH & B BN EfR s i < FEEH —
M - WOAH F KB = TAREEAET I IHAE - B— - EEEYHEEE
108 Hh B B A e A st ? 85~ HisErg ( Marketing Authorization Holder,
MAH ) ECEUE R RN ZE mne e it MEdiE ? 5= - S EEY M eEE
At A A B B v B AR ERRAS A

T EEIRM RN YIS EE R RS Gn Fy VSAFE Ml R - 1 T R
SECERET AEEEEY) | BN E VSAFE iR 2 FRHY o MBI UERRIRIZ
HEELEEEEY) > HEFE R > WEVAMSTE T RS SIS TR 2R
AR E A HEAHEREY " YRS | HEEIE WOAH B HIE »
WOAH BEFER A Et&gsem (EFERERMR L gEm) o RBRBUERFTEE
TE Z AL AT Him A Z B nIRE R HME R G755 50 H nbn 1%~ 4%

=

&

=~ TR R AZAR A SR E A He 2 VSAFE MR, BEE G mE m e
IAMTE ARG 3% - MRS WOAH B8N BUSER I IMEIEREE
—HFRIEIRFTARE - HIL - (WA 5 - HIATm WOAH 3 $# 95 u 4k
FEnn  ZRBEE I RS - BB 2 R REUR S » AR S — I il e
HH4m5k (reference number ) - /178 BE BT & 48 2 S A& IR K i B TR HT -
ERTTEH VSAFE 1A g B RISE IR m s - BIgLL email $2Ab4G AR
[0 HIEHER 2D ZEAELUT L AR - 2. AR 4R

129



AN

{8 - 3. FragpaeBlGERg 2 2l - 4 Emmaor &R (1) BacFak - (2) #ok -
(3) AIRMIR - (4) BUEHE -

» RIS ATE Gt - SFVP BNk FEEE R - S WOAH HHE

SEFR 0 i R [ — i [E— iR - S83R 3 Tl BE s (R A mnlky > HIERFINER
—IRFEE RS Y SFVP Bl il e dk - B BIHEAE R — R s EHE =R A
[F]F4% - WOAH [BIffE » SEE % 3 5k SFVP R iE#HiZe - &8 3 A EIAY 5, %E
SARSEE iR Ry 3 EEEF 38 3 (EFE G 0 A B CHYEF4r5k( reference

number) -

 FREPRAA S E VSAFE 282 HEE R ARBEEETR) - (W5 A BRI Sk

VYEA T 2 BB FE SR BT A VSAFE £ HIE 2 Submit feedback and suggestions |
RE S 2R email #i% % sfvp@woah.org » F2HH B VSAFE Z (fEHIFEK -

+ SFVP B[t e o] LR B3 MRl 2R 2 EE S S ? B IR &R 2

Z BRI R b 7 MR EZERAU ST LU e b Z L 2
BB TR E R L TEI LA R HH 2 b 2 B se 20 A S BReih 3
R i 7 BE 1] DA—20 — 2B sk 3L (I SFVP SFAYPfE > —BE—8d
HHREAR - —HAEMEFIEL - RSUEZRE - BIREHEIRA S REIR
TR A R AR ©

* FREPRAAESEL VSAFE Gl (R EE K 88l > M IR(EFAEEREDT FZE

Al 2 5L o (i R 2 SHE AR RESE 2y F4a A - AR DA 4G5
KA 53 2 5 ST m] (il SR AR I R R Al - BRI EE T T DL
LA R A BT SR B H A ~ BRI SHER ) LR 260 WOAH VSAFE
ZBIZAEMNE @ISR 2 575 - HAREEm e 2 2f - (BRFe 28 2N
PRI 2 -

* WOAH &g it 2 MEIFEESR - n=5 BRI S 1T B etk

BV SEE R Rty > (LB A\ B dlatem ~ HRERR S - R
ofe o5 AIRAY WOAH VSAFE MHEAERE. » BLsth 5 A\ B ¥t oo S 8 EHi
SER A PR -

- BV EE - REEG SRR BREIVIR ISR RET (e AMR

SRR an e 2 Kbk > ] REN) o5 8E R (R g 2 i~ BB ERIRE —(EE

130


mailto:或寫email發送至sfvp@woah.org

R ZEEV  HrREEZHYIE - RnfiEZREE - Wit - AUEE
A R B ANV RS BB R ATV EE RS O HHE -

131



I~ K

WOAH @J%%“éﬂ; NGE T GIENTR(S g5 =iy

1 Vaccine storage conention
uitable of tot
1 Meid the vla:nn U i
Intormation

Bacterian? Vialt O 2 Mnmmomu |
Qoame products? Quananune
3 Active of Inactive vaccine™

@J%Ti%é?é : %Eﬁﬁ E ﬁm@ ,\“Zﬁzﬂiﬁi
B (R T E R R E WS 4 e

132



sucosncure s ll A CENRUTY of improving
.ii: -l animal health and

s

FEEAARE (£2-53) - BAEDRE (£3-52) &F

133



N~ B
(—) M1 "WHO S0l " Sel, (REE 2S5 = HAT, -
(=) M 2 2 AWt g 2 A -
(=) K4 3: RAGNA (Regulatory Agencies Global Network Against AMR )

Gl

134



Annex 5
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1. Introduction

11 “Suspect” medicines

“Suspect” medicines can be divided into three main categories of products
as follows:!

(a) substandard medicines

Also called “out of specification’, these are authorized medicines that fail
to meet either their quality standards or their specifications, or both.?

(b) unregistered/unlicensed medicines

Medicines that have not undergone evaluation and/or approval by the
national regulatory authority (NRA) for the market in which they are
marketed/distributed or used, subject to permitted conditions under
national or regional regulation and legislation.

These medicines may or may not have obtained the relevant
authorization from the NRA of their geographical origin.

(c) falsified medicines

Medicines that deliberately/fraudulently misrepresent their identity,
composition or source.

Any consideration related to intellectual property rights does not fall
within this definition.

Such deliberate/fraudulent misrepresentation refers to any substitution,
adulteration, reproduction of an authorized medicine or the manufacture
of a medicine that is not an authorized product.

This document deals specifically with products that are suspected to belong to
the third category, i.e. “falsified” medical products.

12 Responsibility of regulatory authorities

NRAs should establish rules and instruments that control the production,
distribution and commercialization of medical products in order to ensure
their quality through rigorous regulatory oversight, including postmarketing
surveillance, in line with national legislation and regulations on pharmaceutical
products. Rigorous regulatory oversight of medical products throughout their

' Based on World Health Assembly (WHA) A70/23 and WHA70(21) for “medical products”.
2 When the authorized manufacturer deliberately fails to meet these quality standards or specifications due
to misrepresentation of identity, composition or source, then the product should be considered “falsified".
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life cycle is necessary to recognize and remove unauthorized and/or falsified
products and to protect the supply chain against infiltration of such products.

Falsified medical products can originate from inside or outside the
legal supply chain. It is important that NRAs secure the supply chain and raise
awareness among health workers and patients of risks associated with medicines
from illegal sources.

A legal definition of falsified medicines and specific legal provisions to
penalize acts related to falsification of medicines will empower NRAs to take
actions against this problem. In implementing and enforcing legal provisions on
falsified medicines, NRAs should collaborate with customs, police, legislature,
industry experts, judiciary, prosecutors and enforcement agencies at the national
and international level as appropriate.

13 Therole of the World Health Organization

The World Health Organization (WHO), through its Expert Committee on
Specifications for Pharmaceutical Preparations, sets technical standards on quality
assurance of pharmaceutical products, including guidance on registration, good
manufacturing practices (GMP), good distribution practices (GDP) and quality
control (QC) testing of medicines, and on other topics that are relevant to the
regulatory oversight of medicines.

A survey conducted among regulatory authorities of WHO Member
States (1) indicated the need for specific technical guidance on laboratory testing
of suspect falsified products. The present document was developed in response
to the survey findings and complements the Committee’s guidelines on sampling
and market surveillance (2).

The Member State Mechanism on substandard and falsified medical
products, created in 2012, makes recommendations to support regulatory
authorities to prevent, detect and respond to activities and behaviours that result
in falsified medical products (3). This document is intended to complement the
Member State Mechanism’s recommendations in accordance with the sixty-
seventh World Health Assembly resolution WHA67.20 on Regulatory system
strengthening for medical products (4).

2. Scope

This document provides technical guidance on laboratory testing of samples of
suspect deliberately falsified medical products detected on the markets of WHO
Member States and related aspects of sampling and reporting. This guidance
should be read in conjunction with the guidelines on sampling and market
surveillance (2).

196



3.  Glossary

The definitions given below apply specifically to the terms used in this document.
They may have different meanings in other contexts.

authorized product. A product in compliance with national and regional
regulations and legislation. National or regional regulatory authorities can,
according to national or regional regulations and legislation, permit the marketing
or distribution of medical products with or without registration and/or licence.

chain of custody. A chronological and continuous record of the seizure
and custody of the suspect product and the subsequent transfer of a sample of the
suspect product to the laboratory as well as the handling of the sample within
the laboratory.

falsified product. For the purposes of this document, a product that
has been deliberately and/or fraudulently misrepresented as to its identity,
composition or source, and which therefore requires testing beyond the routine
quality control testing. Such deliberate/fraudulent misrepresentation refers to
any substitution, adulteration, reproduction of an authorized product or the
manufacture of a product that is not an authorized product.

“Identity” shall refer to the name, labelling or packaging or to
documents that support the authenticity of an authorized product.
“Composition” shall refer to any ingredient or component of the
product in accordance with applicable specifications authorized/
recognized by the NRA. “Source” shall refer to the identification,
including name and address, of the marketing authorization
holder, manufacturer, importer, exporter, distributor or retailer,
as applicable.?

forensic. Related to analysis for law enforcement purposes.

marketing authorization (product licence, registration certificate). A
legal document issued by the competent medicines regulatory authority that
authorizes the marketing or free distribution of a pharmaceutical product in
the respective country after evaluation for safety, efficacy and quality. In terms
of quality it establishes inter alia the detailed composition and formulation of
the pharmaceutical product and the quality requirements for the product and its
ingredients. It also includes details of packaging, labelling, storage conditions,
shelf life and approved conditions of use.

3 Member State mechanism on substandard/spurious/falsely-labelled/falsified/counterfeit medical products.
Report by the Director-General; 2017 (A70/23; http://apps.who.int/gb/ebwha/pdf_files/WHA70/A70_23-
en.pdf, accessed 27 February 2018).
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medical product* refers to medicines, vaccines and in vitro diagnostics
(and in the future may include medical devices).

quality control. Embraces all measures taken, including the setting of
specifications, sampling, testing and analytical clearance, to ensure that raw
materials, intermediates, packaging materials and finished pharmaceutical
products conform with established specifications for identity, strength, purity
and other pharmaceutical characteristics.

quality management. A wide-ranging concept covering all matters that
individually or collectively influence the quality of a product. It is the totality of
the arrangements made with the object of ensuring that pharmaceutical products
are of the quality required for their intended use.

screening technologies. The qualitative and/or semiquantitative
technologies that can rapidly acquire the information or analytical data for
preliminary identification of suspect medical products in the field.

standard operating procedure. An authorized written procedure giving
instructions for performing standardized operations both general and specific.

4, Detection of suspect falsified products

41 Entry points for detection

Regulatory authorities are responsible, in collaboration with relevant national
and international stakeholders, for establishing mechanisms to detect falsified
products circulating in their territories and for removing them from the market. ®

Suspect falsified products can be detected using a range of approaches,
including routine inspections performed by national or regional authorities and
enforcementagencies, targeted risk-based surveys (1), investigation of complaints,
follow-up of reports on any suspicious observations in the supply chain (for
example, inconsistent documentation or unexpected stock levels), discrepancy
during verification and investigation of unexpected adverse events reported to
have occurred with a specific product. It is important to evaluate any information
on suspect falsified products reported by customs, medicines inspectorates and
other authorities, procurement agencies, wholesalers and importers, pharmacies,
health-care institutions, patients and other stakeholders.

* Working Group of the Member State Mechanism (http://apps.who.int/gb/sf/pdf_files/A_SSFFC_WG2_2-
en.pdf).
> See also reference (3), Paragraph I1.1. Quality monitoring and control.
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4. Detection methods®

Falsified medical products may be identified by their packaging characteristics
and/or by identity verification, physical and chemical testing. This may require
confirmation, where appropriate, by the stated manufacturer, that the product
was not manufactured by them (for example, written confirmation that packaging
and other elements do not correspond to the genuine manufacturer’s records).

When available, the packaging and patient information leaflets of
suspect falsified medicines should always be examined visually and compared
with samples or photographic images of genuine registered products if available.”
Product protection features may also be utilized to screen and/or authenticate
suspect packaging components. Attention should be paid to any irregularities
or inconsistencies, such as spelling mistakes, unusual batch numbers, unusual
printing of batch number and shelf life, verification of serialization data when
appropriate, unexpected or modified manufacturing or expiry dates, signs of
repacking, for example, to circumvent inspection activities, or instructions in a
language that does not match the area of their distribution. Microscopy and other
analytical techniques (including but not limited to optical techniques) may be
utilized for package examination. The purpose of these technologies is to rapidly
provide evidence that the sample comes from a falsified product.

An extensive list of analytical techniques that can be used to screen
the market for falsified products is provided in Appendix 1. More detailed
descriptions of available technologies can be found in published literature and
online guidance (5, 6, 7).

The result of a screening test is only indicative (preliminary or presumptive
adverse analytical result) and other analytical techniques must be applied to
confirm unequivocally that a falsified medical product has been detected.

Some of the methods shown in Appendix 1 rely on a comparison with
suitable reference materials or data available in a library or a reference database.
Sharing of reference values and screening results through access-controlled
information technology interfaces can provide strong support for the application
of rapid screening technologies.

¢ Further guidance on screening technologies is provided by the Working Group of the WHO Member State
Mechanism on substandard/spurious/falsely-labelled/falsified/counterfeit medical products (3) through
its prioritized activities 2014-2015, specifically Activity C, aiming to establish and convene a working group
comprising Member States' experts to assess and report on: (a) existing “track and trace” technologies in
use by Member States; and (b) existing field detection devices in use or available to Member States.

7 The manufacturer or marketing authorization holder should inform the relevant NRA of any changes
to the artwork or packaging of its registered products. Details of analysis/observation of authentication
features displayed on the product packaging, or embedded within the product itself, should also be
included in the registration dossier. This will help the NRA to assess the authenticity of a given suspect
product when conducting visual inspections.
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43 Selection of analytical techniques

Appendix 1 provides an overview of the analytical techniques available at the
time these guidelines were developed. The choice of analytical technology to be
applied should be based on the information required. The regulatory authority
should obtain advice about available analytical techniques including, for example,
from the manufacturer and the analytical testing laboratory, before deciding
which analytical technique to use, taking into account:

the expected benefits of each technology (scientifically based), given
its applicability and performance characteristics;

opportunities for efficient use within existing postmarketing
surveillance activities, such as inspections for compliance with
licensing requirements, GMP or GDP;

the availability of adequately trained local operators and cost of
training;

the expected cost of equipment, including its periodic calibration
and qualification;

recurring costs and availability of consumables, reference materials,
libraries and maintenance;

any other factors that may influence the use of analytical techniques
in the national context.

5. Sampling and documentation

5.1 Sampling

Sampling of suspect falsified products is typically performed by inspectors or
enforcement officers (such as police or customs officers) or other competent
personnel, for example, laboratory personnel. Suspect medical products can
also be detected during the complaint process. Care should be taken to ensure
that the sample taken or seized is representative of the suspect medical product.
A sufficient number of dosage units should be taken to enable thorough
analytical testing. Guidance and advice should be sought from a suitably
qualified analytical testing laboratory (1). However, if the requisite amount is
not available all units should be collected.

52 Documentation of information on suspect
falsified medical products

An information collection form, which is to be completed by the inspector or
enforcement officer, should be comprehensive and include, but not be limited to:
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- the point of detection in the supply chain (manufacturer, wholesaler,
pharmacy, hospital or patient);

- the quantity of suspect product found;

- avisual description of its packaging;

- product name as marketed (if any);

- name of active substance (if known);

- the dosage units;

— the batch number;

- photographs;

- any signs of irregularities;

- the supply history of the product including the name, address of
parties involved, date of transfer, etc.;

- adescription of the circumstances leading to its detection (for
example, adverse effects and any other relevant information).

This document should accompany the sample from the time it is taken until it
is delivered to the testing laboratory. An example of an information collection
form is presented in Appendix 2.

53 Chain of custody considerations®

From the time of collection or seizure of the suspect falsified medical product
until its ultimate fate is decided, a rigorous chain of custody should be maintained
to ensure that the integrity of the sample and its accompanying documentation is
preserved. Secure packing, labelling, appropriate transport and storage conditions
for the sample must be provided and documented. In addition, adequate security
arrangements must be in place to prevent any theft, tampering, substitution or
unauthorized disclosure of information.

The chain of custody of a sample consists of two parts. The first starts at
the location where the suspect falsified medical product was seized or purchased
by the inspector, or when a suspect falsified medical product has been detected
by a manufacturer or any other stakeholder and includes all stages of the process
of delivering the sample to the analytical testing laboratory. The second part
relates to the laboratory, where all transfers of the sample must be recorded
so that the analytical report generated by the laboratory can be unequivocally
linked to the source of the sample.

8 See also reference (3), Paragraph IV.1.1.30.
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The inspectors or enforcement officers should document details of the
suspect falsified product including (but not limited to):

location of detection (name or title and address);

at what point in the supply chain detection occurred (manufacturer,
wholesaler, pharmacy, hospital, patient, etc.);

pharmaceutical product type, pharmaceutical dosage form (tablet,
capsule, injection, etc.);

quantity and/or volume;
date and time of seizure or purchase;

names and signatures of the inspector or enforcement officer and the
owner of the suspect falsified medicine at the location;

the amount collected;
description of packaging;
location to which the sample is sent;

other relevant information (international nonproprietary name
(INN), brand name, batch number, shelf life, dosage, strength, etc.).

The inspector or enforcement officer is responsible for securing the sample
appropriately and arranging transport to the testing laboratory. Whenever
possible, samples that cannot be transported immediately are to be stored
according to the storage conditions defined by the manufacturer, in a secure
place. Otherwise, whenever possible, samples are to be stored in a secure,
cool environment.

The inspector or enforcement officer should include a copy of the
appropriate documentation (see section 5.2) in each transport bag or container
holding the samples, to ensure that the laboratory can verify the contents
upon delivery.

Samples may be taken directly to the analytical testing laboratory by the
inspector or enforcement officer or handed over to a qualified and approved
courier for transportation.

If an approved courier company is used to transport the samples, this
should be documented in the chain of custody of the samples and the inspector
or enforcement officer should record the waybill and tracking numbers of the
shipment. The recipient of the sample should be informed of the expected
delivery date and the storage and transportation conditions.

Within the laboratory, samples are considered to be in custody when
they are:

in the physical possession of authorized staff;
visible to authorized staff after being in his/her physical possession;
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stored in a secure location.

The laboratory chain of custody should be reflected in all the
documentation generated by the laboratory, which may include logbooks,
worksheets, photographs and analytical reports where the custody of the samples
during analysis and storage is recorded with the signature of the staff member
concerned and the date and time of the action(s). The laboratory chain of custody
shall be a continuous record of authorized staff with custody of the samples at all
stages of the process from receipt to disposal. At each stage, the authorized staft
involved must sign and date the entry for the action performed (for details see
WHO Guidance on good data and record management practices (8)).

It is essential to ensure traceability throughout the process - from the
seizure or purchase of the suspect falsified medical product to the conclusion of
the investigation.

6. Regulatory actions upon detection of
suspect falsified medical products

6.1 Risk assessment

When a suspect falsified medical product has been found, the relevant NRA is
to be informed (for details see section 8).The NRA should then perform a risk
assessment to determine what further action is required to protect public health.’
This assessment should be done in communication and collaboration with the
marketing authorization, licence or registration holder, and if applicable with
the manufacturer of the genuine product, and an analytical testing laboratory
with experience in testing suspect falsified medical products. WHO and other
regulatory authorities should also be informed as appropriate.

Further action may include confirmatory laboratory testing of the
suspect samples.

62 Questions to be answered by analytical testing

If laboratory analysis is to be conducted, NRAs should send the samples to a
laboratory with adequate capacity to perform the testing as described in this
document. If no such laboratory is available in the country concerned, the NRA
should identify a competent and suitably equipped laboratory in its region or
elsewhere that can advise on designing a testing plan and/or perform some or all
of the testing. The manufacturer of the genuine product may also be requested to

° See reference (3), Section Ill. Assessment of alerts, reports and notifications received.
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provide information or methods (including reference substances and a sample of
the genuine product), which may be used for the testing of suspect samples and/
or may be requested to analyse the samples.

Upon receipt of a suspect falsified medical product, the regulatory
authority, enforcement agencies and other relevant stakeholders need to clarify
the purpose and aims of testing. Some examples of questions that laboratories
may be requested to answer (with the assistance of the regulatory authority,
enforcement agencies and other relevant stakeholders) are listed below.

Does the sampled product fall under the national legislation for
pharmaceutical products?

Does the sample meet specifications defined as part of the stated
product’s marketing authorization?

What specific substances should the testing be designed to detect?
(Examples include specific unexpected active ingredients or groups
of active ingredients, specific impurities and any substances that are
consistent with reported adverse effects.)

What additional parameters should be tested to assess the health
impact of the ingredients? (Examples include content, dissolution or
disintegration properties and sterility.)

Is there a forensic relationship between different falsified products?
If yes, in what aspects?

Are there any market authorization specifications and methods of
analysis available for the suspect samples? Note: Check if there is a
product monograph in The International Pharmacopoeia, or any
national or regional pharmacopoeia.

What are the expected excipients (if any) in the suspect samples?
Note: As it is often not possible to answer that question, the testing
should be arranged in such a way that there is no (negative)
interference of the excipients in the identification and quantification
of the substance that is expected to be contained in the sample.

6.3 Communication

Care should be taken by the NRA to convey clear and appropriate messages
when communicating information about suspect or confirmed falsified medical
products to the stakeholders. Dissemination of information should be well
planned, to reach all relevant stakeholders while ensuring confidentiality as
appropriate. NRAs should keep a record of the date, recipients and content of
information disseminated. WHO and other regulatory authorities should also be
informed as appropriate.
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Patients who might be affected by falsified medical products should
be advised to consult their health professional. Health professionals and
procurement agencies, wholesalers and importers should be instructed on the
action(s) to be taken to enable a continued supply and treatment while ensuring
patient safety. In all communications the manufacturer whose name is printed on
the packaging of the products should be described as the “Stated manufacturer”,
making it clear that the falsified medical product may not have originated from
the stated manufacturer. Miscommunication can amount to falsely accusing the
legitimate manufacturer of falsifying a product, which would be grounds for legal
action by that manufacturer.

7. Confirmatory analytical testing

NRAs should refer samples to a laboratory with adequate capacity to perform the
testing as described in this document. The manufacturer of the genuine product
may also be requested to provide information or methods (including reference
substances and a sample of the genuine product) that may be used for the testing
of suspect samples or may provide technical support. Any information and/
or materials provided by the marketing authorization holder to a government
laboratory in support of an investigation of a suspect falsified medical product
must be handled as confidential. Where necessary, material transfer agreements
or confidentiality agreements are to be invoked.

7. Laboratory capacity

Best practices for QC laboratories and the minimum requirements for
equipment are described in WHO guidance (6). That guidance focuses on
QC laboratories using compendial or manufacturers’ methods, as described
in dossiers submitted for marketing authorization, to ensure compliance with
the requirements of compendial monographs or manufacturer’s specifications.
However, these methods are designed to detect problems that may arise during
the approved manufacturing process and subsequent storage and distribution
and may not necessarily be appropriate to detect all possible issues that could
arise with medical products that have been deliberately falsified. Methods used
to authenticate suspect medical products must be suitable for their intended use.

Laboratories, normally national medicines testing laboratories, that
test suspect falsified medical products should preferably be ISO/IEC 17025
accredited by a recognized accreditation body (affiliated, for example, to the
International Laboratory Accreditation Cooperation, etc.) to perform the
appropriate analytical procedures that are listed in their scope of accreditation.
Alternatively, a WHO-prequalified laboratory with the capability to test suspect
falsified medical products, an appropriate array of analytical techniques and
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sufficient expertise, may be chosen. Furthermore, the laboratories should be
able to perform, interpret and document the testing according to rigorous
procedures to ensure that the results can withstand legal scrutiny.

Beyond the requirements of good practices, described in general WHO
guidance (6) and ISO/IEC 17025, some additional skills and capacity, as outlined
below, are required for the analytical testing of suspect falsified medical products.

711 Expertise

Critical thinking. Laboratory staff should have the ability to
critically appraise all that is known about each case of a suspect
falsified product and not simply rely on pre-existing standard testing
procedures. This skill can be strengthened through discussions

with peers on specific cases and by learning from senior experts in
the field.

Experience. Laboratories should have access to staff with experience
in designing and implementing science-based, tailor-made testing
plans for suspect falsified medical products. Where this is not the
case, they should cooperate with other institutions and/or refer

the testing request to an institution where the required experience

is available.

Knowledge. Laboratory staff should have up-to-date scientific
expertise enabling them to fully understand the scientific methods
used in testing falsified medical products, to apply them correctly
and to interpret the results adequately.

712 Equipment

Laboratories should ensure that technical equipment for testing of suspect
falsified medical products about which they have adequate knowledge and
experience is appropriately qualified and maintained in good condition.
Investments should be planned so as to enable the basic functioning of the
laboratory for all its intended purposes and to maximize the benefits of any
additional specialized equipment purchased. The cost of the equipment should
be considered together with that of accessory products such as consumables,
reagents, standards, databases and libraries, as well as the costs of and access
to installation, maintenance and training. Sharing of equipment in accordance
with regional cooperation agreements can be considered to minimize the costs
while maximizing the benefits.

Laboratories also need secure and adequate storage facilities for the
suspect falsified samples, when not being tested, to ensure the chain of custody.
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72 Standard operating procedure

Laboratories should develop, implement and maintain a standard operating
procedure (SOP) for testing of suspect falsified medical products. Such an SOP
cannot define each step in the testing, since this will be determined on a case-
by-case basis. Rather, it should ensure that the laboratory follows good practice
and internal quality management systems in planning, implementing and
documenting its actions with regard to each request for testing. WHO guidelines
for sampling of pharmaceutical products and related materials (7) and Good
practices for pharmaceutical quality control laboratories (6) should be followed,
as applicable.

Measures should be taken to minimize bias. Sampling should be separate
from testing. Staff performing each analysis on the testing plan should be blinded
to the results of the other analyses as far as possible.

The laboratory should ensure full traceability of samples and results
as described in relevant WHO guidelines (1, 6, 7), and should follow rigorous
procedures to preserve the integrity of samples and documentation, with a chain
of custody that will stand up to scrutiny in case of legal action.

An example of an SOP for testing of suspect falsified products is provided
in Appendix 3.

73 Testing plan and test procedures

All the available information about the samples should be provided to the
laboratory in the form of a request for analysis that clearly indicates what is
expected from experimental testing. The inspector or enforcement officer who
collected the sample should inform the laboratory as comprehensively as
possible and necessary for efficient running of the testing.

A suitable analytical testing programme should be prepared to detect
the suspect substances. An initial study should then be undertaken, keeping in
mind the number of sampling units available, to determine the substances to
expect in the sample and parameters to be tested, and to design a science-based
testing plan identifying the most efficient combination of methods to provide the
required answers.

A wide range of methods may be considered for inclusion in the testing
plan, which includes simple visual checks as well as the technologies listed in
Appendix 1, and other forensic analyses that may assist in determining likely
sources of suspect falsified medical products. Each technique should be appraised
to determine its most appropriate use in order to achieve the best possible
performance in the given context.

More detail on combining technologies to identify falsified medical
products can be found in the literature (e.g. (5)). Various examples of flowcharts
describing how to proceed with testing are reproduced in Appendix 4 for
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illustrative purposes (with the kind permission of the authors, the European
Network of Official Medicines Control Laboratories).

74 Interpretation and reporting of results

General good practices in interpreting laboratory testing results are described in
WHO guidance (6). Specific points to document for testing of suspect falsified
medical products include:

reasons for selecting the particular methods used in the testing plan;
measures taken to avoid bias in analysis and reporting;

traceability of the measurements, with links to all physical material
and to the original sample on which the test was done;

limitations of the selected methods as used in the testing plan,
together with an estimate of the measurement of uncertainty of a
quantitative result, if performed, and the conclusions.

8. Reporting and regulatory action on
confirmed falsified medical products

A legal framework for reporting of falsified products should be in place at
national level (9).

The confirmed testing results should be reported to the regulatory
authority of the country where the falsified product was found. It is the
responsibility of the NRA, under the given circumstances, to decide how the
findings should be translated into appropriate action in accordance with
national legislation and in cooperation with enforcement agencies and other
stakeholders.”” The marketing authorization holder should be kept informed
of the results of testing. Other regulatory authorities should be informed as
appropriate. A report should be submitted to the WHO Global Surveillance and
Monitoring system for Substandard and Falsified Medical Products (10).

9. Archiving of samples and reports

The testing laboratory should store the samples appropriately and archive the
related documentation in separate secure locations for future reference as
required by legislation, documenting that the integrity of samples and results
have been preserved."

19 http://www.who.int/medicines/regulation/ssffc/surveillance/en/.
" See also reference (3), Paragraph IV.1.1. 30.
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Appendix 1

Examples of analytical techniques that may be used for
package identification, screening and testing of suspect
falsified medical products

The list in Table 1 provides examples of analytical techniques that may be
considered. These include compendial methods as well as specific advanced
techniques. Each technique should be appraised to determine its most appropriate
use in order to achieve the best possible performance in the given context.
Laboratories may decide to outsource some of the analyses necessitating specific

advanced techniques to other suitably qualified laboratories.

Note: The list should not be considered to be complete or exhaustive. It is intended
to provide illustrative examples of commonly available technologies. Moreover,
not all techniques are required for a laboratory that undertakes such testing.

Table 1

lllustrative examples of commonly available techniques

Main use Technique Full name Remark
Identification ATR/FTIR Attenuated total
spectroscopy reflectance/Fourier B

transform infrared
spectroscopy

Identification Melting point - -

Identification XRPD X-ray powder ~
diffractometry

Identity RI Refractive index -

Identification Spectrophotometry

assay

(colorimetry)

Identification TLC Thin-layer

assay chromatography -
impurities

Assay GC/FID Gas chromatography

identification with flame ionization -
impurities detection
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Table 1 continued

Main use Technique Full name Remark
Forensics GC/MS Gas chromatography
identification with mass B
assay spectrometric
impurities detection
Assay LC/UV Liquid
identification chromatography with -
impurities ultraviolet detection
Residual HS-GC/FID Headspace gas
solvents chromatography _
impurities with flame ionization
detection
Forensics HS-GC/MS Headspace gas
residual chromatography with _
solvents mass spectrometric
impurities detection
Inorganic ICP/OES Inductively coupled
impurities plasma with _
optical emission
spectroscopy
Inorganic ICP/MS Inductively coupled
impurities plasma with mass _
spectrometric
detection
Elemental XRF X-ray fluorescence
and chemical -
analysis
Finished Dissolution testing Indication on
pharmaceutical bioavailability of
product testing - the active
pharmaceutical
ingredient (API)
Finished Disintegration Indication of

pharmaceutical
product testing

testing

bioavailability of
API

Specific testing

Sterility

Specific testing

BET

Bacterial endotoxins
test
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Table 1 continued

Main use

Technique

Full name

Remark

Specific testing

Osmolarity and
osmolality

Characterization
of injections and
infusions

Finished
pharmaceutical
product testing
forensics

Light microscopy

Particle
characterization
(size distribution,
size, particulate
impurities)

Identification Raman Characterization of

spectroscopy - material

Forensics Photo scan/overlay Documentation,

- comparison (e.g.
packaging, leaflets)

Forensic FTIR/Raman Characterization

imaging of material
spectroscopy composition
- (distribution,

particulate

impurities)

Forensics TEM Transmission electron  Characterization
microscopy of material

morphology (tablet,
particles)

Forensics SEM-EDX Scanning electron Characterization of
microscopy with material (surface,
energy dispersive distribution in
X-ray spectroscopy mixtures,

particulate
impurities)

Forensics; LC-HRMS Liquid Characterization of

identification chromatography unknowns down to

of with high resolution  trace levels
impurities mass spectrometric
detection

Forensics; LC/MS Liquid

identification chromatography with

assay mass spectrometric -

impurities detection




Table 1 continued

Main use Technique Full name Remark
Forensics; TDS-GC/MS Thermodesorption Qualitative analysis
impurities gas chromatography  of volatiles and
with mass semi-volatiles
spectrometric in solid samples
detection (direct analysis/
without sample
preparation)
Forensics LC/ELSD Liquid
chromatography with
evaporative light -
scattering detection
Forensics; NMR, gNMR Nuclear magnetic Characterization
identification resonance, of unknown
assay quantitative nuclear ~ compounds
impurities magnetic resonance and mixtures -

qualitative and
quantitative
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Appendix 2

Example of an information collection form

RECEIPT OF SUSPECT FALSIFIED PRODUCT

Date on which the suspect product was received:

Suspect product received by:

Signature of the inspector/
enforcement officer and that
of the owner of the product
collected or seized

Suspect product:

Supply history of the product

Source of the suspect product:

Contact details of source of Name and
suspect product: surname:

Physical address:

Email:

Telephone
number(s):

Other:
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IMPACT ON PUBLIC HEALTH

Have any adverse reactions | Yes [] No []
been reported?

If “Yes” provide more
information:

Estimated number of
patients adversely affected?

Estimated number of
patients at risk?

Any other related
information:
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Appendix 3

Example of the content of a standard operating procedure
for testing suspect falsified tablets

1. Purpose

The standard operating procedure (SOP) describes the workflow and the required
test procedures for the testing of suspect falsified tablets.

2. Scope

The SOP is only valid for the good laboratory practices/good manufacturing
practices test facility of .

3. Sample receipt, documentation and storage
a. Sample receipt

Upon receipt of a shipment of suspect falsified tablets for analysis, the receiving
laboratory should:

record the

- name and signature of the person delivering the sample or
courier company waybill;

- date and time of receipt of the sample in the laboratory with
signature of the staff member;

- presence of accompanying documentation in the shipment;
check integrity (e.g. damage, broken sealing) of shipment packaging;
check completeness of shipment against shipping documents;

read out and check data logger (e.g. temperature control) -
if applicable;

check and sign shipment documentation - if applicable;

archive all documents in the corresponding project files as per the
corresponding SOP XXX.XXX.XXX.

b. Sample documentation

After sample receipt and unpacking:

document packaging that contains the suspect falsified tablets as
received as photographic image(s);
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document package insert or patient information leaflet as
photographic image(s);

check contents using shipping documents and previously received
information from sending party;

document each sample: secondary packaging and primary
packaging (e.g. blister) including labels as photographic image(s);
archive all documents and photographic images in the appropriate
project files as per the corresponding SOP xxx.xxX.XXX;

store samples under appropriate storage conditions according to
SOP xxx.xxx.xxx until testing, record storage location;

prior to testing let samples equilibrate to ambient temperature.

¢. Checklists and records of observations

All the above observations should be recorded on a checklist and
signed and dated upon completion by the staff member responsible
for these duties.

The time and date of storage should be verified and recorded, with
the signature of the person responsible.

The time and date of sample removal from storage for equilibration
to room temperature should be recorded, with the signature of the
person responsible

d. Remarks

When using photographic images for documentation purposes,
check image quality (e.g. readability of text elements, colour
correctness) before proceeding.

Ideally, sample documentation should include dimensions (e.g.
primary and secondary packaging, thickness and diameter
of tablets).

The sending party should be informed of receipt of the sample —
if applicable.

e. Observations

Any observations such as damaged packaging, missing or additional samples
should be documented and communicated to the sending party in order to
decide how to proceed.
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4, Sampling and samples

Split each sample set into three subsets.

Subset 1 for packaging inspection and documentation and Subset 2
for analytical testing as described in the following sections.

Keep Subset 3 as a retained sample for any further investigation.

5. Overall aspect
Inspect known product protection features (i.e. holograms, colour-shift inks, etc.)

a. Packaging

Use Subset 1 (see section 4).

Visually inspect the secondary and primary packaging, use authentic
comparators whenever possible.

Report observations of the external appearance of the packaging
materials (including labels and printing) such as visible damage, holes,
discoloration and stains, spelling mistakes and unusual typography.

Document observations as photographic images and archive them
together with corresponding notes in the project files as per the SOP

Report results.

A reporting form should be signed and dated on completion by the staff member
responsible.

b. Samples

Use Subset 2 (see section 4).
Visually inspect the tablets.

Report observations of the external appearance of the tablets, such
as visible fissures, holes, inclusions, discoloration or stains, presence
or absence of score lines, and presence or absence of film or sugar
coating.

Document observations as photographic images and archive them
together with corresponding notes in the project files as per the SOP

Report results.
A reporting form should be signed and dated on completion by the staff member
responsible.
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6. Analytical testing
a. Packaging testing

Use Subset 1 (see section 4).

Record Fourier transform infrared spectroscopy (FTIR) or Raman
spectra according to the SOP xxx.xxx.xxx in order to confirm or
elucidate the identity of the primary packaging.

Report results.

A reporting form should be signed and dated on completion by the
staff member responsible.

b. Solid medicine (tablet) testing
i. Active pharmaceutical ingredient (API)

Use Subset 2 (see section 4).

Homogenize at least one of the tablets of Subset 2 by mechanical
grinding and use the homogenized material for the next steps.

Confirm identity and concentration of the expected API in the
suspect sample using the reference standard and corresponding
compendial method. Alternatively, an in-house method can be used
as long as the suspect tablet is tested against a suitable reference
sample. The suitability of the in-house method for its intended use
should be proven by means of validation reports and should be a
stability indicative method.

Report results.

A reporting form should be signed and dated on completion by the staff member
responsible.

ii. Excipients

Use Subset 2 (see Chapter 4).

Record FTIR or Raman spectra of a reference sample (i.e. certified
medicine reference sample) according to the SOP xxx.Xxxx.XxXX.

Record FTIR or Raman spectra according to the SOP xxx.xxx.xxx
of the tablet, which was homogenized by mechanical grinding and
compare against a reference sample in order to confirm presence
and relative concentration of expected excipients.

If differences from the data of the reference sample are observed
perform in-depth analysis of experimental data (e.g. presence of
unexpected substances or lack of expected substances).
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Report results.

There should be a reporting form to be signed and dated on completion by the
staff member responsible.

iii. Additional tests

If tests as described in sections i. and ii. do not deliver unambiguous results
additional screening tests can be performed on Subset 2. These screening tests
can include:

elemental analysis screening using inductively coupled plasma with
optical emission spectroscopy (ICP-OES) or ICP/mass spectrometry
(MS) as per SOP xxX.XXX.XXX;

screening for volatiles and semi-volatiles using thermodesorption
gas chromatography (TDS-GC)/MS as per SOP xxx.XXX.XXX;

screening for volatiles and semi-volatiles via GC/MS as per SOP xxx.
XXX.XXX;

screening for non-volatile, polar compounds via high pressure
liquid chromatography mass spectrometry (HPLC)/MS as per SOP

7. Dissolution and disintegration testing

Use Subset 2.

Perform dissolution testing in comparison to suitable reference
sample.

Report results.

There should be a reporting form to be signed and dated on completion by the
staff member responsible.

8. Abbreviations

GC/MS gas chromatography/mass spectrometry

HPLC/MS high-pressure liquid chromatography/mass spectrometry
ICP/OES inductively coupled plasma/optical emission spectrometry
ICP/MS inductively coupled plasma/optical mass spectrometry
SOP standard operating procedure
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Appendix 4

Examples of flowcharts for testing of suspect falsified
medicines

Explanatory note to the Appendix

This Appendix includes the examples from an “Aide-Memoire for the Testing of
Suspected Illegal and Counterfeit Medicines” prepared by the European Official
Medicines Control Laboratory (OMCL) Network (Reference: PA/PH/OMCL
(06) 81 R6, Strasbourg, July 2016) which has been reproduced with the kind
permission from the Network members. Terminology may therefore differ from
WHO style.

“The original version of this document was produced in response to many
presentations given at a number of Annual General Meetings of the OMCL
Network (GEON).

The paper provides some practical and theoretical advice to OMCLs on the
development of protocols for the confirmation or determination of counterfeit
medicinal products and was adopted by the Network in 2007.

Subsequently, the testing of potentially illegal and counterfeit medicines throughout
the Network has expanded and many laboratories now have established processes
and expertise.

At the GEON annual meeting in June 2015, it was agreed that the ‘aide-
memoire” document should be revised and updated to provide an overview of the
overall approaches that should be taken for OMCLs analysing suspected illegal/
counterfeit medicines.

This document has been prepared to include example high-level process flows/
decision trees to assist OMCLs and promote a harmonised approach across the
Network. It is recognised that OMCLs will have existing processes in place and this
document does not supersede existing systems. This document is intended as an
‘aide memoire” only and OMCLs are not expected to be audited for compliance
with the document.

The techniques listed in this document are examples only and should not be seen as
exclusive or even preferred techniques. OMCLs should choose and use appropriate
equipment to meet their testing needs.
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The individual OMCLs’ choice of specific analytical techniques and detailed
testing SOPs are outside the scope of this document and should be decided locally
in accordance with local legislation or policies (for example, some OMCLs may
routinely quantify APIs found but others may not - either approach is acceptable),
equipment availability and staff expertise/preferences.

The final decision on what techniques to use and equipment to purchase and exactly
what testing to apply is left to individual OMCLs.”
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Example 1. Decision tree to determine testing requirements

< Sample received >

Register into laboratory
quality system

v

Manage sample as per laboratory quality system, and any additional
evidence continuity and reporting to court standard, if required

!

No

Is it presented
as a medicine?

Yes

Are there any
APIs declared?

Is it suspected
counterfeit?

Use Counterfeit

protocol

¢No ¢No

<Use Screening protocol> <Use Medicine Protocol>

Note:

Where no APIs are declared, often the name or marketing of the item can indicate
what APIs may be present (for example, products may be marketed as weight loss
or sexual potency enhancers, or have suggestive pictures/branding that implies
the product’s intended effect).

Also Internet searches using the product or producer name of the item can often
provide information on APIs, use and/or indication.

Further details of the protocols that may be applied are given in the following
sections.

227



Example 2. Screening protocol (testing for “medicines in disguise”)

Samples may be presented as a food supplement, health tonic, “nutraceutical” or
naturally derived or herbal product. Usually there will be either no mention of
API(s) in the product or even a more positive statement such as “100% natural
extracts” or similar. Alternatively samples may be presented in foreign language
variants, or even unlabelled.

In these circumstances the priority of the testing is to establish whether
there are any APIs/potential pharmacologically active substances present and, if
there is, at what level if required.

START

Note: screening methods may not detect

every possible substance and OMCLs may
Screen for presence of API/ operate more than one method (e.g. for
potential pharmacologically active different drug classes).
substance using suitable technique
(library search, confirm by comparison Methods will need to be updated to include
to reference standard if possible) new molecules as they are discovered.
-~ For unknown or new molecules, advanced
GC-MS techniques may be needed to provide
LC_M)EI’RFCD_DAD structure elucidation.

Substance
present?

Yes l

Is quantitation
needed?

No

No

Yes
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Figure continued

l Yes

Determine content of substance
using suitable technique
(quantitation against reference standard)

LC-UV (single A or DAD), LC-MS, LC-CAD
GC-FID, GC-MS
gNMR
CE

!

REPORT DATA

Is/are there any API(s) present?
If so, at what level?
How does the API content compare to
authorized products?
Is there more or less than the lowest
authorized dose with significant
pharmacological effects?
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Example 3. Medicine protocol (testing of “unapproved products”)

Samples may be legal, licensed medicines in other countries, but not necessarily
in the country where they have been found, or they may be legal medicines sold
outside of the correct, legal supply chain. They might also contain drug substances
that are not licensed or legally authorized for sale or treatment. Usually the API(s)
in the product will be listed on the label and the product will be packaged and
presented as a medicine. In some cases, the samples may be presented in foreign
language variants, so the API(s) present may be unclear.

The priority of the testing is to establish that the labelled API is present,
and (if required) at what level.

Screen for presence of APl using
suitable technique

No (library search, confirm by comparison

to reference standard if possible)

Is the product labelled
as containing API(s)?
GC-MS
LC-MS
XRPD

230

l Yes

Determine identity and/or
content of labelled API(s) using
suitable technique
(quantitation against reference
standard)

LC-UV (single A or DAD)
LC-CAD
GC-FID
LC-MS
GC-MS
gNMR
CE
XRPD

'

If required, determine content
of detected API(s) using
suitable technique
(quantitation against reference
standard)

LC-UV (single A or DAD)
LC-CAD
GC-FID
LC-MS
GC-MS
gNMR
CE




Figure continued

Is the labelled API(s)
present?

REPORT DATA

Are the labelled API(s) present?
How do they compare to
labelled content?

Are any other APIs present
(aside from any labelled API)?
If so, at what level?

No

A
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Example 4.Counterfeit protocol

For samples that are presented as licensed medicines but are suspected of being
falsified, or counterfeit, it is essential that the OMCL is able to make contact
with the market authorization holder of the genuine product. This may either be
directly or through the competent authority, inspectorate or enforcement group.
Genuine comparator batches (ideally three batches including the suspicious lot)
should be obtained. If the product is manufactured at a variety of production sites
samples should be obtained from each. It is not usually possible for a laboratory
to determine conclusively that a sample of product is counterfeit based on testing
alone. The priority of the testing can only be to say whether the suspect sample is
consistent with the genuine product or not.
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Comparator samples and/or artwork to
START be provided to the OMCL

Are the batch/lot No. and expiry details
¢ concordant with genuine batch?

. . ;
Contact MAH What is the complete formulation of the product?
Request comparator Is the product produced on more than
Request information one side of manufacture?
Is the batch disposition (if a genuine batch
¢ number) available? Does this correlate

with where the sample was found?

Sufficient sample

forbothOMCLand > ~~~==—=—====== If possible/allowed ----,
MAH to test? Yes |
¢ No i
Information i
Test in OMCL ¢ and/or comparator :
samples from |
¢ MAH '
\/
AUTHENTICITY TESTING .
Send portion of
Compare the suspect with comparator/artwork using sample to MAH
suitable technique (visual examination; microscopy,

physical, colour, packaging including cover features)

Compare spectral fingerprint of product with
authentic comparator (FT-IR, NIR, Raman, XRF, XRPD)

Determine identity and content of labelled API *

(LC-MS, GC-MS, LC-UV, GC-FID)
Compare impurity/solvent profile of suspect Test in MAH Lab
with comparator (LC-MS, GC-MS, LC-UV, GC-FID)

Compare excipients in suspect with comparator
(FT-IR, Raman XRPD)

¢

REPORT DATA

Is the sample similar to or different from the comparator? | €-"---
Are the OMCL data and MAH data concordant?

Testing
results from
MAH

Note: when a suspect sample is found not to contain labelled API, the OMCL may wish to apply the screening
protocol to determine what, if anything is present
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= @
HUO M W@j Trust gained and share data to support prevention, detection and response
By World Health () )

(@)t (B ﬁg to SFVP by responsible actors
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Time for
Introductions !
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https://www.facebook.com/worldanimalhealth
https://twitter.com/OIEAnimalHealth
https://www.instagram.com/worldanimalhealth/
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mailto:sfvp@woah.org

.-~"q‘
N .‘ ," n?fv‘!"ﬁ

andWOAlelotVetennarmeltonngandSuwaIIameSystenforSFVPMiOAHv
Asiaand PacificResion

_Javier Y. Marcos A Ly Mt ,
- AMR & VP Department Head ' SO VU, gy e

z
.

dela n@
animale al o
JFondée en 1924~ © “FundadaenB2E T



loall our participants ...

for Animal Health
Founded in 1924
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penicillin
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[T The time may come when penicillin can be bought by anyone in the
shops. Then there is the danger that the ignorant man may easily underdose
himself and by exposing his microbes to non-lethal quantities of the drug
_|make them resistant. Here is a hypothetical illustration. Mr. X. has a sore

ia is T
o thﬁ' e ir

Animal safety concern Etficacy concern Animal health
Management concern
= D . 19 &£
/

e Food safety concern  Economic concern  Lose of trust concern  Reputational concern
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Caution with interpretation ! :

F
JOURNAL ©
SMALL ANIMAL
PRACTICE

Oy,
bg
Access ® ® &/ A qUa /;
ORIGINAL ARTICLE | § Open Z ic acid oral fory h lor e/ llty an 5 = Veter,
icillin/clavulanic @ T hygy,8lys ary
Quality of amoxicillin/ci& UK, Malaysia, Af-cet‘”et roch. 'S of j SSeary,
2 ded veterinary use in the 25 A Can o € Useq ¢ M 5p O
inten ricg " Mimay , * Tor 14,2 gjp,
Thailand 2. Kovatevit, N. Suem 5 g, t’yDano €t eatm lnazene @..
wagurunathan, Z. Kovater o lang, k1 S, S ey
L; Pulgerd® 7 BFL‘kE:;u:rd:baszi. ;a\’\ stoagall . See all AW oy 0 Cergy 0’7703 s 2t of
£ Ly, S W. Page. L orgi10.1111/jsap-13648
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Illegal
Veterinary
Medicines

Impact and
Effective Control —
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v
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All animal species
Terrestrial, aquatic and no-
food producing species at risk

No Geographical regions exempt of SFVP

Pharmaceuticals and Vaccines at risk



7 Article3.4.11.5 (xxx):
= Retailing, use and traceability of VMP

Health Catle “Veterinary legislation should provide a basis for actions to address ...

a system of surveillance of the quality of veterinary medicinal products marketed in
b ‘ the country, including a system of surveillance for falsification”

7 Article6.10.3.10 (2024):
o Distribution and administration of antimicrobial agents or VAP containing antimicrobial agents

Health Cde “The Competent Authority should ensure that all antimicrobial agents and VMPs
containing antimicrobial agents are ...

not illegal, substandard, falsified medicines or unapproved formulations and that
these are prevented from entering distribution systems”

_ Mﬂ. 26 Adopted on 26 May 2015

10. The OIE strengthe
World Customs Organisati
products with the aim of ensuri

collaboration with international organisations, such as the
and Interpol, and stakeholders to combat counterfeit
access to antimicrobial agents of proven quality.

6" recommendation (2018)

“Explore the possibility of building an information system of falsified and
| Qecosacconrerince | substandard drugs in the animal sector illegally circulating within and between

Putting Stsndacs countries and building on the experience of the monitoring systems set up by WHO
for drugs'designed for human use taking a ‘One Health’ approach”



https://www.woah.org/fileadmin/Home/eng/Our_scientific_expertise/docs/pdf/AMR/A_RESO_AMR_2015.pdf

HOW?

Theory of Change Impact & Goals

Improved cross-border

Members and actors
responsmle lor registration,

misuse of WOAH’s emblemon
VMPs

SFVPs from circulation in their
country

understands the real situation of SFVPs in a coordinated
of SFVP problem globally. manner

quality by Region national and global level

cross- sectorial coordination

!

\\ Fewer SFVPs circulating
- /& in WOAH Members

WOAH knows Members’ WOAH Members actively e | Improved capacity of WOAH ) Protection of WOAH's S
d 1+ SFVP: d 2 engage with global surveillance coordination between WOAH 4 Existence of a global Network Strengthen One-Health 7 Lo . . -
e o oy J ' Members todetect and removg of laboratories testing VMPs collaboration and actions at institutional reputation due to / = \/g \ Strengthen within- and

/. Reduced
(CLFL\\‘ contribution
" to AMR & APR

_

VY.
s

Improved access to good quality VMPs
and capacity to effectively manage
animal diseases

7ol &

Reduced impact of |nfect|ous diseases
on animal health and welfare, food
security and economic development




) Veterinary Monitoring and Surveillance System for Substandard and Falsified VMPs

=N & B

R KE
o A

Members with access, control Repository of incidents Public Alerts with recommendations
and analysis of their own data available at regional level (subjectto conditions to fulfill) Annual report
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1©@ 2" Pillar : Development of Guidance related to SFYP |

WOAH Collaborating Centres = =

O O O Additional experts (academia) s e

‘ ‘ Open consultation prior to final guidance documents

0% 10% 20% 30% 40% 50% 60% T0% 80% 90% 100%
7 Experts | | | | | | | | |
Cooperation/coordination.with other countries to manage a suspect SFVP

Authority for registration and authorisation of VPs

Authority for surveillance of quality of VPs

Same authority for registrationand monitoring or surveillance?

Database of registered VPs in the country

Surveillance system for quality of VPs

Surveillance system for quality of VPs with laboratory testing

Guidance on post-
marketing surveillance

Legislationfor recalls of VPs
Access to a laboratory that can test quality of VPs

Traceability systemfor VPs

Yes No | do not know M N/A



1©@ 3 Pillar : Explore opportunities for regional testing of quality of UMPs

WOAH Collaborating Centres

Existing networks in regions ?
Existing partners/funding bodies involved?
Members willing to establish collaborations?

Experience WHO - coordination with labs for testing
APls of common interest?

Public-Private Partnership?
Sustainable Regional

Laboratory Networks Future - Twinning Programme?



1©@ 4™ Pillar: Options for strengthening surveillance of YMP quality at field level

10

— \ WOAH Collaborating Centres
— Review of current devices available with
. recommendations of their use
i =

Members willing to pilot active surveillance system

Guidelines & tools fo

fleld |eve| SuU rvei"ance Combating AMR using One Health Approach in Q/\/ﬁ

Z_im bla_bwe_ ;




5" Pillar : Awareness, Communication & Training .

WORLD
ASSOCIATION
FOR BUIATRICS

1st Global Joint Summit of Human
and Veterinary Medicines Regulatory
Authorities to Preserve Antimicrobials

Theme les of ibiotics
andAg t LA # % World Health World Organisation
Organization of the & Y Lgor for Animal Health
nited Nations ewionment  {¥#,¥ Organization (P foxcrimaiter

Regulatory
Agencies Global
Network against

= 4 ‘ .
Training Seminar for National Veterinary Products Focal Points
i R|faro

Veterinary Products? A Vital Yool for Inii

AMR (RAGNA).

Identify personal experiences

== Funded by

Together we can make
aln= UK Government

a difference!

Use of social media

30th General Session of the
World Assembly of Delegates
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Substandard and falsified veterinary and
human medicines — a One Health

approach

Paul Newton

Medicine Quality Research Group (MQRG), MORU Tropical Health Network & Infectious
Diseases Data Observatory, Centre for Tropical Medicine & Global Health, Nuffield Department of

Medicine, University of Oxford, UK

paul.newton@ndm.ox.ac.uk

KL

DM Centre for
Yeq+ Clobal Health Research

INFECT IS DEEASES DARE DEIERATTEY

LONDON /7P
SCHOOLY faw
HYGIENE
STROPICAL
MEDICINE s



mailto:paul.newton@ndm.ox.ac.uk

e

I CENTRE for
ﬂ TROPICAL MEDICINE
and GLOBAL HEALTH

13 full time and 3 part time staff from
10 countries, based in UK, Lao,
Vietnam, USA & Spain

8 pharmacists, 2 doctors, 3 data
scientists & informaticians

3 PhD students

\ Medicine Quallty Research Group

Key objectives
Improve our understanding of the:

epidemiology of substandard and falsified (SF) medical products

their impact on patient outcome, health systems and AMR

the +/- of innovative screening technologies for post-market surveillance
detection of SF medical products

the use of novel forensic tools for estimating the sources of falsified
medicines and their ingredients

To:

engage with policy makers to improve the quality of the global medicine
supply

help build a research community for this neglected subject, especially

help seed more research groups

in
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THE LANCET, SATURDAY, April 1Sth, 1829,

TESTS OF ADULTERATED QUININE,

TrE adulwration of quickoe is carrled o 3 greater extend
than is generally supposed, while the necessity of baving it
gennine i most lmportast. The bigh price it obtaies,
reuders it a source of successful imposition to sellers, and
of corresponding dissppointment W cousomers ; aml thix is
most protably the cause of the various degreex of benefit
with which it has been used in the same comphict, The
aduelterations most froquently wsed, ave, a peeoMarly fice
preparation of crystals of spermaceti, starch, and the
gentianme, a preparssion taking in & great degre
(when carefully made) of the appearance of guinize, bet
cheapsr and qguite uscless. For the detection of the
latter, I am pot aware of any infaliible test, exceptiug
that of a dellcate taste, il to bo explained, and ouly o

be acquired by constant practice. A sure test to delech the
presarce of spormacetd, {5 1o beat a ploce of highly-polished
Senm b . P i Lo a2 dha

Mercury (Hobart, Tas. : 1860 - 1954), Friday 3 May 1946, page 7

L L TR R LT T U

: FAKED PENICILLIN

Marc than 1,000,000dol. worth of fake drugs, including penicillin,

have beon discovered by Allied police i Berlin

Peter Domke

QUALITY OF QUININE PREPARATIONS
IN INDIAN HOSPITALS AND DISPEN-
SARIES

By INDU BHUSAN BOSE, #hs. (Berlin)

B. MUKERJ!, mxm (Cal), a»., pse. (Mich.)
and '

R. N. CHOPRA, cis, ma, o, sen. {Cantab)),
raer. (Lond)

BREVET-COLONEL, LMS.




—_—

Pathophysiology

Diagnostics Optimum

Epidemiology — | therapy I aX
& Patient/

Drug discovery national | & animal

Clinical trials policy Prescribing use

Adherence
Meta-analyses

Medicine Quality




WHO definition of substandard and falsified medical products

Focus on public health, not on protection of intellectual property rights (‘counterfeit’ no longer used by WHO)

Three separate classification - origins and solutions differ considerably
Not possible to reliably classify a medicine without packaging analysis
WHO estimated in 2017 that 10.5% of medicines in LMIC are SF

] SUBSTANDARD

f L
“E_ﬂﬂ q 3
—| I\'..—_;- |
"= 0 -
Also called “out of
DEGRADED specification”, these are
(substandard according to authorized medical
WHO) products that fail to meet

—> Leave factory
good quality but
degrade due to

improper storage

either their quality
standards or their
specifications, or both.

—> Result from factory

error

FALSIFIED

Medical products that
deliberately/fraudulently
misrepresent their
identity, composition or
source.
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Falsified ‘Coartem’ - Ghana

3 different packaging types. First
discovered by Ghanaian MRA &
USP

Wrong German spelling

No artemether or lumefantrine

Pyrimethamine 7 mg/tab

Pollen suggests eastern Asia

Dacrydium pierrei in genuine
comparators




Multistate Fungal Meningitis Outbreak - Current Case
Count

MNovember 9, 2012 2:30 PM EST Frevious Case Count Maps

MOTICE: Going Torward, we will be providing case count updates on Mondays, Wednesdays, and Fridays.

Cases with Fungal Infections Linked to Steroid Injections

l‘ g ok
g . I

HNH13
RI3

TN:EH 9
o, N
B I ] 1= 11 cases
D I 12 — 40 cases
N - 41 cases =2

[Wiew Larger Mago]



BATCH J093
THE PATHOLOGY OF NEGLIGENCE

REPORT OF THE JUDICIAL INQUIRY TRIBUNAL
To determine the causes of deaths of patients

of the Punjab Institute of Cardiology,

Lahore in 2011-2012

125 cardiology patients died in Lahore with bone marrow failure after taking ‘isosorbide
mononitrate 20mg’

However, it contained an excessive dose of the antimalarial pyrimethamine, resulting in
fatal bone marrow suppression

Gross factory error (i.e. substandard)



Falsified vaccines

Counterfeit vaccines in Indonesia:
managing the issue through media

N. Nurliteln Arief

Faculty of Commrovontion Saence, Universitas Padyadparan,

Charge Filed in Fake Flu Vaccine Investigation

10/28/2005 2:48:00 PM

To: National and State Desks

Contact: John Yembrick of the U.S. Department of Justice, 713-567-9388 or usatty txs@usdoj.gov, Web:

hitp:/Awww.usdoj.gov/usao/txs

HOUSTON, Oct. 28 /U.S. Newswire/ - At a press conference today, United States Attorney Chuck Rosenberg announced the
unsealing of a criminal charge filed against lyad Abu El Hawa, age 35, for his role in a scheme to defraud Medicare by
administering fake flu vaccines at company sponsored health fairs. EI Hawa was arrested last evening following the filling of a
cnminal complaint. Currently in federal custody, El Hawa is expected to appear before a United States Magistrate Judge this
afternoon, At that time the United States will seek his detention without bail pending further criminal proceedings.

Kabupaten Sumedany, indonesia and
Ixpartment of Corporate Commuenications, %o Forma, Bawdung, Indonesia
Siti Karlinah and Yanti Setianti
Facudty of Commnrication Science, Undrersitas Padpadiaron,
Pl 2, ] 4 w. el a 'Wl
Sri Susilawati
= Faculty of Dentistry, Unaversitas Paddodiaran, Bandung, Indowesia

v HIDS\_ (0

4T NED STy~

Counterfeit Rabies Vaccines: The Philippine Experience
Wt Evarn R Hensen.''* Aathony Aldria & Soutage.’ and Sharityne §. Namge”

Mot b Cornt of e Lpndwnangs Cumn D Mt ar Oy Otipas Auman Py Dt Paipgown Socme of ettt Damters S vourt of Wetoma, S Mads [ Oty
St Py Ty Py Vnputot of My Do Ui Oy Ohgas Semn. P Cfy Mvigtmmn. Sag Setunms Sapurtot. U Mt 00y Origes Avme femng O
e

Backgroand, In December MUK 2 lainge. tertiary, university-afiluted Bowial in the Ihlippiscs Saoorerad that their kegitienate
wapply chass was infiltratod with cogmterfict ralies vaciine

Methady. AR vish sinpoctodtobecounter fon were guarantinnd sad sarmenderad (o the Philppioe Food smd Dvug Adminmatrathon
Patierats wheo imay kave peceivd the ommterfeit peodacts wire recallnl, evalzned and revaccinated accendimgly. Vials of the comnter
Tt vaccines were sent te various laborssaries for testing

Results,  Two bnches of countesfent rabies viooioes were Sound o have sdlitrated the bowpital’s sepply chaln betwprn December
2007 und Decomber 2008 OF the V711 patients who may have secemed counteriet vacoines, 1397 patients wese succeafully con
T, and 734 were peviscotnatid with at ot 1 done of astbentic tables vaccine, The countorfoit vids were ienilc, Comtaned oo
1ondc aubatangen, o both contained scther antirables legradient. No report of rabiey iadection of other adverie events werd ooled.

Conclunlows.  Our expeérsoeces demamnirales the nocd Soe stavmg ey vention aad coltsborasioe rovponse Bom 2l wakehokion
povernmcnt ansd rogedatory podies, the pharmoceutical industsy, and sdivadual seditutions and < omumen— 1o effe Bvely eradicale
comtrerfong amd prisoct cur patients,

Keywords,  counterfeit vaoclnes: rabdes supply chain

"% World Health
£ Organization

), avenaan Ares ~ CH-E11 G JT - Swrrrmuse - Tr ciwmmi, +4 1 22 791 2010 - Fior cowmmas #4123 TG 3911 — wvew v r

Ref RHT/SAV/Alert 22016

Falsified AMARIL vellow fever vaccines circulating in South East Asia

1| February 2016

Medical Product Alert N° 2/2016




Clopidogrel for a clinical trial in USA

2007 clopidogrel labeled as ‘Plavix’ worth £1 million shipped from a EU wholesaler
to a UK wholesaler and then to a pharmaceutical company in the USA, for use as a
comparator in a clinical trial

The entire consignment was found to be falsified, tablets contained only 50- 80%
stated clopidogrel

One of the ringleaders was sentenced to eight years imprisonment

CONSORT 2010 Statement: updated guidelines for reporting

parallel group randomised trials

Quality assurance of drugs used in clinical trials:

proposal for adapting guidelines

Paul Newton and colleagues propose that clinical trial guidelines should include a requirement to
assess and state the quality of the drugs and other medical products used

LSO woriowade




Health for Ani
" T Investigating the illicit market in veterinary medicines: An
exploratory online study with pet owners in the United
Kingdom

Monica Pons-Hernandez' ' « Tanya Wyatt” 1 . Alexandra Hall

Veterinary

Mcepted: |3 August 2003
© The Acthoets) 2022

Medicine

Impact and
Effective Control

Abstract

The alhicit market in veterinary mediwanes i an overlooked issue dexpite threaten-
ing e health of non-human and buaman amimals, It & thought 10 be increasing
within the major markets of the global Noath due 10 the growth of e-commerce
and social media sites. This paper examnes the online market in il velcrinary
medcings through an exploratory study of the public's cnline ¢xperiences as pet

’Asie du Sud-Est. owners in the UK. To this ¢ad, we collected data through Nitcrature-based rescarch
o v 7 and an online survey. Drawing on Passas’ cominogenic asymmetncs frameaork,
un foyef pandemlque ' the rescarch found that the conflucnce of legal, pobtical, cultural, ctomomes amd

knowlodpe asymencirios kikely facilitale the market i illicit vefennary medxanes
in the UK. Owr resesrch concludes that, winle previcss reports suggest the illicit
market is dominated by medicines 1o treal pots, i exreasingly consists of medcines
for farmed animals. This brings 3ts own set of challoages and risks, and a prossmg
noed for further rescarch on the market's dynamics

Le médicament vétérinaire en question

Voupet Ngom o of Aesorsiart Reeanch, Fodcy and Macsor 1017174 Ph‘orahsm- R(‘S‘.‘af(’\. Po’:(y
DO 121551057090 1001 5
and Practice

RESEARCH Open Access

Survey shows scale of fake online meds

Quality of veterinary pharmaceuticals and e Odile Le Minor Recidenn :
their use by pastoralists in the Far North ——
Region of Cameroon R
peastosms Ddion plr ety pu dprpesie ik oz P s o BMC Veterinary Research || IS
Inferior n?bk‘s \acc'iflu- ’ustil) a.nd low immunization coverage . . @
in dogs (Canis familiaris) in China National post-market surveillance
assessment of veterinary medicines in

L MU AR YOOKS. S B ZHANGLY LIU ano B ZHANG!
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ao of Rar o

Senlyy, Adlivione. U




Epidemiology — how to improve our understanding
to inform policy & implementation ?



https://www.iddo.org/mg-scientific-literature-surveyor

€ MEDICINE QUALITY

ABOUT US ¥ GOVERNANCE ¥ RESEARCH ¥ NEWS

Medicine Quality Scientific Literature
Surveyor

Discover a new interactive; online tool that maps medicines quality scientific evidence across
geography and time,

Substandard and falsified (SF) medical products {(medicines, vaccines, diagnostic tests and devices) pose an immediate danger to
many people workdwide, and in the case of antl-infectives, they could also increase the threat of drug resistance emerging and
spreading. A major chalienge in preventing this Is a tack of accessibie and reliable information on how widespread they reaily
are. This new mapping tool visuaiises these data and it will help scientists, heaith professionats and officials fill critical
Information gaps.

The tool delivers summaries of published scentific reports on the quaiity of carmnmunicable diseases [antimalarials,
antiretrovirals, antibiotics, anti-tuberculosis) non-commanicable diseases [antidiabetics and medical devices for diabetes
management, cardiovascular medicines and medical devices], veterinary medicines, and vaccings across regions and aver time,

both in English and French

It builds on the success of the Medicine Quality tearm's work on WWARN's existing Amt - and future phasad

refeases are planned that will expand its reach to other medical producss

With increasing number of reports in the scientific literature of substandard and falsified medical products for dlagnosis,
treatment and prevention of COVID-19 we are developing a Surveyor database and map for these, including past reports of SF
medicines being repurposed for COVID-19

T u

Includes published scientific data
describing quality of medical products for
malarial, diabetes, HIV, bacterial
infections, TB, cardiovascular disease and
veterinary medicines, medical devices
and vaccines.

Filters studies according to medicine,
report type, collection type, medicine
source and quality classification.

Provides customised summaries of reports
per country describing SF medical
products over time and location.

Filters studies according to medicine,
report type, collection type, medicine
source and quality classification.

The tool also in French - voir le "Medicine
Quality Scientific Literature Surveyor" en

francais



https://www.iddo.org/mq-scientific-literature-surveyor
https://www.iddo.org/mqsurveyor/?locale=fr

1
i LT e p——
| Abacawe Fitter studios by publication year range: 1985 to 2020 Wo would be gratoful for any addtional infarmalion, comections oc comments from users
 Abacawr Lamivueine | | and auhoes, Visit the MQ Surveyor web page for information on Methodoiogy, Extarnal
|+ ABacavie Lasivadias-Zidovindi ' RN EENE R D resourcos, Acknowledgements , and the User guide
{7 et joss e wes 200 208 0 28 200

e https://www.iddo.org/mq-scientific-literature-surveyor
+ ’ - . .

LR Looking for a country report?

+ Cotecton typs .* Croom 3 country ]
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+ Cuality ciassification ,*

+ Colaction typo .~

+ Medicine Scurce .”

Filter studies by publication year range: 1983 to 2024
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Visit the MQ S, wob page foe on Methodelogy, Extermal rescceces,
Achrcwcgaments , and the User guide

Downiocad the data




https://www.iddo.org/mgmglobe/

Medicine Quality Monitoring Globe

Substandard and falsified medical products, including medicines, vaccines, diagnostic tests and \m
'OPEN GLOBE

—/

devices are critical global public heaith issues. Discover a new interactive, online tool mapping
real-time medicine quality media reports on the quality of medical products across the worid.

Substandard and falsified medical products reduce the effectiveness of treatments, causing adverse drug reactions and can
accelerate antimicroblal drug resistance - threatening the lives of millions. Global investment to improve the prevention and
treatment of disease is wasted if the quality of the medical products actually used by patients Is poor.

Current survelllance in most of the world is extremely limited and incidents relating to poor quality medicines are often not
published in peer-reviewed scientific journals. The new Medicine Quality Monitoring (MQM) Glokie helps fill evidence gaps with
customised summaries of national and international newspaper reports on medicines and medical products’ gusiity viewable
on-screen in French, Spanish, Mandarin and English, and reports are available to download in three languages - English, French
and Spanish, It gives early warmning of new incidents, reveals the extent of the problem, how the media perceive and report
cases, and may also shed light on how Incidents can affect subsequent behaviours and perceptions, it has been updated to track
press reports of SF medical products related to COVID-19, including key items such ds masks, diagnostic tests, medicines and
vaccines. There are no medicines or vaccines approved for use for COVID-19 yet, Medicines being trialled are listed heres |

Summarizes newspaper articles,
retrieved from GoogleNews
(English, French, Chinese,
Vietnamese & Spanish), related
to SF and are curated and mapped
on a Globe.

The principle target users are
medicine regulatory authorities
and international organisations.

As these are journalistic, rather
than peer-reviewed scientific,
reports, they will intrinsically be
less reliable but we aim that they
will give early warning of
potential problems needing
further investigation.

Updated for COVID-19 and now include regulatory alerts from
MRA websites



https://www.iddo.org/mqmglobe/
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Two arrested for illegally selling Covid-19 home testing kits

-14, North West Landon, Croydon, Same report aiso mentions: Uxbndga

A pharmacist and a surveyor have been arested on suspicion of illegally selling coronavirus testing kits in two separate investigations by the National Crime Agency (NCA). NCA officers arrested a 46-
year-old pharmacist from Croydon on Saturday under the Frawd Act 2006 after he aliegedly made false and misieading claims about tests' capabiiity. Two properties and a car linked to the suspect
were searched. He was released on conditional ball

B Fasified
m Private pharmacy

B Medical device for screening/dia

ID: 527188

UK police charge man with making and selling fake coronavirus treatment kits

British pofice said on Saturday they had charged a man with making counterfeit treatment kits for coronavirus, and sending them across the world. Frank Ludiow, 59, of West Sussex, southem
England, was amested on Friday and has been charged with one count of fraud by false representation, one count of possession of articles for use in fraud, and one count of unlawfully manufacturing
a medicinal product, He appeared at Brighton Magistrates Court and was remanded in custody until April 20. [...) During a search of Ludiow's home, police found 300 more treatment kits and an
estimated 20 litres of chemicals used in the production of the fake kits.[testing kit] [Covid-19)

S/49 hydrogen peroxide:ADTABO2 hydrogen peroxide:D08AX01 hydrogen peroxice:S02AA0G POTASSIUM:A128 POTASSIUMA12BA
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Figure 2 Countries with public reports on COVID-19 vaccine quality issues on the Medicine Quality Monitoring Globe.
Countries linked to incidents are indicated in orange. If a public report mentions a product name or a2 company, these details are indicated on the map, with in red the information
that was added since the last issue. Ox-Az: Oxford-AstraZeneca, and J&J: Johnson & Johnson.




Veterinary Medicines

There a few data on the quality of veterinary medicines but vital to inform policy
and implementation as humans coexist in complex ecological inter-relationships
with vertebrates - livestock and pets

SF veterinary medical products will inevitably harm:
* animal health & agricultural production
* farming & livestock trading communities
* human and animal nutrition
* food security

Also risk antimicrobial resistance, but has received minimal investigation



* Fewer datapoints - 314 publications, with
2,335 samples and a failure frequency of
6.5%

* Majority of samples - post-marketing
surveillance in Republic of Korea and
China

* Only 3.5% of samples, all anti-infectives,
were from 20 prevalence surveys; 53%
collected in LMICs

* Prevalence survey sample size ranged
from 4 to 310 samples

* 55% of surveys used convenience outlet
sampling methods

* 52% of 1,246 samples failed at least one
quality test

Original research

The quality of veterinary medicines and
their implications for One Health

Vayouly Vidhamaly © 23 Konnie Bellingham © ,'2® Paul N Newton @ ,'#3

Céline Caillet © '~

i
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Figure 2 Number of publications per type and year of
publication (note: publications published up to the 28
February 2021 only were included, hence the reduction in
number of publications in 2021).




Of the failing samples:

* 93.7% were classified as
Substandard or Falsified
(SorF) because no packaging
analysis to assess the
authenticity of the samples was
performed

* 3.7% = falsified
* 2.6% = substandard

Table 1 Veterinary medicine failure frequency by continent/country in prevalence surveys®

These data do not mean that
53% of vet medicines in LMIC
are SF — data are inadequate
for accurate estimates

Continent Income level Country No. data points Fallure frequency % (n/N)
Asla 721 (165/229)
LMIC Viet Nam 47 77.3 (92/119)
UMIC China 7 76.1 (54/71)
LMIC Pakistan 1 50.0 (4/8)
High-income setting Hong Kong, SAR, China 4 48.4 (15/21)
Africa 47.3 (479/1012)
LMIC Cameroon 10 84.0 (63/75)
Lic DR Congo 1 66.7 (2/3)
LMIC Senegal 17 65.2 (58/89)
Lc Rwanda 6 85.1 (54/83)
Lic CAR 1 60.0 (3/5)
LIC Madagascar 4 57.9 (33/57)
LIC Benin 6 53.4 (30/73)
LMIC Ghana 5 52.0 (13/25)
LMIC Angola 1 50.0 (1/2)
Lc Niger 4 48.8 (21/43)
LIC Chad 1 46.7 (7A15)
LMIC Cote d'lvoire 14 45.4 (84/141)
LMIC Nigeria 5 44.4 (4/9)
Lc Togo 14 42.9 (33/77)
LIC Burkina Faso 3 31.5 (17/54)
Luc Ethiopia 4 28.0 (14/50)
LIC Mall 13 26.4 (52/197)
UMIC Namibia A 0.0 (0/5)
LIC Malawi 1 0.0 (0/3)
LiC Mozambigue 1 0.0 (0/2)
Unknown™ Unknown™ Bl 25.0 (1/4)
Internat Not applicable Unknown” 1 80.0 (4/5)
Total 173 52.0 (648/12486)




Problems with the epidemiological data

Small sample sizes

No publicly available SC|ent|f|c data from
many countries T]

Few random surveys J
. b !
Little consensus l ” ,,hJ|:\,|;|.EE.:§jﬁ —

w % Munber of samphes collected por aursey

Overinterpretation of data ———
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A STUDY ON THE
PUBLIC HEALTH AND
Im paCt SOCIOECONOMIC IMPACT

of substandard and falsified
Fig. 2: Impact of substandard and falsified medical products medical products

Lost productivity Economic loss

Lost income

Lack of
social mobility

Wasted resources

Increased
out-of-pocket spending

Increased poverty
SUBSTANDARD
AND
FALSIFIED
PRODUCTS

Loss of confidence Higher disease prevalence

Increased mortality and

Cre Progression of
morbidity (adverse effects)

antimicrobial resistance



How imr)ortant are SF antimicrobials for AMR ?

Human antimicrobial misuse oroveruse B3 Suboptimal dosing, including

£ Animal antimicroblal misuse or ovesuse from substandard and falsified
0 Enviconmental contamiration deugs

) Health.care transmission B3 Travel

0 Suboptimal rapid diagnostics 20 Mass dnug admirstration foe
£33 Suboptimal vaccination hunan health

High

Moderate '

Redative contribution of factor as a driver
for antimicrobial resistance

» T PR T AT A . |
Low Moderate High [
fvidence that factor s contributing to antimiceobial resistance

Figure 3- Role of modifiable drivers for antimicrobial resistance: a conceptual
framework

An infographic to show the considered potential ¢ i of each factor as
adriver for antimicrobial resistance. Associated relative contribution,
supporting evidence, and potentlal population affected (diameter of bubble)
was created from a two round Delphi method of contributing authors. Factors
were identified from review of the national and int al antimicrobial
resistance literature, The Grades of Rec wdation, A t,
Development, and Evaluation (GRADE) approach was used to identify the
quality of the evidence {the study with the highest GRADE estimate was cited)
supporting each deiver as being contributory to the rise in antimicroblal

] o Antimicrobial Agents
L SO0 o

MECHANISMS OF RESISTANCE

seaswance and Chemotherapy® "

Owes e
___8

Evolution of Rifampin Resistance in Escherichia coli and
Mycobacterium smegmatis Due to Substandard Drugs

Zohar B Weinstein,* Muhammad M. Zaman™*

resistance (appendix).
Antimecrobiade access and sustainable effectivensss 2

Understanding the mechanisms and driven of antinicnobial
resistance

nature communications a
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The uncertain role of substandard and
falsified medicines in the emergence and
spread of antimicrobial resistance

Bacandvmad: 5 Masch 203
Aseptad: T Saptember 2033

Fudilisduad urbivnr: 07 Clgncly JOT3

Senn Cavary @' | Binlla Banyoniga™4, Cathin Head™*** Charry Lim'™,
Jnal Tarming @ %, Benn &5, Christiars 4, Cabline Caillet™ 114,
Paul N, Mewton' % & Ben 8. Coopar @'

Dbk Foor pintes

Approximatchy KRG of smimicrobails used by Bnimans im lowe- and middie

in e colEnivics are cscimated 1o be suhstandarnd or falsifed. In addaion o
thelr megarne impac om maridicy and manmling, they may also be imporam
drivers of antimicroblal reststance. Desplee such concerns, our undemscanding
of this relatiomship remaires mudimentary, Suhsandard and Gisified medicines
have che potential 1o elther increase or decresse levels of resisance, and here
we discwrss a mnge of mechanbems thet could drive these changes. Under-
standding these effects and thelr relaghve mpostance will requine an improsed
umderstanding of how dilfierens drug cxposares affen the emergenge snd
spread of reststance and of how the percentage of aotive pharmaceutical
Insgreddients in ushstandand and falsificd mesdicines s temporally and spaziay
disiribared.

Sub-therapeutic antimalarials
in fakes — covert drug
pressure for resistance. e.g.

- Artemisinin in falsified
halofantrine in West Africa
- Pyrimethamine in fake
artesunate & artemether-
lumefantrine

- Chloroquine in falsified
artesunate

SCIENTIFIC
REPORTS

e rscach

Development and selection of low-
level multi-drug resistance over an
extended range of sub-inhibitory
ciprofloxacin concentrations in
Escherichia coli

Carly Dy & WoAsewnad . Zamay' ™




Detection — how can SF medical products be
detected In supply chains to avert public health
harm ?



Medicine quality screening devices

Increasing concern about medicine quality at different levels of the
distribution system

Globally, inspectors have few tools apart from their eyes and their
experience

Over the last decade a plethora of portable devices
Will these devices fulfill their promise to empower Inspectors ?

(= hooln (0

What Is the current evidence base ?

. Reseacch ®
. ; g . Global landscape assessment of screening 22
Field detection devices for screening the technologies for medicine quality

lity of medicines: stematic review :
quality of medicined: a systemiatic revie assurance: stakeholder perceptions and
practices from ten countries

Serana Vickers, . e, Stepha
Facundo M Fernandez.” Paul N Newion,*” Céline Catiet'




Minilab

 Portable ~ 50 kg
 Visual appearance, TLC, colorimetry, disintegration tests
- ~5,000 USD

 Qualitative/Semi-quantitative; Currently 85 APIs

 Field-tested (Antimalarials and antibiotics)
* Sensitivity/Specificity: variable

+ Good at detecting zero stated API medicines.

= Destructive, time-consuming, needs many consumables & medium

lab skills with regular training. Semi-quantitative and hence limited
detection of reduced % APl medicines



Raman spectroscopy

Raman technology
Handheld ~ 0.9 kg

~ 65,000 USD

Qualitative and quantitative?
Assays all Raman active substances in the sample — brand specific
Lab test: fair to very good Sensitivity/Specificity

+ Robust, user-friendly, non-destructive, can ‘see’ through some packaging, no
consumables, minimal training

- Cost, requires reference library of spectra, interference by fluorescent
compounds, reduced API not detected (?), problems with co-formulated
medicines if dominant signal due to one API



Paper Analytical Devices

« University of Notre Dame, USA

« 12 lines per card, colorimetry

« Upto3 USD

« Qualitative; 60 different APIs

« Reading & analysis App being developed

franTTAC I AT

== .. -'x,'“u’«tq'”!q 1]
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+ User friendly, inexpensive, no consumables, minimal training

= Single-use, destructive
Many API cannot be tested



MQ Screening Devices - summary

Just beginning to understand the complexities for real world use

Very poor evidence base — median number of API tested per device = TWO
Unlikely to be one device for all medicine quality issues

Needs intensive independent evaluation of :

Which APIs will they work with, and in what combinations ?
Can they quantitate API ?

What to do about capsules, parenteral formulations & vaccines ?
Can packaging be optimized to facilitate their use ?

Need portable devices as surrogates for formal dissolution testing
What are their comparative cost effectiveness ?

How to construct infrastructure to implement their optimal use ?
Which positions in supply chains are they optimally used ?

How to link the devices with national reference labs ?



Where do falsified medicines &
vaccines come from ?



Fake Artesunate “Type 4’
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« 2000-2001 - 38 % of shop bought falsified artesunate fake

* One NGO bought 100,000 tablets in one shop

« 2002-2003 - 53% of shop bought artesunate was fake



Jupiter investigation

» Epidemic of falsified oral artesunate in South-East Asia, late 90’s

Collaboration with WHO, Interpol, Guilin Pharma, Australia TGA, GNS Science, Georgia Tech, USP to investigate origin -

using packaging analysis, pollen & stable isotope analysis - suggested origin in southern China

Interpol took dossier to Ministry of Public Security in Beijing, resulting in six arrests

2 TN ,{r\“ Leramy

Pinus and
Juglans pollen

grain found in
falsified tablets

Seized 240,000 packets

-~ M

A Collaborative Epidemiological Investigation
into the Criminal Fake Artesunate Trade

in South East Asia

Paul N. Newten"", Facunde M. Fernindez’, Aline Plangan®, Dallas C. Mildenhall®, Michael D. Grean®, Li Ziyeng”,
Eva Maria Christophel®, Souly Phanouvong®, Stephen Howells'®, Eric Mcintosh'®, Paul Laurin'', Nancy Blum®,
Christina Y. Hampton®, Kevin Faure®, Leonard Nyadong®, €. W. Ray Soong®, Budiono Santose”, Wang Zhiguang”,
John Mewton™', Kevin Palmer®
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Few forensic palynologists with global
reference collections = environmental DNA

analysis ?
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Origin of falsified medicines

a) Genomic approach & 28

Biological composition and environmental
DNA (eDNA) may provide information on

 environment and origin
(‘pharmabiome’) of tablets, capsules
and excipients

 time of manufacturer

 Dbacterial, fungi, plant, human DNA

Environmental DNA

as an innovative technique

to identify the origins of falsified
antimalarial tablets—a pilot study
of the pharmabiome

mowifer M. Young ', Coaig Uddhcont ™, Kor jomt van Dk, Pateicie Tabemera ' WV,
Colne Collat™ ", Nochalon L WBAe"", Advdun Linatm ', bevwavy | Acsiin* &
Pad K Nwwnae s Waam)

4 THE UNIVERSITY
Y of EDINBURGH

b) Chemical approach

1. Isotope-ratio mass spectrometry of excipients
and water in tablets can provide Information on
origin (geolocation & geological environment),

plant type, etc.

Forensic investigation of falsified
antimalarials using isotope

ratio mass spectrometry: a pilot
investigation

P P w457, iy i i il ayfong ayuey -, dipivs Smeionn ',
Putiukn Tabpirwig™- ', jnkea [ Hewrs™ & Thosr £ Corling
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blister = information on production process

FAO/ IAEA Joint Centre

Global map of isotope ratios (520 %o)
in rainwater (Forensic Sci. 2012)

2. Headspace analysis of atmosphere in tablet
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Trade routes of falsified medicines

¢) Social network analysis

Map trade routes and geographical nodes of international trade in SF medicines
—> Identify where increased inspection and regulation may be most effective

a) Curation and data review of the Globe (lay ...
literature on SF medicines)

b) Interviews to identify social mechanisms
and relationships between traders,
smugglers

[ e ]

" - —S-

Tiger illegal
trade network?

CHPARTHERT O
SOCIOLOGY

The Medicine Quality
Monitoring Globe!




" Counterfeit vaccines in Indonesia:
How to ehgage approprlately managing the issue through media

over SF vaccines ? Difficult N. Nurlaela Arief

Faculty of Communication Science, Universitas Padjadiaran,
Kabupaten Sumedang, Indonesia and

b al an C I n g aCtS Department of Corporate Commumnications, Bio Farma, Bandung, Indonesia

Siti Karlinah and Yanti Setianti

Faculty of Communication Science, Universitas Padjadiaran,
A. How to g et the e_n g ag ement Kabupaten Sumedang, Indonesia, and
balance correct in different Sri Susilawati
commun |t| es so th at p e Op | e are Faculty of Dentistry, Universitas Padiadiaran, Bandung, Indonesia
appropriate|y aware but Vaccine 37 (2019) 3419-3475

information does not drive
vaccine hesitancy ?

Contents lists available at ScienceDirect

Vaccine

B. HOW tO report and pUb“Sh I journal homepage: www.elsevier.com/locate/vaccine

research results without
giving, unnecessarily,

information that would help Trust collapse caused by the Changsheng vaccine crisis in China

criminals make falsified Min Zhou*““, Shujuan Qu®*, Lindu Zhao “*, Nan Kong“, Kathryn S. Campy ¢, Song Wang*
- 2 e of Business Administrati unan University of Commerce, Changsha, Chi
vaccines that could evade e Tint Mango st f Conrl St Uniersty, Changsi hin
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Weldon School of Biomedical Engineering, ue University, st ette,
deteCtI 0 n teCh n I q ues ' # Center for Public Health Initiatives, U;Em!y ofﬂerr.nsywaiw. Phﬂadeghia. USA




Large eVidence Chasms Multidisciplinary — needs pharmacists,

doctors, nurses, community health

» Epidemiology of SF medical products — where are the workers, economists, chemists, lawyers,
hot spots and why ? - - - -
ethicists, sociologists, polic
« What are the trade routes of falsified medical products? | . : J poticy :
Implementation experts, forensic, data,

» What are the drivers ? : "
» What is the public health and economic impact in packaging & regulatory scientists,

different communities ? physicists, informaticians, police,

« How important/unimportant are SF antimicrobials as customs, policy makers, public
drivers of AMR in different communities and for which | engagement experts....

pathogen-antimicrobial pairs ?

« How common are SF vaccines and how can impact on
vaccine hesitancy be minimized

* How can SF medical products be prevented ?

« What are the +/- of different medicine quality
screening devices ? How can we publish but not help
criminals?

» What are the optimal reporting systems to improve WUAU
public health ? | gotg——g—ud"

§

%
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1.

How can the situation be improved ?

Urgent need for support for functional national medicines regulatory authorities (NMRA)
for human and veterinary medical products and related organizations globally

Greater national and international political will and policy & public engagement

Much better timely data sharing between and within countries and knowledge sharing
between human and veterinary medicine quality research, policy & implemetation

Targeted research, such as:
a. More research by groups in Sub-Saharan Africa and Asia

b. Identification of hotspots of SF medical products and how they change through time and space — are
hotpots for SF veterinary and human medical products coincident in time & place — do the drivers differ ?

c. What determines, in different communities, trust in different medicines & health seeking behaviour ?
d. Better estimates of impact on patient/animal outcome, the economy and antimicrobial resistance

e. Which screening devices are accurate for which medicines, what are there cost-effectiveness and where are
they best deployed in supply chains ?

f. Which forensic techniques can be used to determine origin and trade routes of falsified medicines ?
g. How to engage in different communities when there are outbreaks of SF medical products ?
h. Optimising medicine regulatory functions for risk based post-market surveillance



EDICINE QUALITY
PUBLIC HEALTH

#MedsWeCanTrust

EDICINE QUALITY,
PUBLIC HEALTH

“Access to safe and medical 9% is ial to WHC goals. There is no universal health coverage,
no health securify without occess lo quality medicines.

Dr. Tedros Adhonom Ghebreyesus, Director General of WHO

27 September 2018

Octeber 2018: Every parsen hos the right to expact that when they use a medical product, whether medicine,
voccine or dingnestic kil, it works. Bul foo offen, that i not the case. Substandard medical products result from
errors, negligence or poor practice In manufocturing, tronspartation and/or storage. In contrast, falsified
products result from criminal fraud. Both innovative and generic products are affected

While substandard and folsified (SF) medical products are found worldwide, they are more prevalent in countries
with undoer-res national i g y authorities (NMRAs).

D ives of g: , national and | Bl

i iati and partici in the 13t Internationol Conferance on Medicine
Quality & Public Health af Keble College, Oxford 23.28 September 2018,

The conference discussed the latest svidence on the epidemiology of SF medical products, thelr health,
economic, sociol, legal and ethical iImplications, and debated intarventions 1o ensure thot all the werld’s
population have access to offordable and quality-assured medical products.
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Management of the quality of
Veterinary Medicinal Products (VMPS)
In Japan

National Veterinary Assay Laboratory,
Ministry of Agriculture, Forestry and Fisheries

Ministry of Agriculture, Forestiry and Fisheries @
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Regulatory authorities for VMPs In Japan

MAFF (Ministry of Agriculture, Forestry and Fisheries)

/ FSCAB (Food Safety and Consumer Affaires Bureau) \
/ APS D (Animal Products Safety Division)

—Overall control of veterinary pharmaceutical affairs

— Establishment and revision of approval system
— Supervision of import of VMPs

N VA L (National Veterinary Assay Laboratory) \

— National assay of veterinary biologics
—Review of application for approval
— Spot sampling test of VMPs

—Review of reliability standard compliance

—Inspection (GLP,GCP,GMP)
\\— Consultation of VMPs development //




Regulation Flow of VMPs from
Development to Post-marketing Stage

’
I. Examination
for Marketing Approval

\

Marketing approval

II. Marketing Authorization
Holder, Manufacturing and
Quality Control

II. Distribution Control

Iv.

Evaluation Control

GLP, GCP,

Drug master file

Pharmacopoeia
National Standards

_ | License for marketing approval

holder : GQP and GVP

License for manufacturer
GMP (structure & facility)

License for pharmacy
or retailing VMPs

Regulations for buildings
and facilities

Accreditation for foreign
manufacturer
GMP (structure & facility)

Prescription of direction for
Retailing of vaccine, antibiotics,
etc.

Regulation for use of VMPs
to food producing animals

Reevaluation GPSP

Reexamination GPSP

Collection of adverse
effects information

\_

National assay

Assay Standards

¢

A
T_ Regulation for proper

labeling, advertising, etc.

Inspection, Assays of collected drugs, n

ional test (National order for test)

4

v

VMPs

Inspection system

< GXP: Ministerial ordinance >

GLP
GCP
GMP
GQP
GVP

: Good Laboratory Practice
: Good Clinical Practice
: Good Manufacturing Practice
: Good Quality Practice
: Good Vigilance Practice

GPSP : Good Post-marketing Study

Practice

XVMPs: vaccines, antimicrobials, and other veterinary medicines and diagnostic kits
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National Assay

» VMPs, especially veterinary biological products, must be
subjected to national assay performed by an officer designated
by the Minister.

» The drugs designated by the Minister shall not be sold, given,
stored or exhibited for the purpose of sale or giving, unless they
pass the tests performed by NVAL.

v" Checking the summary of records throughout the ﬂ \
manufacturing process for each lot of product ‘_.

Vaccine

Veterinar _ _ _ |
biologica}l v Checking the efficacy using test samples*
products > Veterinary biological products for livestock infectious diseases

or rabies as designated by law

o

Pass the test

Quality, safety, and efficacy are confirmed



Process of National Assay

The only national
facility that

@ Application @ Sending
for assay application RENEQREY =sls
(each lot) and sample ) '
Veterinary > R NVAL @
biologics < _ Prefecture ] 7
Manufacturer @ Sampling (pharmaceutical EEEITG) [PE=ss
inspector) « —perform national assay
< - — evaluation of result
® Notice of result @ Notice of result

® Distribution

Number of National Assay 315 (2022)
Y, ( Rejected drugs 1 (2022))

XThe rejected drugs are discarded in the presence of a pharmaceutical inspector.



v Sampling test

Topic




Sampling Test

Assays are performed for VMPs which randomly
collected without notice.

MDOn-site
M_aanacturer inspection Pharmaceutical ¢ ,g,\
Distributor < inspector
==
\ |
@sSampling of products NVAL

Receiving process — Test
— evaluation of result

Manufacturer /

Distributor .
®Notice of result

@if the result is unsatisfactory, product
must be collected and disposed k

Number of Sampling Test: 56 VMPs (2023)

-

(Failed the test:2 VMPs (2023))
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v Post-marketing Survelllance System
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Post-marketing Surveillance System

1) Reexamination
2) Reevaluation

3) Collection of information on side effects

Ae




Post-marketing Surveillance System

1) Reexamination

Newly approved VMPs

The marketing approval holder

Two years
or
Six years

Field assessment

()

Applying for a reexamination
of the efficacy and safety of the VMPs




Post-marketing Surveillance System

2) Reevaluation

The quality, efficacy, or safety of VMPs arise questionable
In light of the recent scientific standards on veterinary
medicine and pharmacology

!

The marketing approval holder of such VMPs must apply
for re-evaluation



Post-marketing Surveillance System

3) Collection of information on side effects
4 )

f Clinic, Farm, Home

Occurrence of Veterinarian

side effects
- Livestock
AL _— owner
4 Marketing authorization holder — B N Petowner
v Obtaining information m o f@
v Side Effect content investigation ""%.7‘ Manufacturer
v Consideration of the need for reporting =ir—
v'Report to the Minister of Agriculture, Forestry and Fisheries
\ v Dealing with the side effects(Recall, Cause investigation, Improvement measurey

v'Review and investigation of reported contents
v Determination of measures to address side effects

( Emergency information, Emergency recalls, Cause investigation, Instruction to improve, Reevaluation

Access

v Organizing reported information
v Disclosure of information




Conclusion

v Brief introduction to the NVAL

v National assay

v Sampling test

v Post-marketing Survelllance System

£,
E

[
D




Thank you for your attention!

present



World Organisation

for Animal Health
Founded as OIE

@

THE SYSTEM FOR THE MANAGEMENT OF THE
QUALITY OF VMPS AND TACKLE SFVP IN
MALAY SIA.

DR. ALIFAH BINTI ISMAIL
THE FOCAL POINT OF VETERINARY PRODUCT (DVS MALAYSIA)




Competent Authority of Veterinary
Product

Legislative

Ministry of Agriculture and Industry

Product Containing:
1. Animal Vaccines
2. Veterinary Biologic
3. Animal Feed and

Additives

Product Containing:
As listed under
First Schedule of
Pesticide Act 1954

Pesticide Board
(DOA)

Feed additive with combination with poison schedule 1 will regulated
by DCA
Pesticide combination with poison schedule 1 will regulated by DCA

Ministry of Health

Product Containing:

1) Scheduled Poison (As a
First Scheduled as in Poison
Act 1952)

2) Non Scheduled Poison(
OTC)

3) Pesticide on external and
Internal ( control for
endoparasite)

MOH ( NPRA)



| [Law and Regulation on Veterinary
product

I. Poison Act 1952 and Its Regulation NPRA ( Ministry
2. Sale of Drugs and Its Regulation 1952 of Health)

3. Dangerous Drug Act 1952

Pesticide Act 1954 } PeStICIde Board

5. AnlmaIAct 1953
6. Animal Feed Act 2009 } DVS



DVS Organization Director General of
BAVAS

Veterinary

Intergrity Unit Veterinary Health Development

Veterinary Public
Health Division

Livestock Industry Veterinary Product Food Safety of
Pollution Control and Management Section Product from
Mgm Section Animal Origin

Veterinary Product Veterinary Product
Registration Unit Control Unit



Veterinary Product Management Section

1.Veterinary Registration Unit

1.

Coordinating and managing veterinary
vaccine ownership licensing application

Coordinate and manage the registration of
veterinary biological products (vaccines,
antimicrobials, hormones and diagnostic
kits).

Coordinate and manage applications for
vaccine manufacturing plant certification.

Secretariat of the TCVP and NVPCC Meetings

Coordinate training for Vaccine Dossier
Reader

Provide guideline, manual related to
registration of veterinary product

2. Veterinary Product Control Unit

1.

Planning and coordinating the
Pharmacosurveillance Program and
preparation of the Pharmacosurveillance
Manual for Veterinary Products.

Monitoring the use of veterinary
products/medicines in the field and report of
the misuse and unregistered veterinary
product during the surveillance.

Coordinate actions with external relevant
agencies to take action against
pharmacosurveillance index.

Provide guidelines related to the
management and use of veterinary medicine.
Continue..



Veterinary Product Control Unit
continue....

5. Coordinate technical meetings with industry and external agencies regarding veterinary
product issues.

6. Coordinate the relevant Amendments to the Animals Act 1953 to strengthen the law
enforcement of veterinary products.

7. Coordinate meetings related to veterinary medicine with inter-agency stakeholders
(Antimicrobial Resistance Technical Working Group - AMR TWG 4, OIE, FAO) and other
relevant agencies.

8. Coordinate training for officials in the DVS state to carry out the pharmacosurveillance
program



Pharmacosurveilance Program

Monitoring activities on veterinary product management, involving information collection,
investigation and to ensure the safety of veterinary products used.( Prudent Use )

Monitoring on Record Keeping of Veterinary Product in Veterinary Premises
Monitoring on storage of Veterinary Product

Monitoring on Antimicrobial Usage

o w N

Monitoring how the veterinary product disposal




De
Ve

ection of non - conformity of

erinary Product

1) Routine Pharmocosurveilance
2) Internet Selling Monitoring
3) Investigation on Client Complaint
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Hologram : Farmatag for KKM ( NPRA) indicaton for NPRA Registered Product

Imej hologram

Kod QR

Perubahan warna biru kepada ungu
Nombor siri holegram

Nombor pin hologram

R

Warna oren pendarflour



Monitoring and confirmation of detection

NATIONAL PHARMACEUTICAL
[ sy REGULATORY AGENCY

S’ MINISTRY OF HEALTH MALAYSIA

UEST

SISTEM PENDAFTARAN
PRODUK & PERLESENAN

Q. QUEST 3+ Product Search

Product Category (®) Phamaceutical Cosmetic
Search By

~ Please Select — v
Search

Q Search

CONSUMERS v

NPRA WEBSITE

Q, QUEST 3+ Product Search

Product Category G} Phamaceutical Konmelic
S h B

earch By Active Ingredient ¥
S h

earc| IWVERMECTIN

i Piease enter 5 or more characiers

Show 10 « entries Print

Registration No ( Notification

# & No Product Name

3 MAL19086015HA

32 MAL19106031HA Vimectin 0.6%w/iw Premix

Intermectin 10mg/ml Solution for Injection

Search:

Halder

Danberg (m) Sdn Bhd

Vemedim Sdn Bhd



MALAYSIA
Welcome to NPRA Product Status!

Powered by
National Pharmaceutical Regulatory Agency
Ministry of Health Malaysia

Q,  QUEST 3+ Product Search

Product Category
@ Pharmaceutical
Cosmetic

Search By

— Please Select -

Search

SMARTPHONE APPLICATION

-- Please Select -

Product Name

Product Registration Number

Holder Name
Manufacturer Name
Importer

Active Ingredient

Q. QUEST 3+ Product Search

Product Category
@ Pharmaceutical
Cosmetic

Search By

Product Name v

Search

Panadol

i Please enter 5 or more characters

Show v entries Print

Search
Registration No
£ s 2 Product Name Holder
Notification No
. PANADOL 1G (HONG T NG DR
1 IXE
KONG) MALAYA) SON

PANADOL 500MG
TABLETS

PANADOL ACTIFAST

SOLUBLE TABLETS




Findings

|. Unregistered Veterinary Product

2. Banned Drug
3. Expired Drug and Veterinary product usage

4, Improper storage and disposal



Reporting non-conformity

Finding non-
conformity and
veterinary drug

misuse /
unregistered/
banned

Ministry of
Health
Complaint
System

https://moh.
spab.gov.my

Pharmacy
Enforcement
Division

Verification

[nvestigation

Enforcement

Prosecution

Complete

Reporting



Companies that commit the same
offense can be fined up to

Sale of Drugs and Its Regulation 1952 Manufacturer? RM50,000 for the first offense
and fined up to RM 100,000 for

subsequent offences

Detection of Banned/ Investigation by Individuals found guilty

Unregistered / Pharmaseutical Drug Dealer / Supplier? may be fined not more

Falsified Product Enforcement Officer 'than.RIVIZS,OOO or
imprisoned not more than

3 years or both for the first
offense and fined not more
than RM50,000 or

imprisoned not more than
Destroy Item 5 years or both for
subsequent offences



Coordinating action with related
Agency




COORDINATING MEETING AND DISCUSSING
RELATING VETERINﬁi(I%Y P(E/{ODUCT ISSUE INTER
ENCY

Task Force on Veterinary Product( Legislation) Meeting Inter-Agency on Veterinary Product Issue



THANK YOU



Food and Drug Administration
Ministry of Public Health
Thailand

MEDICINAL PRODUCT N
HANDLING By T\ = TV

'l"

: L ao ot i — ‘?".._
S 19694

MS. WITTHAYARAT DANGYAI Qe TIFIFINNISTANNS Lta”ﬂ'\

MR. PAIROJ OSATAPIRAT FOOD AND DRIIG ADMINIQTRATION

Medicines Regulation Division

1st Workshop on Substandard and Falsified Veterinary Products (SFVP) and WOAH pilot Veterinary
Monitoring and Surveillance System for SEVP (WOAH - VSAFE) for WOAH Focal Points for
Veterinary Products and Regulators of Veterinary Medicinal Products in Asia and Pacific,

12-14 June 2024, Bangkok, Thailand.
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DRUG ACT
B.E. 2510
(1967)

Section 72
No person shall produce, sell or
import the following drugs:

12-14 June 2024, Bangkok, Thailand

Food and Drug Administration
Ministry of Public Health
Thailand

LEGAL FRAMWORK 4’)

()] FAKEDRUGS

DRUGS OF WHICH THE

02 SUB-STANDARD O 5 FORMULA REGISTRATION HAS
DRUGS BEEN CANCELLED OR
WITHDRAWN MORE THAN 6
()3 DETERIORATED MONHS
DRUGS
DRUGS OF WHICH THE
FORMULA REGISTRATION HAS
DRUGS WHICH HAS 06 BEEN ORDERED CANCELLED
04 NOT BEEN BY THE MINISTER
REGISTERED



Food and Drug Administration
Ministry of Public Health
Thailand

(1) (2) (3) (4) (5)
drugs or substances drugs which show the drugs which show a drugs which falsely drugs produced with
which are wholly or name of another drug, name or mark of a show that they are 1n active substances
partly an imitation of or an expiry date producer, or the accordance with a which quantity or
genuine drugs. which 1s false. location of the produce formula which has strength lower than the
the drug, which 1s been registered. minimum or higher
false. than the maximum
standards of the
formula registration by
more than 20%.

12 202, Banehot Thaend y



Food and Drug Administration
Ministry of Public Health
Thailand

PIC/S COMPLIANCE

Covers Rapid Alert 1ssuance and recall of medicinal
products which have quality defects or which are

falsified.

Covers both human and veterinary medicinal products,
including with active pharmaceutical ingredients or
investigational medicinal products.

Pharmacovigilance and Medical Devices are not
included.

12-14 June 2024, Bangkok, Thailand



Food and Drug Administration
Ministry of Public Health

Thailand

PROCEDURE FOR HANDLING
SEF MEDICINAL PRODUCTS

Detective reports:

. Reporting to
- product quality national &
- falsified drug - . —_—
. International
- analytical result .
agencies

etc. I l

Risk classification: Risk-based

class 1,2,3 b Rapid Alert/ Recall/ surveillance
Legal enforcement planning

12-14 June 2024, Bangkok, Thailand

Root-cause mnvestigation
and CAPA monitoring




Food and Drug Administration
Ministry of Public Health
Thailand

ASE REVIEW

Received Complaint regarding illegal
manufacturing of veterinary medicines
l | dectoct jo preve ation PR l L C;)r;pl;te);'ordwmde prevention pr
.' ’ ‘ o ndu 8000 lulnsnsu
. . . . . . Each tablet conlains__ weWectin 3000 me s wdoodumsinalsa fida
°  Site mspection collaborating with e O"""‘ St svls Imml'm
° : 0 Meart worm - ) windmio ; | l *
: Central Investigation Bureau B Dhotecs: s sacoadli. < | ” ‘,m I. | | |
Tick & Flea . ifusa:nia 8 854059 063369
l 7 = S X wWusdaoriumsidalsa AGavnguoniowersdionsuan
®© ®© 0000000000000 /;-\ vaxmelu stianudauansy Mir)wivasadlsasiosndunu
- - doldsumsgausvomaawwny '
The suspected product was 1dentified B PRE i
an unregistered product " COmAN 10 V. [ BSAIRBRY

12-14 June 2024, Bangkok, Thailand



Food and Drug Administration
Ministry of Public Health
Thailand

CASE REVIEW

udafowdriz Rlnmannime)

RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT The picture of En-Dex® 8000 product labelling vermectin 8,000 mcg

15. i'oynn*.1nsn'|zumxr.'rn4amn (Information on distsibution including exports) . fied i red
Tusmilrderius (IMPORTANT - DELIVER IMMEIXATELY) IERISARCL Ay regtsiesed fupaoct

- - .
LIz FETUN WBEYTTUSINN
Taun rm'{uu“smﬂluw (ct: Hospitals, cinics and pharmacy store.

All mpacted ovarseas markats are unknown,
Reference Numbes

16. mswiuntdon anianeal (Action taken by Esuing Authority):
S i viea
witnbommaar el

rfoem other related government sectors for peoduct monitoring and surveillance.

#{ En-Dex 8000

Compdarh, wol enderdocde proae i p

17. mvssntiunlusisunely (Proposed action):
b B¢ oot ren] sndiviinsde bw by

18, mmeuneemnisle (Issuing Authority): 15. dmfnn (Contact personk

dninrusaesyainTiorwaEn s il sty nLIsEen Yaved il sk a9 N

: Ve dadaly
o | | [I[11]]]
Maoge Demeech: 4 ¢ . e
4 A

Tk 3 Py 8 854059 0633639
l 2 \ dendamandsy dnearswianidanase

Food and Drug Administration, MaWorsuda Yoargthong

7. wrnmas (Strensth):
y e Ministry of Public Hoalth, Thailand Tnoflvm (1 elephone): +66-2590-7405

ueEunEew YD S st (E-mail): O
\ L - ¥

W saen

20. nefn (Signed): 21. um (Date):

rexady sdeAN s G whasdisaderia e
AAores tra vty

= -
9. umsien (Date manufactured):
25 April 2024
11. ]1]“'.)',1'.!11"17'1"'- (Fack size and presentation): 1 Box X

o Lina ( Iz \. IR, A sme) o Gl ek
12. guim (Manufacturer): 13 g winda (Importes): »

” ? Soierin ( N
’II!B*MPJ Co poson l\l‘!n.ll (Contact pefsonkt

Twadww {Telephone) Insiwn (Telephone):

VI It oUNLR

. e LY
‘;'.~‘ TIVURDR T

12-14 June 2024, Bangkok, Thailand



Food and Drug Administration
Ministry of Public Health
""" Thailand

‘ COMMUNICATION
ETWORKS

8 National government sectors

World Health
Organlzatlon
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8 ASEAN Post-Marketing Alert System




Food and Drug Administration
Ministry of Public Health

Thailand

B B B B B B B B
PRODUCT ALERT AVAILABLE ON WEBSITE
) W ) ) )
@ il"l:ﬂ‘l'NH'ID"I‘H‘HL-!‘!I 'ri'lﬁ"N‘lUH'.H‘.’H'i‘iHH‘I'JU111')'SLIH:U'1 @
UOHA DY. UWIRDUTY | o
| FYUALLDYRANIFANTUN
Ny
. ) 1 VAU Sueaitm (Uszindlng) 91ia
LAILADUNYNARNTUN AU
Medicingl Pradiict Merk FONWMIAHARNMN (M inny) - PORCINE EPIDEMIC DIARRHEA
1CINe roau I
VACCINE,RNA PARTICLE PLATFORM 1F 23/65 (B)

59 EACH 1 ML CONTAINS PORCINE EPIDEMIC DIARRHEA VIRUS,

10w - UumIAtuNIng

FIWNITUAILFOUNUHA 142 578M5 jou : ATIANL Porcine parvovirus type 2 (PPV2) i Stabilizer 8y | R0 ~'CON PARTICLE 5x10(7) Relative Potency
AT SO na.swua::nﬁummt?imﬁu >>

New I, BuniiunnAulavadasls,
PORCINE EPIDEMIC DIARRHEA VACCINE,RNA PARTICLE PLATFORM
ienzidunen : 1F 23/65 (B) anu [aufinaR Fufinan TUNHADIY

GuniiveAuTavdiagle 601002451 08/03/2023 08/03/2025

https://apres.fda.moph.go.th/FDA POST VIEW CENTER/PUBLIC/DRUG ALERT

12 202, Banehot Thaend y



Food and Drug Administration
Ministry of Public Health
Thailand

THANK YOU

FOR YOUR ATTENTION

www.fda.moph.go.th

@ QA @fda.moph.go.th

12-14 June 2024, Bangkok, Thailand



Quality Control of Antimicrobials at BOQCLP

1st Workshop on Substandard and Falsified Veterinary Products (SFVP) and WOAH pilot Veterinary
Monitoring & Surveillance System for SEFVP (WOAH - VSAFE) for WOAH Focal Points for Veterinary

Products and Regulators of Veterinary Medicinal Products in Asia and Pacific
Bangkok, Thailand

12-14 June 2024

Chusak Ardsoongnearn

Veterinary Drugs ang Hazardous Substances Assay Division (VDHD)
Bureau of Quality Control of Livestock Products (BQCLP)
Department of Livestock Development (DLD)

Ministry of Agriculture and Cooperatives (MoAC)



Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

Director of .

General Administration Section

Laboratory Quality System Division

Feed Quality Control Laboratory Division
(FQCL)

Veterinary Drugs and Hazardous Substances Assay
Division (VDHD)

3QCLP

[aboratory Management Division

Laboratory Audit Division

Veterinary Public Health Laboratory Division
(VPHL)

Milk and Milk Products Quality Control Division
(MMPQC)



Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand Veterinar Yy medicinal

products

Veterinary Drugs -
prohibited substances

Hazardous substance

Veterinary Drugs products
and Hazardous

Substances Assay
Division (VDHD) Medicated Feed

Research &
Development

[Laboratory support



Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

VDHD Activities

* Testing active ingredients and 1dentitying veterinary drugs according to British
Pharmacopoeia or United States Pharmacopeia standards

* Detecting banned substances 1n veterinary drugs and drinking water sourced
from animal farms

* Evaluating the effectiveness of disinfectants using the Official Methods of
Analysis of AOAC International (2023 - latest update)

* Analyzing the percentage of hazardous substances in livestock production

* Assessing the percentage of drug content in medicated feed (homogeneity and
carryover)

* Conducting research and development




Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

The Purpose of Post-Marketing Surveillance
for Veterinary Antibiotics

* The goal 1s to maintain the quality of veterinary medical products, especially antibiotics, to meet
defined standards after they are on the market.

* Encouraging responsible antibiotic use and reducing the risk of residues and the emergence of
antimicrobial-resistant microorganisms in livestock products.

In line with the Asian Guideline on Drug Product Stability Study, Thailand falls under zone IVB
(hot and very humid). If a specific batch of sensitive veterinary medical products 1s introduced to the
market, there 1s a risk of significant medication deterioration due to inappropriate transportation and
storage. To have a comprehensive understanding, evaluating the quality of post-market products 1s
essential. This involves monitoring the labeled amount of active chemicals using an approved or
validated methodology.



Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

Annual Post-Marketing Surveillance of Veterinary Medicinal Products

Veterinary Drug
Supplier / Farm

Il Provincial
Livestock Offices

Tha1 FDA /

MOPH

AFVC = Division of Animal Feed and Veterinary Products Control / WOAH Focal Points for Veterinary Medicinal Products
BQCLP = Bureau of Quality Control of Livestock Products

DLD, MOAC = Department of Livestock Development, Ministry of Agriculture and Cooperative
That FDA, MOPH = Food and Drug Administration, Ministry of Public Health



Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

Analytical Instruments

Analytical mnstruments
 HPLC-DAD-FD-ELSD
 UHPLC-DAD-FD
* HPTLC
* LC-MS/MS

* LC-MS 10n trap

* GC-FID, GC-MS/MS

* FT-IR, Raman microscope

* Automatic titrator, Karl Fischer
* UV-vis spectrophotometer

* Etc.




Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

Analyt1ca1 Instruments

LC-MS 10n trap



Department of Livestock Development
Ministry of Agriculture and Cooperatives, Thailand

Analytical instruments

Autotitrator / Karl Fischer UV-vis spectrophotometer



Department of Livestock Development

Ministry of Agriculture and Cooperatives, Thailand Certlﬁed ds d 1ab0rat0ry 111 COmphanCG Wlth

ISO/IEC 17025:2017

Year of
Accreditation

Enrofloxacin assay

2011

Beta-agonist (salbutamol, clenbuterol and ractopamine) in potable water
for farm animal by LC-MS 10n trap

2011

pH value veterinary drugs (sterile injectable solution)

201

Trace analysis

Tylosin assay

201

Efficacy of disinfectants (Use dilution)

201

[vermectin assay

201

Nitrofurans, nitroimidazoles and chloramphenicol 1n potable water for
farm animal by UHPLC-DAD

Active ingredients (glutaraldehyde, formaldehyde and glyoxal) in
livestock hazardous substances products by UHPLC-DAD




Department of Livestock Development

Ministry of Agriculture and Cooperatives, Thailand C@ftlfl@d ds d 1ab0rat0ry 111 Comphance Wlth

Test

ISOAEC 17025:2017

Year of
Accreditation

Active ingredients (1odine complex as available 10dine) in livestock hazardous
substances products by potentiometric titration

2017

Active ingredients (hypochlorite as available chlorine) in livestock hazardous
substances products by potentiometric titration

2017

Active ingredients (quaternary ammonium compounds) 1n livestock
hazardous substances products by potentiometric titration

Trace analysis

2017

Beta-agonist (salbutamol, clenbuterol and ractopamine) in potable water
for farm animal by LC-MS/ MS

2019

Nitrofurans, nitroimidazoles and chloramphenicol in potable water for
farm animal by LC-MS/MS

2019

Determination of salinomycin in medicated feed using LC-MS/MS
(homogeneity and carryover)

2023




\ Thank you for
your attention
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On 15 March 2024, a veterinary practitioner (Dr. Green) contacted the National Competent Authority (NCA) to report two treatment failures
through the NCA™ s pharmacovigilance system.

Dr. Green indicated that on 05 March 2024, four (4) adult cows from the farm  ‘HappyFarming  (located in Kalesee province) were
diagnosed with clinical mastitis caused by Staphylococcus aureus. The cows were treated during lactation period with MASTOP, an
Intramammary syringe containing cefalexin (200 mg/syringe) and kanamycin (100,000 1.U./syringe). After five days of initiating treatment, all
treated cows did not show improvement of clinical s

efficacy following administration of MASTOP 1n
ical mastitis also caused by .S, aureus. The report came from another farm called  ‘CooooolCows™ , in Puont province
the previous report.

One week later (22 March 2024), Dr. Green reported another incident of lack of expect
lactating cows with cli
located at 15 km fro




According to Dr. Green, the farmers from ‘HappyFarming® and ‘CoooolCows  — were responsible for purchasing the syringes with
prescription and the subsequent administration. One of the farmers bought the syringes on-line (www.bestvetproductsever.com), whilst the
other bought it in a new store with very competitive prices.

Information of MASTOP used in HappyFarming Information of MASTOP used in CooolCows
- Registration number : 9677-DR - Registration number : 9677-DR
- Batch Number : 66766AA - Batch Number : 22989GD

< Manufacturing date : 12/2019
- Shelf life : 12/2022
- Withdrawal periods : Five days (milk), ten days (meat & offal)

Manufacturing date : 02/2020
Shelf life : 02/2023

- Manufacturer : Best antimicrobials, Humai, Lalaland

- Marketing Authorisation Holder : Cool Farming S.L., Finteju, Lalaland Marketing Authorisation Holder : Cool Farming S.L., Finteju, Lalaland

- Special precautions for storage : None

LOCAL RADIO EM have picked up these stories, and they launched breaking news recommending citizens to stop drin
the presence of superbugs. They alsourged NCA to take immediate actions and the CEO to step down.
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Two days after the breaking news emission, you receive the antimicrobial susceptibility testing (AST) results from the Official laboratory.
It 1s confirmed that all isolates from both farms are susceptible/sensitive to cefalexin and kanamycin.

The farmer who bought the products in the new store (Ani-Mal Agristore, Kalesee) indicated that syringes were offered in plastic bags (as
opposed to carton package as usually presented). When administering the product, 1t was noted that the consistency of some of the
syringes appeared thicker than usual.

After reporting bothvincidents to WOAH pilot-VSAFE, it was noted that substandard syringes of STOP had been previously reported
by a Focal Point of Veterinary Products from another country, which was found by customs of their country in a package to be delivered
by post.
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Four days after submitting syringes for laboratory testing to-the Nat10na1 Quality Control Laboratory you receive the report with the
following results. '

Syringe (Reference) ‘ Syringe HappyFarming ‘ Syringe CooolCows
Physico-chemical
Density 345 4.69 5.2
Colour Off-white White-yellow White-yellow
Active ingredient
Cefaley/éng/syringe) 200 91 130
Kanamycin (I.U./syringe) 100,000 64,226 77,920

After contacting the Marketing Authorisation Holder (MAH), they confirmed that they manufactured the product, ever, the results

of the/analysis are not 1n line with their original records.



An 1nspector goes to the establishment of Ani-Mal Agristore. The store owner claims they did not sell the product.

Following thorough inspection of the premises, the inspector found more than 500 syringes of the MASTOP which expired
datesrange 01/2022 - 12/2023 available to purchase. They were stored at the back of the storeroom in a locked box.

It was noted that the
favorites.

site www.bestvetproductsever.com was visible on the screen~of the computer, which was saved in



http://www.bestvetproductsever.com/

Case Scenario 1

1st Workshop on Substandard and Falsified Veterinary Products (SFVP)
and WOAH pilot Veterinary Monitoring & Surveillance System for SFVP
(WOAH - VSAFE) for WOAH Focal Points for Veterinary Products and
Regulators of Veterinary Medicinal Products in Asia and Pacific

Bangkok 12-14 June 2024

"”} World Organisation  Organizacion
@ Organisation mondiale Mundial
for Animal de la santé de Sanidad
Health animale Animal
| Founded in 1824 Fondée en 1924 Fundado en 1924

Group Number: X




0@ Instructions

* You will receive 5 updates

« Each update contains limited information

What facts can you establish? What information are you missing? What risks did vou identify? What action did you take?

 Use this information to decide the enquires,
investigations you pursue,

* 10-15 min for

There is no wrong answer. There can be multiple
olutions



[nstructions

 Elect a rapporteur for completion of the tables
« Each rapporteur will present a piece of the updates

* Send presentation at sfvp@woah.org

« WOAH willW}p/ﬂ(ession with main points of-reflection


mailto:sfvp@woah.org

Disclaimer

The case presented is not real and created only for demonstration purposes.
Names, numbers and incidents are the products of the author's imagination.

Any resemblance to actual events is purely coincidental

/"——_—f ——_'_*_*_‘_“_‘—-_i
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“ Update Update Update Update
2 3 4 J

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?
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Update Update Update Update
D i :

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?
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Update Update Update Update
1 D I :

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?
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Update Update Update
1 : .

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?
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Update Update Update Update

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?




sfvp@woah.org

12, rue de Prony, 75017 Paris, France Facebook
1.+33(0)144 1519 49 Twitter
F.+33(0)142 67 09 87 Instagram

Linkedin
woah@woah.int YouTube
www.woah.org Flickr

Organisation mondiale

for Animal de g sonte

_/’ y, ¥ - - \ ") -
/ /S - N \& World Organisation Organizacion
' 4 p—— \ f Jf Gl a

Health animale




.' ,|RILD

World Customs Organization

Customs Enforcement Initiatives

Presentation from the

Regional Intelligence Liaison Office of Asia and the Pacific
World Customs Organization

June 2024, SFVP and VSAFE Workshop
Billy KH YEUNG, Intelligence Analyst, RILO A/P



Who is RILO A/P?

» Regional body of the World Customs Organization (WCO)
» RILO A/P supports border / boundary enforcement of WCO Member

Customs Administrations by :

v' facilitating intelligence exchange and mutual assistance

v' providing operational support for regional or global intelligence-led
enforcement operations or projects

v" collecting and analyzing various information source and developing
intelligence products and

v' promoting and maintaining regional co-operation with other law
enforcement agencies and organizations.



RILO A/P Members

©re > @) ®wre

Hong Kong, China Japan China Korea Japan
1987 ~1998 1999~2003 2004~2011 2012~2023 2024~

35 members

Afghanistan India Mongolia Singapore
Australia Indonesia Myanmar Solomon Islands
Bangladesh Iran Nepal Sri Lanka
Bhutan Japan New Zealand Thailand

Brunei Korea, Republic of  Ppakistan Timor-Leste
Cambodia Lao PDR Palau Tonga

China Macao, China Papua New Guinea Vanuatu

Fiji Malaysia Philippines Vietnam

Hong Kong, China Maldives Samoa



The RILO Network

JIO Caribbean - RILO CIS RILO Central Africa - RILO North Africa RILO Asia and Pacific

CCLEC Caraibes BRLR Afrique centrale BRLR Afrique du Nord BRLR Asie Pacifique
- RILO South America RILO Western Europe RILO West Africa RILO Middle East Independant

BRLR Amérique du Sud BRLR Europe de I'Ouest BRLR Afrique occidentale BRLR Moyen-Orient Indépendant

RILO Central America - RILO Eastern and Central Europe RILO East and Southern Africa Non-WCO Members

BRLR Amérique centrale BRLR Europe de I'Est et centrale BRLR Afrique orientale et australe Non-membres de 'OMD



Intelligence Products

RILO issues alert information to encourage Member Customs administrations to
take immediate action, and publishes reqgular analysis reports showing trends of

smuggling in the region and other relevant information that may support border
enforcement of member Customs Administrations

o@

RILO A/P Alert Info. o 2024010

‘ustorms On yanization
Title: 1MO, 2 Countries | Drugs in corrugated piastic board from Europe are sl going on
Issuing date - 11 April 2024

@
Issuing date = | 13 May 2024 Ana SIS
Category: Drug Category- Drug
Mode of transport: | Alr cargo (express mall)

ol RILO A/P Alert Info. no 2024015

Tite:

Moce of ransport: | Mall and express couners
- mmmngwgoeummaybeaw re Recommended Inspocton phase
5 ‘w’d; s declared a3 “Tabies™ ’z‘;:" from Switzerian due( action: x-ray, lon scan, weight examination (discrepancy with declared
Recommendad = g posi-i anatyns m:!.r items, weight of emply boxss and dividers or weight feeling when
ackicss studying cargo information of goods declared as “Tables™ held in the hand). t
; amvmms itzertand in the past 3 months for polential oLt e e T —
of useful (eg. gnor / Contents-
detolis) cprofing infiefves elgium Customs at Brussais Aport made 2 segure of ketamine destined for Ausiralia October 2021 Issue ! .
from a mail shipment  The drug was concealed in mmmeﬂplaﬂcma
11 and 13 March 2024 Japan Customs and New Zeatand Customs seized 2 saparate Although RILO ‘Phgnl@n:Soumcas L Asia as the departure places of the sarme modus
shipments of MDMA respectively, both ariving from Switzerland - operandi in Alert No.2024/014, the sezure by Belgium Customs proved this modus
operandi is continu tms!yuaedlo;mg@e&ug lmmEuropebou'regor
Seizure Gne effecied by Japan Cusioms) Sezure nformation
| Date of sezure Mamhm Date of seizure Ao!202
Seized goods DMA (Approx_4 B kg) Sezed prods 70 kg of ketamine
\lodsd Transport oslal Parcal Mode of Transport Ar
C h:""“"d e Route* Seigum - Austalia
L i b Concealment Amanl anomen sent from a fake acdress in Merksem, 1o a
private address in Sydney (Australia), said o contain
“candy”. The parcel contained five boxes made from ‘won
ion"-boards, who were filled with ketamine

{Photos by courtcsy of Japan Customs)




Effective Communication — Fruitful Results

@Admin@ RILO ECE

Customs Administration B
RILO A/P




Statistical Data of WCO Member Customs Administrations on IPR

WCO Customs Member administrations reports their seizure data through the

Customs Enforcement Network (CEN)

(Reported Data in lllicit Trade Report 2022)
v" Non-medical IPR goods: Seizure of 43 million pieces

ENFORCEMENT

AND COMPLIANCE

lllicit medicines: Seizure of 190 million pieces and 192 tons |g Ei
Mail was the most frequent conveyance means (case no.)

Seizure volume in vessels and vehicles is notable

N N X

Asia Pacific is the largest departure region




(Survey) What percentage of smuggling do you think the Customs authorities
has found or seized in 20237

0-10% 2
11-30% 13
31-50% 2
51-70% 1
71-90% 0
91-100% 0
Cannot answer 13




Challenge for Risk Analysis — Availability of Data

Customs seizures Unknown
cases ( smuggling cases )
| 1
[ | | |
R [
: : No data ! :
i . ! input ; :
National . . . !
s | . Data/information
: ustoms : of other :
, database | . enforcement |
: : : agencies and :
| | | 5 |
. . . private sector .
i : : :
| | | 1
| 1 L________________!

Criminal networks know both seizure cases and smuggling cases?



Measures to Increase Volume of Seizure Data

v Improvement of CEN or develop a
new system?

v’ Regular support for Members to Customs Unknown
use CEN seizures cases ( smuggling cases )

A A

v' Conversion of national data to , \

CEN data (and / or other systems)
(Excel input function)

—————————————

National
Customs
database




Approach to Unknown Area

* Expansion of intelligence network to
other enforcement agencies (police,
immigration etc.) and international

Customs Unknown organizations
seizures cases ( smuggling cases ) * Further collaboration with private
, : \ ‘ ‘ sectors

* Open-source intelligence analysis

No data

input f

More
information/data
on unknown area

Data/information of
other enforcement
agencies and
private sector




Possible Approaches for Customs against SFVPs (Legal Ground)

1. Pharmaceutical Related Laws
- Do the products meet the standards or regulations ?
(Licence? Approval/permission by other government agencies?)

2. Intellectual Property Rights(IPR) Laws and Customs Laws
- Counterfeit medicines? - IPR Violations ?
(IPR infringement, Customs law violation)



Actions Proposed

1. Re-build connections, establish new ones
2. Share information

3. Avoid resource duplication

4. Re-confirm legal requirements

5. Raise awareness



RILO A/P stand ready to join hands with LEAs and the business
sector to combat SFVPs.
Your request and feedback are always welcomed.

rilo@rilo-ap.org
billy.kh.yeung@rilo-ap.org



Substandard and Falsified (SF) Medical Product
‘Prevention, Detection and Response’

Global Initiatives and Regional Activities

Are there parallels for SF Veterinary Products?

Dr Paul Huleatt - Therapeutic Goods Administration - Australia
13 June 2024

1st Workshop on Substandard and Falsified Veterinary Products (SFVP) and WOAH pilot Veterinary
Monitoring and Surveillance System for SFVP (WOAH - VSAFE) for WOAH Focal Points for Veterinary
Products and Regulators of Veterinary Medicinal Products in Asia and Pacific

Therapeutic Goods Administration

tga.gov.au



Overview

* TGA’s work in the Indo-Pacific Region

* The Member State Mechanism on SF Medical Products (SFMP)

* SFMP Detection and Laboratory Testing

Therapeutic Goods Administration —tga.gov.au



Background — TGA's Work in the Indo-Pacific Region

e All programs are funded by the Australian Government Department of Foreign Affairs and Trade

* Pacific Medicines Testing Program (PMTP) — launched March 2018 - ongoing

— Provide Pacific Island Countries access to Australian laboratory testing for medicine quality assurance

* Indo-Pacific Regulatory Strengthening Program (RSP) — October 2018 — June 2023 (7 countries); July 2023 — June 2027
(22 countries)

— Strengthen the capabilities of National Regulatory Authorities (NRAs) to increase the availability of better quality,
safer and more effective medicines/medical devices through improved regulatory practice and collaboration

— Two pillars: 1) Strengthen counterpart NRAs in the countries that we work with; 2) foster cooperation between
stakeholders and collaboration on regulatory practice

* The Australian Expert Technical Assistance Program — Regulatory Support and Safety Monitoring (AETAP-RSSM) —May
2021 - June 2023 18 countries

— Support Pacific and Southeast Asian countries’ efforts to deliver safe, effective and accessible COVID-19 immunisation
programs, based on a health and regulatory systems strengthening approach and in line with best practice standards.

Therapeutic Goods Administration —tga.gov.au



TGA's approach to Regulatory Strengthening and Support

. Transactional
 Carrying out regulatory work on behalf of another NRA: |aboratory ‘

testing
* Information Sharing and Knowledge Transfer

* Adapting TGA ‘best practices’ and capacity building: ‘on-the-job’
training in a variety of regulatory functions, e.g. Quality, non-clinical
and clinical evaluations and pharmacovigilance.

* Enabling Reliance: bilateral, product specific reviews and supporting
multilateral approaches (e.g. ASEAN JACG) for market authorisation of l

medicines and vaccines. .
Partnership

Therapeutic Goods Administration —tga.gov.au



The Member State Mechanism on SF medical products

Goal (as per WHA Resolution 65.19)

“The goal of the Member State Mechanism
is to protect public health and promaote
access to affordable, safe, efficacious, and
quality medical products, and to promote
through effective collaboration among
Member States and the Secretariat, the
prevention and control of substandard and
falsified medical products and associated

activities.”

Governance

The Member State
Mechanism has a chair
supported by 11 vice chairs,
representing the six regions
of WHO.

The terms of office of
the chairperson and
vice-chairpersons start
at the end of a regular
session of the Mechanism
and expire at the end
of every second regular
session. The chair rotates
amongst the regions on an
alphabetical basis.

: Current _
Vice Chairs

Africa Europe
Rwanda (chair) Israel
Ethiopia Serbia

Americas South-East Asia
USA | India
Brazil Indonesia

Western Pacific
Eastern Mediterranean

Islamic Republic of Iran
Oman

Australia
Republic of Korea

Therapeutic Goods Administration —tga.gov.au



The Member State Mechanism on SF medical products (MSM)

* Plenary and Steering Committee meetings are held in Geneva,
Switzerland

* Working groups for 2024-2025:

A. Regulatory capacity building for Prevention, Detection and Response
B. Global Focal Point Network

C. Detection Technologies

D. Leveraging Stakeholder Competencies

E. Risk Communication Strategies

F. Supply Chain of High-Risk Excipients

G. Internet Sales

H. Informal Markets

I. Emerging Issues

J. Implementation of Traceability Systems

« Technical briefing sessions

Therapeutic Goods Administration —tga.gov.au



SFMP Detection and Lab Testing

Therapeutic Goods Administration —tga.gov.au



Triggers for Testing

* Triggers can be:

Indirect Direct
SFMPs have been found in one People are getting sick and an SFMP
country and products made by the is suspected to be the cause

implicated manufacturer are being
supplied in another country

e Testing can be:

Campaign (routine or targeted) Responsive testing

Larger undertaking, longer timeframe Focused effort, tight timeframes

* Following a trigger, a layered approach to testing should be taken.

Therapeutic Goods Administration —tga.gov.au



B #. B
Detection and Response of SFMP — National Level Response

Notification
(Focal person
GSMS) )
(= — « )  Use a layered approach to testing and escalate the use of
Investigation Investigation
technology as needed
* Leverage established systems (WHO)
* Ensure GSMS focal points are trained
* Establish domestic channels for reporting medicine quality defects
Medical
Product
A(ngrtks e Establish domestic channels for risk communication and response
IS
Communication)
* NOTE: Fee for service arrangements with QC labs (3 party or
WHO other member states) should meet required service standards, e.g.
Countries (ISF) Manufacturers testing timeframes, number of samples, and an acceptable cost.

Therapeutic Goods Administration —tga.gov.au



Considerations for Regional Laboratory Testing

WHO engaged

Notification
(Focal person .
O . GSMS) O * Bilateral engagement (ad hoc)
) Investigation ) Investigation g
* Bilateral engagement (existing arrangement)
* Focus is on provision of analytical services
* Responsive arrangements that are mutually
agreed and demand driven
* The provider dictates testing regimes and
Medical schedules
Product . . . .
Alerts * The service is provided at the convenience of
(Risk :
Commulrﬁcation) the prOVIder
* Focus extends beyond the provision of
analytical services
Lab Testing Countries WHO BB o e . .. . -
(NOCL, CRO) (1SF) * Risk communication and response activities are

duplicative and uncoordinated

Therapeutic Goods Administration —tga.gov.au



A Scenario to Consider....

e A product is suspected of being
substandard

* Itis determined the laboratory
analyses are required and these are
not available in the country

* Atesting agreement with a regional
NQCL is invoked

e Samples are sent

* Unanticipated complications may
arise...

Required tests may be temporarily
unavailable (e.g. sterility testing suite is down)

A sample backlog results in a protracted
turnaround time

Samples may be deprioritised by the lab
Agreed timeframes cannot be met
Shortage or Stock out risk

Expiry risk where ‘Good’ product could go to
waste

An SF product could be consumed...

Analytical results may not be sufficient for
determining a course of subsequent action

Therapeutic Goods Administration —tga.gov.au




Laboratory Analysis — SFMP Considerations

Analysis and Results

Analysis and

Pre-testing Decisions Results

Post-testing Actions

* To test or not to test?! Take a rational approach * Communication with relevant stakeholders: what will

: . . be done and why it needs to be done.
* For human medical products this can be a complex decision Y

* Take regulatory and criminal action (e.g. destroy
quarantined product, initiate a recall, etc) as
appropriate

* What was the trigger? What is known and what information is
missing?
* What critical, additional information will the analyses provide? — :
 Communication with relevant stakeholders: what has
* Who needs to inform the ‘test/don’t test’ decision? A multi- been done and why.
disciplinary team! e.g. Clinicians, Pharmacists, Chemists,

Toxicologists, Lab Analysts and Lab Managers etc * Reportthe incident to the WHO via the GSMS if

appropriate to do so.
*  What might the post-testing actions be and are they ready to be
taken? Multiple contingencies need to be considered and prepared

for TRS1010 — Annex 5 Therapeutic Goods Administration —tga.gov.au



https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/quality-control/trs1010-annex5-testing-suspect-samples.pdf?sfvrsn=df47cb5_2&download=true

Testing Scenario Matrix

Therapeutic Goods Administration —tga.gov.au



Detection Technologies

| Examples

Thin Layer Chromatography (TLC) is used
for screening syrup medications for
contamination with diethylene glycol
(DEG). Routine market surveillance

Lab access challenges Lab access challenges

High cost e
No time pressure

No immediate consequences BRIV consequences
(public health) (public health, lives lost)

High cost 4

Time sensitive

A sterile, injectable antibiotic product with a
long-dated expiry has been found to contain
visible particles. Alternative products are
available. A third-party testing agreement with a
lab in another country is used for API assay etc

Accessible field technologies Accessible field techologies
or visual inspection or visual inspection

Low / no cost . "
( / ) 0 Time sensitive e
No time pressure

Significant consequences
Low immediate consequence  (public health, lives lost)
(public health)

A poisoning event has occurred. There are
fatalities. DEG poisoning is suspected with
syrup medications implicated. TLC is used in
the field to rapidly screen for the toxin
(responsive testing)

An injectable antibiotic product has been
implicated in several serious adverse events.
Third party testing has been requested, but a

clinical investigation has not been completed.

v

Application

Therapeutic Goods Administration —tga.gov.au
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WHOQO'’s Global
Surveillance and
Monitoring System for SF
medical products

Anita Sands

Incidents, Substandard and Falsified Medical
Products Team

‘«\ World Health
VY Organization




Overview

1. WHO'’s Global Surveillance & Monitoring System for substandard and falsified medical products
2. Reporting to WHO
3. lIssuing WHO Global Medical Product Alerts

725 \{J

|
7R, World Health
ﬁﬁ’f@ rganization

T



What are substandard and falsified medical products?

) Substandard: Authorized medical products that fail to meet either their quality A common global
0 "] standards or specifications, or both. Also called “out of specification”. understanding is necessary for

coordinated action

a Falsified: Medical products that deliberately/fraudulently misrepresent their
identity, composition or source.

Unregistered/unlicensed: Medical products that have not undergone evaluation
E and/or approval by the National or Regional Regulatory Authority (NRRA) for the
= market in which they are marketed / distributed or used

Working Definitions Document approved by the Seventieth World Health

Assembly
i ) World Health

S

7
%\w :
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o

\&®¥ Organization


https://apps.who.int/gb/sf/pdf_files/MSM5/A_MSM5_7-en.pdf?search-result=true&query=A7023&scope=&rpp=10&sort_by=score&order=desc

What is the WHO Global Surveillance & Monitoring System?

OBIJECTIVES

* Assess the scale and harm caused by SF
medical products

* Understand the driving forces of SF products

e Facilitate coordination and collaboration
amongst Member States

* Influence change in health and governance
systems

» Strengthen regulatory capacities to prevent,
detect and respond to SF medical products

HOW IS THIS ACCOMPLISHED?

Act as a central hub for information and
intelligence on SF products

Encourage and improve reporting of SF medical
products by NRAs

Provide technical support to Member States
responding to critical incidents

Coordinate international response to critical
incidents

Issue WHO Global Medical Product Alerts when
appropriate

WHO established GSMS including the network of focal points in response to request from WHO Member State mechanism

on SF medical products

V’(ff@‘j{:, World Health
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Services of WHO Global Surveillance and Monitoring System

Incident Surveillance and
management monitoring tools

Training

Network of focal Normative
points guidance

Analytical Risk
insights communication reinforcement

World Health
Organization [ Service accessible via the GSMS reporting portal




Coordinating response through information sharing

= Two batches of falsified Defibrotide
initially identified in Australia.
Reported to WHO by Latvia.

= WHO coordination with Latvia & UK
identified the supply of the falsified
products to UK, Saudi Arabia,
Switzerland, Brazil.

* Following publication of Alert No
5/2020 - falsified batches also
reported supplied to Argentina,
Singapore, Malaysia

¢7ZDRN, World Health °
\\1@) W bt
&Y Organization
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WHO Global Surveillance and
Monitoring System

Total incident™ and suspect product™** records Total incident and suspect product records

B Products (meds + vax) M Incidents B Products (meds + vax) M Incidents

I
Sept 2012 to Feb 2024 | Feb 2023 to Feb 2024
I
atica [ — | Africa [
I
curope R w—  cuope
Americas [ ——— | Americas [ ——
cast-Ved. | astvied. R ——
I
West-Pacf. [ — | West-Pacf. [ —
St asia T | stasie [ —
0 400 800 1200 I 0 50 100 150 200 250
i I
|

7R World Health
}\/’ or ed *Where an incident is notification of potential substandard or falsified medical products at one time and in one place.
214 Ofganlzatlon ** Where different lot numbers are considered different suspect products.

300



WHO Global Surveillance and
Monitoring System cont’d

Incident records by source
Sept 2012 to Feb 2024 vs. Feb 2023 to Feb 2024

1400
1200
1000

800

600

400
200 I
: = — B

Health authority  Manufacturer / Open sources, |0, NGO or Academia
Private WHO, other

M Last 12 months M Since inception

Top 3 therapeutic categories by WHO region
Jan 2023 to Feb 2024

arrica | = \ervous system
Americas |

|
|
|
|
|
|
| B Anti.infectives
|
|
|
|
|
|
i

| East-ved. |
Europe | = Antineoplastics

and

se-asia [ mmunodulators

W Antiparasitics

West Pactc |

0% 20% 40% 60% 80% 100%



How to report to the GSMS

English Frangais Espanol

1. Focal Points appointed by national authorities N / ’

g@g WorldHealth o /. P "
@9 Organization - ‘,

¢ {
g ]

3. Focal Points must complete the eCourse on
SF Medical Products Welcome to the Secure Portal

4. Focal Points provided access to WHO Online

Porta | Please click the button below to login, you will be redirected to the WHO
authentication service hosted by Microsoft to complete this authentication.

2. Nomination communicated to ISF team at
HQ, via WHO Country and Regional Offices
(cc rapidalert@who.int)

Access 1o this portal and its content is only intended for authorized users of
the WHO Glabal Surveillance and Manitoring System for substandard and

5. Focal Points create their log in details and can e (57 medial products
. . . ogin ~ :
start reporting immediately.

Please note that appropriate action will be taken against any individuals
engaged in the unauthorized use of the system.

ISF Team can provide training for Focal Points

o

@‘@, World Health
72
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mailto:rapidalert@who.int

Why are alerts issued?

WHO Global Medical Alerts are in
response to detection of an SF product

Conditions for issuing an Alert include:

* Immediate and significant threat to
public health; or

* Serious adverse event or patient
harm; and

* Risk that product is in more then one
country.

é‘-’

V, World Health
Y Organization
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Impact of WHO Medical Product Alerts

REACH
e Alerts emailed to national focal points and partners

» All Alerts published online https://www.who.int/teams/regulation-
prequalification/incidents-and-SF/full-list-of-who-medical-product-
alerts

IMPACT

* Alert N°1/2023 (Uzbekistan): products detected in Laos &
Cambodia

* Alert N°5/2023 (Iraq): additional contaminated batches detected in
India

» Alert N°8/2023 (Maldives and Pakistan): products detected in
Belize, Fiji, Lao People’s Democratic Republic.

11


https://www.who.int/teams/regulation-prequalification/incidents-and-SF/full-list-of-who-medical-product-alerts

International cooperation
against SF medical
products

= Health authorities (ministry, regulators,

NATIONAL
focal points

= Judiciary (prosecutors, judges, etc.)

REGIONAL
networks

GLOBAL (}/{/rl RN World Health @)) World Organisation

XY
systems V:? );W Organization

PREVENT <> DETECT <> RESPOND

Gecure qualit) /Intelligence\ /Build capacity\
& supply base (e.g. .training., fieldt
(e.g. seizure (e.g. exchange data & screenlngefcq)wpmen ’
operations, enforce analytics, interagency '
legal provisions, etc.) collaboration, etc.)

quality control laboratories, etc.)

= Law enforcement (customs, police, etc.)

EUROPEAN MEDICINES AGENCY

SGIENCE MEDICINES HEALTH

for Animal Health
Founded as OIE

= Civil society (community representatives,

health workforce, etc.)

= Private sector (manufacturer, authorization

holder, distributor, importer, etc.)

.

- T\»., g }
‘ ) \\\.’ @ Hemggegmgs and Crime
73

@UNOPS

N\ 7
unicef

o == ELJI?"‘PDL

@ THE WORLD BANK

£ _ World Customs Organization
Organisation mondiale des douanes

lNTERPOL




Strategy to prevent-detect-

respond to SF medical products

PREVENTION

 Demand and require quality at all supply chain levels

* Ensure the safety and security of the supply chain
DETECTION
* Increase sensitivity and specificity of detection

* Facilitate reporting and accelerate information
feedback systems

RESPONSE
* Protect the health of citizens in the first place

* Identify and implement corrective actions to avoid
recurrence (regulatory and judicial actions)

Q'{@ﬁ@, World Health
W&V Organization

SUBSTANDARD
AND FALSIFIED
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For more information, please contact:

Anita Sands
Technical Officer, Regulation and Prequalification

sandsa@who.int

(@) World Health
/)Y Organization



/ Food and Agriculture
Organization of the 2 [S ‘ .
ﬁ United Nations UKaId Flemlng Fund

Substandard and Falsified Veterinary Product

Data Collection at Farm Level
(FAO RAP Fleming Fund AMR Project)




“Engaging the food and agriculture sectors in sub-Saharan Africa and South and Southeast Asia
to generate data-for-action to combat antimicrobial resistance using a One Health approach”

“Data generation (AMR specific and sensitive)

for evidence-based decision making

in food and agriculture sector”

Strengthened Laboratory &
Surveillance Capacity and related
data management infrastructure

Antimicrobial use and good
practices promoted

Evidence based AMR
economic argument

developed and supported

Policies and Governance enhanced
to minimize roles of sub-standard
and falsified antimicrobials

implementation of multi-sectoral
One Health AMR National Action
Plans (NAPs) supported

Global & FAO Action Plans

Food and agriculture sectors,
dependent livelihoods and economies
are made resilient to the impacts of AMR

f:i'.u:'vg(iyl GDUEHNANC E

and allocating resot

celerate and sustain progress AW -

Tools/Approach

PMP

o joster cnange

4
A%

V— | RESEARCH
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SUBSTANDARD AND FALSIFIED VETERINARY PRODUCT
SURVEY/ DATA COLLECTION AT FARM LEVEL

What can be done?

Start Small

Develop an approach for on-farm pilot data
collection using Famer Field School




FARMER FIELD SCHOOL (FFS)

What are Farmer Field Schools?

= A “school without walls”, where groups of 15-25 farmers with
a common interest learn “best” ways of production through
observations and experimentations

= Guided by a FFS facilitator(s) who go through 3-week training
(TOF)

= Focused on adult-centered learning and co-created solutions
(facilitation not teaching)

= FFS participants meet weekly/biweekly on a host farm

= FFS usually span production cycle




FF3 BROILER FARMER FIELD SCHOOL

« Promote good practice (biosecurity and production)
* Responsible use of antimicrobials
« Improve production and profitability

« Behavior changes

« Data generation




BROILER FARMER FIELD SCHOOL

Africa:

« Regional Training of Master Trainer - completed
* In-country Facilitator trainings - completed

* In-country implementations — started/ on-going

« Evaluation tools — developed/ to be deployed

Asia:
« Regional Training of Master Trainers — on-going by lead Master Trainer from Africa
(FVM, RUA, Cambodia) :

 FFS Tools from Africa will be contextualized and used in Asia




BROILER FARMER FIELD SCHOOL TOOLS

 House/ Farm Background
* Biosecurity

« Economic

« AMU/ Veterinary Product




Veterinary Products Tool
for FFS Evaluation

Developed by
Dr Mark Caudell, FAO Kenya




Veterinary Products Tool: Objectives

» The objective of the veterinary products tool is to collect data on all the products used in animal production
including:

» Antimicrobials, such as antibiotics, antivirals,
« Antiparasitic/Acaracides

* Vitamins

» Disinfectants

» Traditional Medicine

* Vaccines

« Data is collected on usage patterns, including:
« The type of drug given and associated information (dosage rate, active ingredients, cost)
* Actual dose rate: how much and how long the drug was given
» The reasons the drug was given (therapeutic, prophylaxis)
* Whether drug was prescribed and by who

Allows us to determine the impact of FFS on antimicrobial usage patterns




Using the Veterinary Product Tool

o Prior to the start of FFS, the enumerator will collect data on Biosecurity and

Household/Farm Background (separate surveys) at the farm.

o For the collection of reliable data, the tool should be used in conjunction with
collection materials that are given to the farmer (FFS participant), preferably during
an initial visit to the farm/community awareness meeting, these materials to include:

« ADbin/bag to collect all finished products and associated receipts/prescriptions

 Adatarecord sheet to write down use data (type of drug, dosage, treatment days,

disease)

o Upon completion of a cycle/defined period, the enumerator returns to farm to collect

data using the veterinary product tool.




At the farm

o Enumerators/ facilitators will ask the farmer to

* bring any records/receipts,
* unfinished veterinary products

 the bucket/bag holding the finished veterinary

products




Veterinary Product Tool: An Example

* Open the KoboCollect Survey “Veterinary Product Tool”

» KoBoToolbox is a suite of tools for online or offline field data collection, which you
can use with your mobile devices (phones, tablets, laptops)

« Select enumerator name, input Farm ID (from Master list), and First and Last Name
of Farmer

Veterinary Product Tool

Veterinary Product Tool Veterinary Product Tool

1) Input First and Last Name of Farmer

Please select Enumerator name Input Farm ID. Consult the Master List :
‘ Steve Smith

s G) Mark Caudell =

() Mitch Drabowski




Veterinary Product Tool: An Example

* If phone camera is working, select
yes and you will take pictures of
the veterinary products.

Veterinary Product Tool
* If NO, you will write in the product
name and company nhame 4) Is your phone camera working?
m) @ Yes
- First, we will assume your O No
camera is working




Veterinary

PrOd u Ct TOO l ) Veterinary Product = 1
¢ 5) Select the type of product
A n EX a m le ® Antimicrobial, including antibiotics and Coccidiostats (include multivitamins with antimicrobials)
p O Dewormer
(O Disinfectant
e The first pI’OdUCt you get O  Multivitamins WITHOUT Antibiotics

from the bucket is Vetoxy 20, O Pre- Probiotics
which is an antibiotic

« Confirm it is an antibiotic by
looking at active ingredients,
here “Oxytetracycline”

» Select Antimicrobial

VETOXY 20§

 Indicates this is first product
you are collecting
information on

Veterinary Prod
‘% v
|

- )
1Y )
‘%ﬂ‘\f%%o &



83 e » 8@ Tl 94%m

Veterinary e, & @ %
Prod u Ct TOO l : Veterinary Product > 1

8) Is the product a satchet/bag or
a bottle?

An Example ‘ ® Satchet/Bag

O Bottle

« The product is a sachet so
select Sachet/Bag for Q8




Veterinary
Product Tool:
An Example

Now, take picture of the
Front and Back of the
sachet

Make sure that information is
readable and all
information is included in
the picture

After taking picture, select
OKAY and then select NEXT

10:24 P & P BE® 7.l 86%m

VeterinaryP.. @ B %

Veterinary Product > 1

9) Take a picture of the FRONT of
the satchet/bag

Take Picture

Choose Image

10:24 P & P BE® .l 86%m

VeterinaryP.. @ B % i

Veterinary Product > 1

10) Take a picture of the BACK of
the satchet/bag

Take Picture

Choose Image




Veterinary Product Tool: An Example

If
Phone’s CAMERA IS NOT WORKING, OR
The farmer has given you a written record
THEN

You will write in the product name and
company name of the product

The survey will show you an example
picture

For this example, the product name is
Vetoxy 20 and the company name is Alfa
Vet

It is VERY IMPORTANT to write the

correct product name and company
name

11:06 &= 9

Veterinary P...

Be® . 80%m

© B

6) Write the full PRODUCT NAME
of the antimicrobial

| (VETOXY 20)

P |

i EXAMPL
Produ

ct Name |

I o
¥ ¥
p

VeterinaryP.. @ B % @

7) Write the FULL COMPANY
NAME of the antimicrobial

F

M EXAMPLE |
%1 Company Name |

W

Alfa Vet |

< BACK




=

Veterinary
Product Tool:
An Example

After taking
pictures/writing name, fill
out size of the product

On the back, we can see
itis 100 grams

Fill in “100” for size in
Question 15 and “grams”
for unit in Question 16.

VET oxv

Veterinary Product >

15) Size of product

For example, if 250

100

Qrams wrile

1 > Antimic

robial size

"250° for Q13 and select "grams” for Q14

16) Unit

O Milligrams

® Grams
' Milliters

Liters

Other

O O O

None, given by syringe/pill




Veterinary Product Tool: An Example

Ask the farmer is the antibiotic « This farmer said he got a .
was prescribed, meaning he prescription from a
talked with an animal health private vet

professional that told them what
antibiotic to buy or gave them a
paper prescription

This farmer said he got a
prescription

Veterinary Product > 1

18) Who prescribed the antimicrobial?
Veterinary Product > 1

This farmer said he paid 250
shillings (local currency) for
the antibiotic

O Govt vet
17) Was antimicrobial prescribed?

® Yes <4mum
O No

Agrovet Attendant
Extension officer

O O O @®

Other

Velerinary Product = 1

19) Cost paid for antimicrobials in local currency

250




Veterinary Product
Tool: An Example

Now, you will collect
information on the actual
dose rate which is how
much was given, how long,
and to how many birds,
and bird age

The survey first provides an
example of a farmer who
says he mixed 1 teaspoon
in 10 liters of water

Veterinary Product Tool

Veterinary Product > 1 > Now, you will get the ACTUAL DOSE RATE.

For example, if they used 1 teaspoon per 10 liters water, you would put

“1" for Q20, "teaspoon" for Q21, "water" for Q22, "10" for Q23, and "liter" for Q24




 The Farmer
says he
mixed 1
teaspoon in
10 liters of

water

Veterinary Product Tool: An Example

—

)

20) How much of the medicine did they give]

VeterinaryP.. @ B .

1 O Milliters

21) Unit of measurement for the medicine O Liters

® Teaspoon O cc

(O Tablespoon O Other

O Milligrams 22) Mixed with what material

O Grams ) © Water

O Militers ) Fesl

O Liters O None, given in syringe
O Other

VeterinaryP.. @ B W

N A AN N LSS

23) Volume of mixer
put 0 if syringe

= 10

24) Unit of mixer
O Milligrams

O Grams
O Milliters
Liters

—

None, given by syringe/pill

O O @

Other




Veterinary Product
Tool: An Example

* The farmer said he gave
once a day for three
days

* Fill in “Once a day” for
Q25

* Fill in “3" for Q26

837 AP o Be " al 94%m
VeterinaryP.. @ B %,

O Milliters

@® Liters

O None, given by syringe/f

O Other

25) Number of treatments pel
day

d)
® Onceaday
O Twice a day
O Three times a day

O Four times a day

26) Treatment duration in days




Vete r] Na ry Veterinary Product Tool
PrOd U Ct TOO l : Veterinary Product > 1 > Age of Bird

27) How many birds treated were 0-2 weeks old?

An Exa m p le Write 0 if age category does not apply

0
: 28) How many birds treated were >2-4 weeks old?
¢ The fal‘mer Sa_|d he Write 0 if age category does not apply
treated 200 birds ) | 200
that were 3 weeks
old 29) How many birds treated were >4-6 weeks old?
Write 0 if age category does not apply

* Input 200 for Q28 0

30) How many birds treated were above 6 weeks old?
Write 0 if age category does not apply




Veterinary
Product Tool:
An Example

 The farmer said he used the
antibiotic for treating
disease

« Select “Treatment of sick
birds” for Q31

920 AP - am .l 91%.

VeterinaryP.. @ B W

Veterinary Product > 1

31) What was the purpose for
using the antimicrobials?
Select ALL THAT APPLY

O

Treatment of sick birds

Prevent healthy birds from
getting sick

Boost Production - Increase
weight gain

Cleaning and disinfection

Other




Veterinary
Product Tool:

An Example mm o«

 The farmer said he knew
the disease

« Select “Yes” for Q32

 He said the disease was
“Infectious Coryza”

« Select “Coryza” for Q33

* He said the symptoms were
Diarrhea and Dullness

 Select “Diarrhea” and

- Wa

920 Bamgd o ge il 9%e
VeterinaryP.. @ B %
Veterinary Product > 1
32) Do you know the disease
name?

O No I
< BACK NEXT >

@ [l O < (4

920 Bap o B 9% 931 Bad . g® Tl 91%.
VeterinaryP.. @ B % VeterinaryP.. @ B W
veterinary rProduct >
i 34) What signs and/or symptoms
33) Select disease(s) did you observe in the birds
o before treating them with
[ Coccidiosis antimicrobials?
Select ALL THAT APPLY
Coryza
[J Blindness
0 CRD (Chronic Respiratory
Disease) [J Circling
[J Fowl cholera [J Convulsion
[J Fowl Pox [J Coughing
[J Fowl typhoid - Diarrhea (Bloody, yellowish,
greenish etc)
[J Gumboro Disease
[J Discharge from the eye
[J Infectious Bronchitis
‘ Dullness
[J Marek's Disease
[J Lameness
< BACK NEXT > < BACK NEXT
@ G < Bl ® < B




Veterinary Product Tool: An Example

« After finishing the product,
the survey will ask “Do you
need to add another
veterinary product from

bucket/unfinished

products?



Summary:

O

Substandard and falsified veterinary product data collection at farm level will

be conducted as a part of BFFS in Cambodia, Lao PDR and Philippines
Enumerators are trained facilitators/ master trainers (government/ academia)

Sampling size will be small at this piloting stage (1 or 2 FFS in each country)

with potential for scale-up

Visual investigation/ records

This is newly developed tools — regional/ country contextualization needed




Relevant & complement to VSAFE:

o Data collection on SFVP at farm level to be reported by the government

officials -- relevant authority?

o Integrate into long-term SFVP monitoring and surveillance plan at farm level?

o Link to focal points for VSAFE inputs/ report?
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bl Infrmtion & Alert 3ystem for Veterinary Surveillance System for Substandard And Falsifitd VMP
Substandard and Falsified VMP
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2/

) Rational - WOAH's Code, Resolutions & Recomemndations by Members

- Article3411.5:
Retailing, use and traceability of VMP Recommendation from WOAH Working Group on AMR - February 2024

Terrestrial Animal
Health Cade “Veterinary legislation should provide a basis for actions to address ...

a system of surveillance of the quality of veterinary medicinal products marketed in Report of the Meeting of the o
= || the country, including a system of surveillance for falsification” iy 2yl

Resolution No. 26 Adopted on 26 May 2015

10. The OIE strengthen its collaboration with international organisations, such as the
World Customs Organisation and Interpol, and stakeholders to combat counterfeit
products with the aim of ensuring access to antimicrobial agents of proven quality.

of building an information system of falsified and @ | e [P g
oecosaconrerence.  SUbstandard drugs in the~animal sector illegally circulating within. and between QP fectosmsieon™| RS
A ™ countries and building on the experience of the monitoring systems set up by WHO

Putting Standards
|\“) for drugs designed for human usetaking a ‘One Health’ approach”

“Explore the possibiti

~ Article610.310:
Distribution and administration of antimicrobial agents or VMPs containing antimicrobial agents

ntimicrobial agents and VMPs

Tervestrial Animal

HealthCode “The Competent Authority should ensure that all
containing antimicrobial agents are ...

RES not illegal, substandard, falsified medicines or unapptoved formulations and that
these are prevented from entering distribution systems”


https://www.woah.org/fileadmin/Home/eng/Our_scientific_expertise/docs/pdf/AMR/A_RESO_AMR_2015.pdf
https://www.woah.org/app/uploads/2024/03/202402.amrwg-report-feb24-eng-final-1.pdf

OO Definitions & Classification Criteria

Adapted from the WHO’s definitions and criteria

_ Substandard Falsified Unregistered / Unlicensed

Authorised VP* that fail to meet either their Unauthorised VP that deliberately or VP that has not undergone evaluation
quality standards or their specifications, or  fraudulently misrepresent their identity and/or approval by the national or regional
o both regulatory authority for the market in which
Definition they are marketed/distributed or used,
(Source WHO: IFS Team) subject to permitted conditions under
national or regional regulation and
legislation.
The VP appears to be registered in the The VP failed field screening The VP does not appear to be registered in
country where it is found examination, and/or local laboratory the country where it is found
testing
AND
Suspect o ) o
The VP failed field screening examination,
and/or local laboratory testing
The veterinary authority has confirmed that The stated manufacturer or MAH has The veterinary authority has confirmed that
q the VP is registered in the country where it confirmed that they did not make the the VP is not registered in the country
Incident .
oy was found product where it was found
criteria
AND AND
_ The stated manufacturer or MAH** has The stated manufacturer or MAH has
Confirmed confirmed that they did make the product confirmed that they did make the product

AND

The stated manufacturer or MAH has
confirmed that the results of laboratory
testing do not correspond to their records

*VP = veterinary a\oducts, *MAH = manufacturing authorisation holder


https://www.who.int/news-room/fact-sheets/detail/substandard-and-falsified-medical-products

Veterinary Monitoring and Surveillance System for Substandard and Falsified YMPs

== g &

iy

o
H @ H
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Members with access, control Repository of incidents Public Alerts with recommendations
and analysis of their own data available at regional level (subject to conditions to fulfll)

Annual report



1©@  Reporting through VSAFE : Three Main Elements

R —
'4|r " &

WOAH Monthly Declaretion Focm for the Absence of Substandard and
Falsified Veterinary Products

vl Orgormcton Orgosanrn - werie ‘Orgennamen Croerisacan -
@ gt P fr—1 @D S T TR P fr—1
T e i~ - A 71 &

'ﬁ'
I
0
i'll[

WOAH Baseline Reporting Form for Information on Substandard and WOAH Immediate Notification Form for Substandard and Falsified
Falsified Veterinary Products Veterinary Products

Ganeral irstructions

. . " . General instructions for completing this form
General instructions for completing this form e Term i b oAt 4 (e o ek F S A GALY e (o wintd e e Aeitare (el

. - - ' P At R pearn of ey ntiGente ot L prodoite g
Please provide as much detail as you can. If you do not have all the information requested on the form, Please provide as much detail as you can. If you do not have all the information requested on the form, A yrct Sarrihary daring YV AN Calandar manen “
please fill it in with the information that you do have, please fill it in with the information that you do have. ¥
Mandatory questions are identified with the *' symbol. ~ ¥ ions are identified with the '*' symbol. Hatbairy quistion e ideaiiling wth Vs = pyvebel.
. U 1 e AR JaTEARA S bt T SOt o (e gt B s 13 D (4Rt Bn PR Becleon,
Usa the navigator buttons located at bottoin of the page to mave to the previous or next section. R . Use the navigator buttons located at bottom of the page to move to the previous or next section.

Responses can be amended at any time before completing the questionnaire.

can be amended at any time before completing the questionnaire. Bheid G oarpeins /A bt analatiates, (iant Contar) o VPRS-

Follow-up information can be sent by email to sfvp@woah.org
Follow-up information can be sent by email to sfrp@woah.org

To be completed or updated once a year

To be completed eve'rV—.tjmeaMemher hasanincident to report To be completed monthly if no incidents were reported the
previous month

Management of Quality of UMPs

Details of suspect Gonfirmation no incidents to report

gtails of discovery

"~ Access toLaboratory Testing

Recall & Traceability "\ Curr {n response




@ Main Benefit (but not the only one)

/JI';Iumher of products reported

'\\_ Falsifiad Subsizndard Unknown

Category

@ 2ntiparasitic

@ vzccine

@ Antmicrobiz!

21.67%

Pet cars

Mornsteroidal anti-inflam
Oiher dermatologicals:
&nalgesic

Sedative

20.83%" @ Gynecologizais
@ Natural repellent
@ Perfusion sojution
Anesthelies

Antiseptic

@ itamins and'mineral su.__

(/,‘:'_.ite of discovery

4 (2.06%)
(2.08%)

73 51 %)
13 (B.7%)

. )

23 (11.88%)

14 (7.22%)

21(10.82%)

@ Unauthansed Ratziler
@ Disiributor

Customs

@ Warketing Authorisation Holder | Manufact..

@ Luthorsad Retailer
@ internet
Undnowm
Mo answer
@ Fzrm Shops/Agricuttural Supplier
@ tmport
@ Veterinarian or paraprofessicnal

Fead Mil

G

Classification WOAH Region

Al “ Al

Number of Participants

~ 97 Members

A

Packaging errors
YES Unknown

Performance of Laboratory testing

a5 ]

Results of Laboratory testing

Carrect amount of AP specified on the labal
WO API detected

AP gut of range

AP| amounts ABOVE the specified on the labs|
AP amounts BELOWW the specifiad on the label
Fresence of impurites

Crtfver quality parameters out of specifications
Baciena contamination

Linknown
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Member

Veterinary Associations
WORLD

@\"E]A v ASSOCIATION
FOR BUIATRICS

— <
UL =

|l P

S == 5

|
@v World Health

% Organization
=g

International Organisations

INTERPOL

"> Established Networks

NOFWDI
: t‘ ? ; V. ﬂ

w EPY

L -

C/S

Private sector
@ %o;ob e
Support communication

with Members for validation

Leverage for encouraging
participation to Members

Better understanding of
the Situation in the field




VSAFE - IT Tool Development .
- no data breach

4’{@@\3 World Health
S Organization

* Different levels of for Members and external stakeholders
I * |ndividual Country Portal - per portal
@)) Piot Experiences °* Engine for suspect ‘VMP’ already reported

rting and updates on same immediate notification

aﬂfunctiunal
° of suspect reporte

29Te nical Requirements own already in u

Direct upload from used in field (in the future)

notifications & subsequent of incidents

if available



1©@ Benefits and accessibility to VSAFE - WHY you should join ?

Features I st [
Access to own portal / profile v v v
Public alerts v v

Annual Report v v v
Ownreporting v v

Main contact for final validation v x
Search tool of all VMPs reported available 4 X X

/



) Benefits and accessibility to VSAFE - WHY you should join’? )

My country does not have a system... VSAFE can be used as model to establish your system

My country does have a system already ... hare any reports/forms to reduce your work burden

/ Number of products reported e | cussneatn WOAH Region Number of Participants. )
ssiic A 57 Members Links of Public available database of Veterinary medicinal products
3 - > B

% Packaging errors Performance of Laboratory testing |
. o t Aler =0
. o ot Aler 00372023
s bt s Gt
% 53 s ]
M B S | I I I
T— o
\ ssfes  Substncwa  Uninown - /
/Sito ot d B
- Site.of discovery \ Results of Laboratory testing

3 (10.50%)

1BE7%)

1022%)

20 (18.50%)
21 (1052%)

23(11.00%) s




10 Let's explore VSAFE !

\eterinary Surveillance System for Substandard And Falsifitd VMP

=



https://oieoffice365.sharepoint.com/sites/SFVPPilot

Experiences in using Pilot Veterinary Monitoring
and Surveillance System for Substandard &

Falsified Veterinary Medicinal Products (VSAFE)

Dr. Swe Lynn Htet
Assistant Director 12-14 July 2024
Livestock Breeding and Veterinary Department Bangkok, Thailand

World Organisation
for Animal Health
Founded as OIE




Introduction

* During the Regional ANIMUSE Training for WOAH Focal
Points for Veterinary Products which was held on 22-24
February 2023, Bangkok, Thailand, WOAH introduced
about the SFVP as the first time

* Proposed and sent the confirmation letter to WOAH to
participate in the 2" Pilot Phase of the WOAH Global
Information and Alert System of Substandard and

Falsified Veterinary Products
* Myanmar is part of the pilot VSAFE since February 2023
« Reference Numbers of the incident (just sample);
« DA0107MMR (June 2023)
* DA050124MMR-01 (December 2023)
DA010224MMR-01 (January 2024)
DA040324MMR-01 (February 2024)

*  DA020524MMR-01 (April 2024)

THE REPUSLIC OF THE UNION OF MYANMAR

¥ Y MINISTRY OF AGRICULTURE, LIVESTOCK AND IRRIGATION
LIVESTOCK BREEDING AND VETERINARY DEPARTNENT
DIRECTOR GENERAL OFFICE, NAY Pl TAW, MYANMAR

Tel: +95 67 408056, Fax: +95 67 408342

Email: ir.Ibvd@gmail.com
Ref no; Sayapa/3/SFVP( 100 )/Makanyakakha-2023
Date: 12 March 2023
Dr Andrés Garcia Campos
Programme Manager
Antimicrobial Resistance & Veterinary Products Department
Email: stvp@woah.org
Subject; Confirmation Letter as new participant for 2" Pilot Phase of the WOAH Global
Information and Alert System of Substandard and Falsified Veterinary Products
Dear Dr Andrés Garciz Campos,

We would like to express our sincere appreciation and many thanks for inviting
Livestock Breeding Veterinary Department, Myanmar to participate in as a new participate for
the 2" Pilot Phase of the WOAH Global Information and Alert System of Substandard and
Falsified Veterinary Products,

In this regards, we would very pleasure to participate as a new partiapant in this pilot
phase 2 project 50 as to performed the purpose of this pilot project

Thank you for your kind consideration.

If you have any queries or needs more information regarding with the cited matter,
please feel free to contact us
Sincercly-yours,

\\\- )
{\ \*
\\ S
De¥e'Shn Win

WOAH Delegate

. Director General
=)

§ Livestock Breeding and Veterinary Department, Myanmar

Hatline: +95 9 5029759



Working plan for Participants

e Completea 5-10 min WOAH Baseline Reporting Form for SFVP once a year, which should be submitted
between 15" January and 15t April 2024.

e Submit a 10-15 min WOAH Immediate Notification Form for SFVP, as soon as they are aware of a
suspected/confirmed incident of SFVP. When allinformation is not available, minimum reporting should
contain

Name of the product and Registration Number as stated in the packaging,

Manufacturer as stated in the packaging,
Batch number as stated in the packaging,
Date and site of discovery.

An open text box is available at the beginning of the Immediate Notification Report to allow participants
to write a description of the remaining information relevant of every incident (i.e., quantities, reasons of
suspicious, lab testing conducted, adverse reactions detected, etc.) to facilitate reporting in case of lack
of resources or time.

Source: VSAFE ToR



Working plan for Participants

Following receipt of an incident by the Team, an email including the reference number will be provided.
The reference number can be used in case participants would like to update the information provided in
the incident before, or to follow up.

Revise the WOAH Immediate Notification Form for SFVP - even if no incidents are reported - to verify
that all specifications and options required are well reflected and is designed fit-for-purpose.

Provide any template that they currently use if they have already a system in place for the notification of
SFVP at national level. The purpose is to work on a final system that allows us to pre-populate
information of the forms to our system directly hence reducing administrative burden to the reporter.

If no incidents are received in a calendar month, participants must complete the 1-min WOAH Monthly
Declaration Form for the Absence of SFVP. This must be submitted within 7 days after the end of the
calendar month.

Provide feedback on the data collection tools on, at least, an annual basis for refinement, improvement,
and for indicating other issues that should be considered.

Source: VSAFE ToR



Definition and Classification Criteria
Adapted from the WHQ'’s definitions and criteria

Authorised VP* that fail to meet either their Unauthorised VP that deliberately or VP that has not undergone evaluation
quality standards or their specifications, or  fraudulently misrepresent their identity =~ and/or approval by the national or regional
both regulatory authority for the market in which
e they are marketed/distributed or used,
Definition subject to permitted conditions under
national or regional regulation and
legislation.
The VP appears to be registered in the The VP failed field screening The VP does not appear to be registered in
country where it is found examination, and/or local laboratory the country where it is found
testing
AND
Suspect
The VP failed field screening examination,
and/or local laboratory testing
The veterinary authority has confirmed that The stated manufacturer or MAH has The veterinary authority has confirmed that
Inci the VP is registered in the country where it confirmed that they did not make the the VP is not registered in the country
ncident 3
it was found product where it was found
criteria
AND AND
The stated manufacturer or MAH** has The stated manufacturer or MAH has
Confirmed confirmed that they did make the product confirmed that they did make the product

AND

The stated manufacturer or MAH has
confirmed that the results of laboratory
testing do not correspond to their records

* VP = veterinary products, **MAH = manufacturing authorisation holder

Source: https.//oleoffice365.sharepoint.com/sites/SFVPPilot



LBVD Organization chart

Director General

Deputy Director General
(Livestock Resources
Development)

Deputy Director General
(Research & Health)

Deputy Director General
(Administration)

Planning, Veterinary Animal
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ares cers Technology e DID_" o Divislon Division
Division vision
w 1 poﬂmd
: : Policy and Animal Breed Adminisirative : Apiculture ik
District Officers  AdTinistrotive Fund Section ¥onoing Research and Supply o:m_ Developmant il
Section Section Section Section Animal Product
Section
| | | | | | | | el
Anknol feed Bee Products = mu :nx
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Officers Section Contral Section Section SecHon Section Development e
Section Sachon Development
| | | | section
Internafi 1] N Pyi Taw,
Internal Audit e ::dorlu DFI\::;“::; R:;iom :r:':i
and Law Information faiaarch States,
section iyl Section ot
Mission
12 missions including;
* To produce biologics for the protection of infectious diseases and undertaking disease control
) There are 6 check points in Myanmar
and animal health care
which are situated in the border areas

Control of animal diseases through animal movement across border by establishing check points and quarantine laboratories.



Information Flow and Chain of Command
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Declaration of Myanmar

AN\ 17 World Organisoti .
@ a) 'o?;n.mﬁi"éi?&"” Microsoft 365 R Search this site 53 ?  drswelinhtet @

Substandard and Falsified Veterinary Products Pilot Project ~ Home alerts  immediate Notification Form  Baseline Reporting Form - English

& Share - 2

Green Form

Blue Form

Baseline Reporting Form for SFVP WOAH Monthly Declaration Form for the Absence of SFVP

Myanmar always submitted monthly the absence of SFVP using starting from February 2023.



Legislation

Animal Health and Livestock Development Law

was enacted since 26™ August 2020 by Union Parliament (Pyidaungsu Hluttaw)

In accordance with the sub-section (g) of section 10, department shall:

carry out the registration process of animal, livestock farm, breeder farm, hatchery, apiculture,

domestic production, processing or sale of animals, animal products, genetically modified

organisms, animal feed, veterinary medicinal products and animal equipment;

* In accordance with the sub-section (d) of section 11, department shall:

inspect whether animals, animal products, genetically modified organisms, animal feed,

animal equipment or veterinary medicinal products to be imported or exported or

domestically produced or processed are complied with the specifications;

* In accordance with the section 26:
The person who wants to export or import animals, animal products, genetically modified

organisms, animal feed, animal equipment or veterinary medicinal products shall apply for the
recommendation certificate to the Director General in accordance with stipulations before

applying for an export or import license or a permit to the relevant government department.

@éﬁméegmgm@%m%&écaﬁ
The Republic of the Union of Myanmar
$odenn ogilgleqpss sopdeldliodlhigos
Ministry of Agriclture, Livestock and Irrigation

Sagoioyjioeqiafegieniorded:
{g_@[:o%:mrﬁeq:guea
The Animal Health and Livestock Development Law

(JoJo [Goded [gpdaconieagodecnd gueamyed oqu)
20| padi dleslicuzod: (o) god
Jo o [Geled Byooeo (16) aodn
(The Pyidaungsu Hluttaw Law No. 13, 2020}
The 8" Waxing Day of Wagaung, 1382 M.E.
(26™ August 2020)




Legislation

Animal Health and Livestock Development Law

In accordance with the sub-section (e) of section 42, Any person without a permit or recommendation certificate shall not:

export or import animals, animal products, genetically modified organisms, animal feed, livestock equipment or veterinary

medicinal products;

In accordance with the sub-section (d) of section 47, Whoever:

O
violates the prohibition of subsection (d), (e) or (f) of section 42 shall, on conviction, be punished with a fine from a minimum of three

O
million kyats to a maximum of ten million kyats. If that person violates such prohibition again, he or she shall, on conviction, be

punished with imprisonment for a term not exceeding one year and shall also be liable to a fine from a minimum of five million kyats

to a maximum of 15 million kyats.

In accordance with the sub-section (a) of section 43, any person who is the holder of a permit or recommendation certificate shall not:

export, import, domestically produce, process or distribute animals, animal products, genetically modified organisms or animal feed,

animal equipment or veterinary medicinal products that do not meet the specified quality standards;

o In accordance with the sub-section (a) of section 48, If any person who is the holder of a permit or recommendation certificate:

violates the prohibition of sub-section (a) of section 43, he or she shall, on conviction, be punished with a fine from a minimum. of two

O
million kyats to a maximum of seven million and five hundred thousand kyats. If that person violates such prohibition again, he or she

shall, on conviction, be punished with imprisonment for a term not exceeding six months and shall also be liable to a fine from a

minimum of three million kyats to a maximum of ten million kyats;



Current Experience on WOAH VSAFE Pilot Phiase 2

Current platform is overall good acceptable situation.

Design of reporting forms (blue, green, pink form) are easy to
follow and very user friendly. However, monthly declaration for the
absence of SFVP (pink form) from Myanmar was usually submitted
because any incident of suspect/confirmed Substandard and
Falsified Veterinary products circulating in Myanmar during the

reporting month.

So, we have not experience with the suspected/confirmed incident

of SFVP in Myanmar.

We are closely cooperating and coordinating with other relevant
departments and organizations in order to reduce and disseminate
the illegal trade including substandard and falsified animal and

animal related products such as veterinary products.

i
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WOAH Basaline B

ing Form for Infi an
Falsifiad Veterinary Products

his form
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Veterinary Products
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Thank you for your
kind attention

Dr. Swe Lynn Htet
Assistant Director

Livestock Breeding and Veterinary
Department

Ministry of Agriculture, Livestock and
Irrigation, Myanmar

Mobile: +95 9 420726727

Email: dr.swelinhtet@gmail.com

https://lbvd.gov.mm/
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| The ACVM Team

= Part of New Zealand Food Safety in MPI, and in the Assurance Directorate
= Responsible for the administration of the ACVM Act 1997

» Registration of agricultural compounds: veterinary medicines,
agricultural (horticultural) chemicals, vertebrate toxins (pest control
products)

» |ndependent scientific assessment and review of all technical aspects
of product management — manufacturing, importing, sale, and use

» Policy and standard setting including inputs into international forums
(VICH, OECD, & OIE)

= Also responsible for assessment and setting of Maximum Residue Levels
(MRLs) under the Food Act 2014

natd Ahu Matua

winsy o rmary s 852 i ? New Zealand Food Safety

Haumaru Kai Aotearoa






I The ACVM Act and Regulations

The Agricultural Compounds and Veterinary Medicines Act 1997

The ACVM (Exemptions and Prohibited Substances) Regulations
2011

« ACVM Act: Rules for import, manufacture, registration, and
sale of ag compounds, recognition (including vets), offences

« ACVM Regulations: Rules for import, manufacture, sale, and
use of exempt products, list of prohibited substances

» Establish the risk management framework for exemption and
registration

- . L
Ministry for Primary Industries

Manatd Ahu Matua

New Zealand Food Safety
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What is an Agricultural Compound?

“Any substance or mixture of substances ... for the purposes of:”

Managing or eradicating pests

Maintaining, promoting, or regulating productivity and reproduction
Fulfilling nutritional requirements

Marking, manipulation, capture, or immobilisation

Diagnosis, treatment and prevention of conditions

Any substance used for post-harvest treatment of raw primary produce

» Anything used in, on, or around an animal to directly manage the

animal or its produce

Miistry for Primary Industies © $58 % New Zealand Food Safety
. Manatt Ahu Matuaﬁ ‘wg‘égﬁ?

Haumaru Kai Aotearoa



I The ACVM Act and Regulations

The purpose of the ACVM Act is to:

a) Prevent or manage risks associated with the use of agricultural compounds, being —
(ia) risks to public health; and
(i) risks to trade in primary produce; and
(i) risks to animal welfare; and
(i) risks to agricultural security

b) Ensure that the use of an agricultural compound does not result in breaches of
domestic food residue standards

c) Ensure the provision of sufficient consumer information about agricultural
compounds

Miistry for Primary Industies © $58 % New Zealand Food Safety

Manatd Ahu Matua
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ACVM Risk Framework

Out of Scope

Is the product an
Agricultural
Compound

Authorisation
required under
ACVM Act

Ministry for Primar
Manati

Risk Areas

Trade

Passive Meets exempt from
Regulatory registration criteria
Oversight under ACVM(E&PS)
Regs

Product
can be
imported,

f d
Meets GRAS criteria A A manutacturea,
Section 8B s u sold and used
s t subject to
Active Mezts Special k& h Conditions and
Rct)egula‘tohry_‘ Circumstances criteria — Lo ¢ Regulations (as
versight . s s r .
g Section &C o i applicable)
=, = a e S
H|gh Meets Registration
7 7 n e
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Section 9 £ d
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Risk Management by Exemption

* Risk profile for certain products is at level that registration is not required

ﬁ Exempt from Registration via Regulations

« Exempt from registration products are specified by categories in schedule 2 of the
ACVM (Exemptions & Prohibited Substances) Regulations

» The Regulations state general requirements for the exempt product categories:
a) Documented systems
b) Labelling
C) Fit for Purpose

d)  Advertising

Ministry for Primary Industries ¢ q% New Zealand FOOd Safe’[y
~ bt
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I The ACVM Act and Regulations

Registration of ACVMs

The goal of ACVM risk assessment is:

« To determine whether sufficient information has been provided to
ensure the benefits of registration always outweigh the risks, and

» To determine whether the risks can be managed with the application of
conditions of registration

Ministry for Primary Industries
Manatd Ahu Matua a

@% New Zealand Food Safety

T Haumaru Kai Aotearoa




Regulatory Tools — Conditions of
Registration

Section 23 of the Act allows conditions to be set on:

= Use
= Specifying standards in many areas including:
-  Competence
- Quality and purity
- Labelling
- Advertising

- Testing methods
= Restrictions on who can manufacture, import, or use

New Zealand Food Safety

Haumaru Kai Aotearoa

. . Lo %
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Veterinary Medicines are registered as either Restricted Veterinary
Medicines (RVMs) or Unrestricted Veterinary Medicines

Risks require active regulatory control,
but owners can manage use including
residue risks if all label instructions are
followed

Off-label use can be directed by user,
but only with expert advice regarding
welfare

— Can be sold “over the counter”

Risks require active regulatory control
AND veterinary oversight needed for
diagnosis, treatment, and monitoring,
in addition to label instructions

All use is directed by the authorising
vet, and all risks managed by vet

Can only be sold under veterinary
authorisation



Registration Proce
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I Registration Information Requirements

All products requiring registration undergo risk assessment and approval
process evaluating:

= Formulation chemistry and manufacturing
» Good Manufacturing Practice

= Efficacy

= Target animal/Plant safety

= Residues (if applicable)

» Product/risk-specific data as needed (AMR)

Reagistered pursuant to the ACVM Act 1997, No. AT085
See www.foodsafety.govi.nz for registration conditions







I Post-Registration Regulation

Products are maintained and updated by both the registrant companies
and ACVM for the life of the product

Companies must maintain their product registrations by:

« Keeping all product information and labelling up to date
through approval for changes before they are actioned

* Report all AERs from field use, and advise major AERs from
overseas

* Provide all new information that may impact the product’s
registration or risk profile

Manatd Ahu Matua

Miistry for Primary Industies © $58 % New Zealand Food Safety

Haumaru Kai Aotearoa



I Post-Registration Regulation

ACVM Act allows ACVM to:
 Recall Products

e Suspend registrations

* |ssue prohibition notices

+ Evaluation of adverse events
s Reassessments

Manatd Ahu Matua

Ministry for Primary Industries 4 @ N ew Zea Ia n d FO 0 d S afety
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I Post-Registration Regulation

This means ACVM can:
» Enforce compliance to approval, including advertising

« Evaluate domestic and international issues with products and/or
ingredients as they occur

* Work with other parts of MPI (residue monitoring programmes,
Animal Products, Market Access) to indirectly monitor product use
through verification and monitoring

Ministry for Primary Industries ¢ a

pinar ndust “4% New Zealand Food Safety
. Nl &
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I Adverse Events

 An adverse event is any observation in animals or
plants that is unfavourable and unintended, including:

 Side effects after application or treatment
« An animal or crop safety issue

« A residue issue

» Lack of efficacy

* Interactions with other products

New Zealand Food Safety

Haumaru Kai Aotearoa
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I Reassessments

Reassessments can be driven by:

* MPI post-registration monitoring findings - AERs, GMP audits, residues
monitoring

« Emerging domestic risk — industry-detected residues or other issue
with product use

« Emerging international risk — overseas compound ban, use restrictions
that change trade risk

Ministry for Primary Industries g

Manatd Ahu Matua
\

New Zealand Food Safety
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: Haumaru Kai Aotearoa
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I The Reassessment Process

 Potential outcomes
e Status quo

« Revision of product information (claims, label
statements/warnings, WHPSs)

* Revision of registration controls (new conditions of
registration, change of status, more/less restriction)

« De-registration

Ministry for Primary Industries g ’T‘@ NEW Zea[and FOOd Safety
. Manatt Ahu Matua . \#g‘ﬁ‘gﬁ?

Haumaru Kai Aotearoa




| WOAH SFVP system

 Potential outcomes
e Status quo

« Revision of product information (claims, label
statements/warnings, WHPSs)

* Revision of registration controls (new conditions of
registration, change of status, more/less restriction)

« De-registration

Ministry for Primary Industries g ’T‘@ NEW Zea[and FOOd Safety
~ Manat o Ahu Matua . »IEEEK?

Haumaru Kai Aotearoa



I Our non-compliance monitoring and
reporting tools

* Notification forms for registrants (MAH) to notify us of their own non-
compliant products

« Public online form to report potential non-compliant product or
activities

« Adverse event reporting

» Audits and Inspections of premises

* Routine local verification testing of products is not usually conducted
unless an investigation on non-complying or falsified product indicates
additional testing is necessary.

Miistry for Primary Industies © $58 % New Zealand Food Safety

Manati Ahu Matua
" Haumaru Kai Aotearoa



| VSAFE Pilot System

« We've received minimal reports of substandard and falsified products
circulating in New Zealand to date, and none since the initiation of
VSAFE. Note: we do not perform routine additional testing.

« Therefore, New Zealand has not needed to report a Substandard or
Falsified Veterinary Product.

Ministry for Primary Industries g

Manatd Ahu Matua .

New Zealand Food Safety
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VSAFE Pilot System

Comments/feedback:

* As we haven’t completed the immediate notification form, we
cannot comment on the use of this form.

« The monthly declaration form for the absence of incidents is
straightforward to complete.

« Would be useful to have bullet points outlining the key points
and summary at the beginning of the Alert to assist with a quick
triage/risk assessment of the Alert.

« Does VSAFE propose to work alongside the Rapid Alert System
(RAS), or will Regulatory Authorities need to use both systems?

Ministry for ;rima:[v,:lgdul\sﬂtrfes g é‘% . NEW Zealand FOOd Safety
: ‘,,”EN:;

Haumaru Kai Aotearoa
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Veterinary Monitoring and Surveillance System for Substandard and Falsified YMPs

i

o)

o[

H

Members with access, control
and analysis of their own data

Repository of incidents
available at regional level

Public Alerts with recommendations
(subjectto conditions to fulfill)

Annual report



1O

1] jrom— s

B Stctanans e olcht Yearary Prodact PRoc Bioject e Ao

[

Forms for Reporting Substandard & Falsified Veterinary Products

Vs e forres e 0 c4pact snisardses 3nd fumbed crtarnasy prododa

Baseline Reporting Form for SFVP
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Immediate Notification Forms for Substandard and Falsified Veterinary Products
Submit 3 10-15 min WOAH Immediate Notficstion Form for SFVPs, every time you are aware of 2 ' Report suspected and/or confirmed l
suspacted/confinred incident of SP/Fs and as soon as pessibie {even If all the infermation S not Substandara and Falsified Veterinary
vailable) As & minmum exch incidant ihoutd containt Products

* Name of the product and Registration Number as stated in the packaging, . WON beimed e NotTication Form - Engish

* Monufactures as stated in the packaging

* Batch rumber as stated in the packaging.

st
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descricbon of the remaining informstion refevant of every incdent (ie, qusnbties reazons of L. WO besedste NotTcation Form - Spenih
SUSPICIous. 1 1esting Conducted, advers: NG CELECIas, €1C) and fagikate tha regoning i
the raporting gent in cass of Lick of (esourcés or 1ime
i order to snsurs that svsry form is weil submittied. plozso ersiira that 38 mandatery fislds s
complets, and o dick DONE' at the very end of the form.

firming wesil-receipt will b s=r by our Team within 48 h
For furthes sssutance plesse contact «f
uide for re|
N LA P
wd 154
Faistiod Vateriary Progucts
vt et Aurt

o b 8o 6o 008

e s S

o o g W

w1

4 e e e e o e ey

2 Puse vt e P i 10 ki et

P 0 s s W s s 00 v i 3 fwd it b

Rt e e 01 et Ve

10ty s g St v 1 o s i

WOAH Immediate Notification Form for Substandard and Falsified
Veterinary Products

General instructions for completing this form

Please provide as much detail as you can. If you do not have all the information requested on the form,
please fill it in with the information that you do have.
Mandatory questions are identified with the "' symbol.

Use the navigator buttons located at bottom of the page to move to the pravious or next section.
Responses can be amended at any time before completing the questionnaire.

Follow-up information can be sent by email to sfvp@wosh.org.
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WOAH Immediate Notification Form for Substandard and Falsified
Veterinary Products

General instructions for completing this form

Please provide as much detail as you can. If you do not have all the information requested on the form,
please fill it in with the information that you do have.
Mandatory questions are identified with the "' symbol.

Use the navigator buttons located at bottom of the page to move to the previous or next section.
Responses can be amended at any time before completing the questionnaire.

Follow-up information can be sent by email to sfvp@woah.org

To be completed every time a Member has an incident to report

Is there any reason why the incident cannot be shared with others ?

Brand Name
Name & strength of Active Ingredient/s
Pharmaceutical form & route of administration
MAH / manufacturer
Product Identification :

*  Registration Number

. Batch Number

*  Expiry date

*  Date of manufacturing

Target species (on and off-label if known)

Photographs available

Is product registered ?
Errors in packaging /labelling ?

Laboratory testing undertaken ?

Date of discovery

Date notification to Authorities
Type of units & quantities
Reason of discovery

Site of discovery

Data source

Recall ?
Alert ?

Adverse reactions ?



O@ Gonsentto share data with others - mandatory question

WOAH?

If you select ‘Mo’ you agree that the information can be shared with other international organisations {such as World Customs Organisation and Interpol)

and with WOAH participants disclosing the name of the Member reporting.

11. Please indicate who and how data can be shared with if it cannot be shared totally

(O It can be shared with other international organisations (such as World Customs Organisation and
Interpol) and with WOAH participants at regional level without disclosing the name of the Member
reporting the incident but indicating the region affected.

() It cannot be shared with other international organisations (such as World Customs Organisation and
Interpol) but it can be shared with WOAH participants only, without disclosing the name of the Member
reporting the incident but indicating the region affected.

() It cannot be shared with other international organisations (such as World Customs Organisation and
Interpol} but it can be shared with WOAH participants only, disclosing the name of the Member reporting
the incident.

() Other (please specify)

In all instances, participants consent that the information can be used for writing the annual
public report describing the presence of SFVPs regionally and globally anonymously (that is, no

disclosing the country reporting)
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) Upload files : for example, photographs (if available) 6

23. Are photographs of the suspect product available? ] . .
Focused with reference size of size

() Yes
Minimum information shown
(O No
Brand Name
24. If you answered 'Yes' please attach any photograph/s available to this form.
Name & strength of API

The file size limit is 16MB. For larger files, please send them by email (sfvp@woah.org) including the reference
number sent to you after completion of this form

—
‘ Choose File No file chosen

Name of MAH / manufacturer

Product Identification :
* Registration Number
e Batch Number

* Expiry date
“ « Date of manufacturing

Inconsistencies in label/packaging
detected




1©@ Type of responses

Multiple selection

D..

Jingle selection

O

30. If laboratory testing was undertaken, what were the results?

[ ] Correct amount of API specified on the label

‘ APl amounts ABOVE the specified on the label (overdose)

[ ] API amounts BELOW the specified on the label (underdose)
[ ] API other than that specified on the label detected

[ ] No API detected

‘ Presence of impurities out of the specifications

[ ] Bacteria contamination

[ ] Other (please specify)

27. Has the manufacturer or marketing authorisation holder (MAH) been contacted to confirm if they

() Yes, and they confirmed they did NOT make the product

[ & Yes, and they confirmed they did make the product

() Yes, but a response has not yet been received

even if the manufacturer is

() No, they have not been contacted
located outside of your country

() Unknown




1©@ Type of responses

31. Date of discovery (DD/MM/YYYY) if known

Field text

I Abcdefghijkimnopqu.... I ~ 32. Date of notification to the veterinary authority (DD/MM/YYYY) if known

37. Site of discovery of suspect veterinary product(s) (i.e., where in the supply chain was the suspect
veterinary product found/purchased)

L | :

v

A I
v

Customs

Distributor

Farm Shops/Agricultural Supplier

Feed Mill

Importer

Internet

Marketing Authorisation Holder or Manufacturer
Pharmacy

Retail store (authorised to sell veterinary products)
Retail store (unauthorised to sell veterinary products e.g. street vendor)
Veterinary clinic

Wholesaler

Other

Unknown -

Respect format proposed

Avoid blank responses as
much as possible



@ Acknowledgement with Reference Number - within 48 h

& B 9 U | | = WOAHImmediate Notification Form for Substandard and Falsified Veterinary Products received in Manth 2024 - Ref. Number IN012345ZZZ-01 - Message (...

File Message Insert Draw Options FormatText Review Help

L | [AptosBody) 11 ] AT A [ Attach File v
¢ ol - D M

FE R @ L v
Pacte 3 B I U/ = v | E @ Link Loop Tags
- 7 A EJ = v [ signature ~ Components ~ v
Clipboard Ta Basic Text [ Include Collaborate

)3" From | sfvp@woah.org
Send To | drgentil@zzzz.or

' 0o
(S oo

Dictate All
Apps
Voice Apps

Sensitivity

&

Editar

Editor

L)

Irmmersive
Reader

Immersive

MNew
Scheduling Poll

Find Time

©

Viva
Insights

Add-in

¥

View
Ternplates

My Templates

Cc | woahregional@woah.org

Subject WOAH Immediate Notification Form for Substandard and Falsified Veterinary Products received in Month 2024 - Ref, NMumber IN012345277-01

IN012345277-01. pdf -
114 KB

Dear Dr. Gentil,

Thankyou very much for completing the WOAH Immediate Notification Form for Substandard and Falsified Veterinary Products received in Month 2024. We confirm that it has been correctly received by our team. Please find a copy of your

response for your own records.

The Reference Mumber of your incident is INO12345ZZZ-01. Please use this Reference Number when contacting our team to update the information provided inthe form. Our team will contact you if further clarification is required.

If you need further assistance, please do not hesitate to contact us at sivp@woah.org .
Kind Regards,
WOAH — SFVP Team

12, rue d= Prony. 75017 Paris, France
T +33(0)144 151085

hetps:/fersserwonh orglenthome)

W /748 World Organisation
1 for Animol Health

4



https://oieoffice365.sharepoint.com/sites/SFVPPilot
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Use the case scenario 1 presented for the following :

1. Joinand getfamiliarised with VSAFE

2. Complete as many WOAH Immediate Notification Forms for SFVP as
required

3. Use the Feedback and suggestions form to highlight
any improvements for VSAFE
anyimprovements forthe immediate notification form

@=== . &
R En R 1 4 -

WOAH Immediate Notification Form for Substandard and Falsified
Veterinary Products

General instructions for completing this form

Please provide as much detail as you can. If you do not have all the information requested on the form,
please fill it in with the information that you do have.
Mandatory questions are identified with the "' symbol.

Use the navigator buttons located at bottom of the page to move to the previous or next section.
Responses can be amended at any time before completing the questionnalire.

Follow-up information can be sent by emalil to sfvp@woah.org
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sfvp@woah.org

12, rue de Prony, 75017 Paris, France Facebook
T.+33(0)1441519 49 Twitter

F. +33 (0)142 67 09 87 Instagram

LinkedIn
woah@woah.int YouTube
www.woah.org Elickr
'*f“;i | World Organisation Organizacion
= i Organisation mondiale Mundial
for Animal de la santé de Sanidad

Health animale Animal

Fc d in 1924 F n 1924 Fundada en 1924



https://www.facebook.com/worldanimalhealth
https://twitter.com/OIEAnimalHealth
https://www.instagram.com/worldanimalhealth/
https://www.linkedin.com/company/worldanimalhealth/
https://www.youtube.com/user/OIEVideo
https://www.flickr.com/photos/oie-photos/sets/
mailto:sfvp@woah.org

e Scenario 2

1st Workshop on Substandard and Falsified Veterinary Products (SFVP) and WOAH
pilot Veterinary Monitoring & Surveillance System for SFVP (WOAH - VSAFE) for
WOAH Focal Points for Veterinary Products and Regulators of Veterinary Medicinal
Products in Asia and Pacific

Bangkok 12-14 June 2024

lj;f{: 7~ s \\' World Organisation  Organizacion
if Organisation mondiale Mundial
@ ( for Animal de la santé de Sanidad
Health animale Animal
Founded in 1924 Fondée en 1924 Fundado en 1924
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Disclaimer

The case presented is not real and created only for demonstration purposes.
Names, numbers and incidents are the products of the author's imagination.

Any resemblance to actual events is purely coincidental
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[nstructions

Divide in 5 groups




[nstructions

« Each rapporteur completes the tables included in the presentation
sent in you email

* Send the presentation completed at sfvp@woah.org

« Each rapporteur will present

/

« WOAH wichhe session with main points of reflection

/

f the updates

// \


mailto:sfvp@woah.org

0@ Instructions

* You will receive 5 updates

« Each update contains limited information

What facts can you establish? What information are you missing? What risks did vou identify? What action did you take?

 Use this information to decide the enquires,
investigations you pursue,

* 10-15 min for

There is no wrong answer. There can be multiple
olutions



You work as part of the inspection team of veterinary products in the national competent authority (NCA) in
Easos.

On 10 June 2024 you receive a call from someone in your Customs Authority. The caller says she is a
Customs officer based at the Port.

They have stopped a ¢
unsure if the medici

ainer that contains boxes of vials of vaccines for veterinary use, and they are
S are authorised for import and what the legal requirements are.

According to/the Port Authority the container must leave the port and be delivered to the importer within 24
hours.



The NCA is invited for an urgent inspection early next day. The container must leave the premises by 16:00 that
day.

When opening the cargo, you estimate a total of 50 boxes of inactivated rabies vaccine for dogs CLEARRABIES.
Each box contains 10 bottles (= 10 doses) of =1 I.U. inactivated G52 strain rabies virus / dose. At closer

inspection, you note that there are some inconsistencies between the colour for some boxes.
- Name: CLEARRABIES

- Registration number:

- Batch er : 69007-ADF
anufacturing date : 12/2022
Expiry Date : 12/2025
Manufacturer : Vaccbest S.A.
Marketing Authorisation Holder (MAH) : PHARMVACDOG LIMITED

Special precautions for storage : Store and transport refrigerated (2 °C to 8 °C)

| P R . [P —



When you drive back to the NCA, you pass in front of Plot 253, Arya’s Industrial State by chance. You
notice it is a medium-size well-fenced warehouse, with no signs outside.

According to the National Database of registered veterinary medicinal products, it is confirmed that
CLEARRABIES has PHARMVACDOG LIMITED as MAH. You speak to the PHARMVACDOG LIMITED
responsible person, and they confi is_not responsible for the container inspected.

Vaccine boxes tion. The container has been cleared

The Veterinary Services of the country are currently working towards the endorse t of official control

programme for dog-mediated rabies.




w
/|

On 12 June 2024, the NCA decides to initiate an inspection at the warehouse located at Plot 253, Arya'’s
Industrial State. From the outside it appears empty. You are given access by a security guard of the
Industrial State.

The warehouse lacks ventilation, windows or cooling system. You find several veterinary medicinal
products, including :

- 1,000 boxes of CL e details and stored at room temperature.

) of TICKATIK pour-on solution for us cattle for tick control.

Following your communication with the genuine manufacturer of CLEARRABIES (Vaccbest S.A.) it is
confirmed that the pictures of the products in the photos you shared are falsifi

In the warehouse you find-a rental agreement and is rented to ‘Tyrion Lannister’.



You identify Dr Tyrion Lannister as an authorised veterinary practitioner operating at SERVIAGRO
S.L. His premises are located at Lot 266, Arya’s Industrial State, just 2 blocks aways from the
warehouse inspected.

SERVIAGRO is not an authorised wholesaler, and there are no import notifications. Dr Lannister is
not named as a responsible pe importer of veterinary products.

Your NCA now-conducts an inspection of SERVIAGRO S. L. The inspection finds 25 packs of
CLEARRABIES and 75 bottles of TICKATIK in a storage unit at the back of the premises. All products
present similar irregularities to those confiscated from Plot 253, Arya’s Industrial State, City of Bravos.

Following your reporting through VSAFE, WOAH SFVP Team notes that falsifie
CLEARRABIES were reported in two other countries, and TICKATIK was reported in seven other
countries.



Important of coordination with stakeholder and Authorities - particularly in situations under pressure

Importance of visual examination of products (outer cartons, labels, etc.) and good quality of pictures for
confirmation from manufacturer

rogrammes for animal health, and One-Health -
| Guidelines for National Procurement of

Importance of impacts of Falsified Va
use VSAFE as tool to suppor d to achieve Goals. Consider Practi
Veterinary Vaccines fro

Importance of follow-up cases : More falsified products detected following one case - organised criminals


https://www.woah.org/app/uploads/2024/01/en-guidelines-procurement-vet-vaccines.pdf

The
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sfvp@woah.org
12, rue de Prony, 75017 Paris, France Facebook
T.+33(0)144 151949 Twitter
F.+33(0)14267 09 87 Instagram
LinkedIn

woah@woah.int YouTube
www.woah.org FElickr

World Organisation Organizacion

Organisation mondiale Mundial

for Animal de la santé de Sanidad

Health animale Animal

Founded in 1924 Fondée en 1924 Fundada en 1924



https://www.facebook.com/worldanimalhealth
https://twitter.com/OIEAnimalHealth
https://www.instagram.com/worldanimalhealth/
https://www.linkedin.com/company/worldanimalhealth/
https://www.youtube.com/user/OIEVideo
https://www.flickr.com/photos/oie-photos/sets/
mailto:sfvp@woah.org

Case Scenario 2

1st Workshop on Substandard and Falsified Veterinary Products (SFVP)
and WOAH pilot Veterinary Monitoring & Surveillance System for SFVP
(WOAH - VSAFE) for WOAH Focal Points for Veterinary Products and
Regulators of Veterinary Medicinal Products in Asia and Pacific

Bangkok 12-14 June 2024

"”} World Organisation  Organizacion
@ Organisation mondiale Mundial
for Animal de la santé de Sanidad
Health animale Animal
| Founded in 1824 Fondée en 1924 Fundado en 1924

Group Number: X




0@ Instructions

* You will receive 5 updates

« Each update contains limited information

What facts can you establish? What information are you missing? What risks did vou identify? What action did you take?

 Use this information to decide the enquires,
investigations you pursue,

* 10-15 min for

There is no wrong answer. There can be multiple
olutions



[nstructions

 Elect a rapporteur for completion of the tables
« Each rapporteur will present a piece of the updates

* Send presentation at sfvp@woah.org

« WOAH willW}p/ﬂ(ession with main points of-reflection


mailto:sfvp@woah.org

Disclaimer

The case presented is not real and created only for demonstration purposes.
Names, numbers and incidents are the products of the author's imagination.

Any resemblance to actual events is purely coincidental
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“ Update Update Update Update
2 3 4 J

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?




1O

Update Update Update Update
D i :

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?




1O

Update Update Update Update
1 D I :

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?




1O

Update Update Update
1 : .

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?




1O

Update Update Update Update

What facts can you establish? What information are you What risks did you identify? What action did you take?
missing?
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12, rue de Prony, 75017 Paris, France Facebook
1.+33(0)144 1519 49 Twitter
F.+33(0)142 67 09 87 Instagram

Linkedin
woah@woah.int YouTube
www.woah.org Flickr

Organisation mondiale

for Animal de g sonte

_/’ y, ¥ - - \ ") -
/ /S - N \& World Organisation Organizacion
' 4 p—— \ f Jf Gl a

Health animale




INTERPOL lllicit Goods & Global Health Programme

S N

lobal Health Programme (IGGH)
Public Health and Pharmaceutical Crime

Operation PANGEA - a way to react towards SFVPs
Chi Wang LAM, Coordinator
13 June 2024

INTERPOL For official use only



A GLOBAL STRUCTURE
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THROUGH A SECURE NETWORK




INTERPOL Whoweare  Crimes  Howwe work  Our partners Whatyoucando News Wanted persons

The NENOEIRCRTEREEN is a country's focal point for all INTERPOL activities.

Each of our member countries hosts an INTERPOL National Central Bureau (NCB). This connects their national law enforcement with other countries

and with the General Secretariat via our secure global police communications network called 1-24/7.

Many crimes today have an international aspect; think of cybercrimes, fugitives, or stolen or illicit goods that are driven by organized crime groups.

When a crime goes beyond their national jurisdiction, a country needs international support to solve it.

— The heart of INTERPOL

NCBs are at the heart of INTERPOL and how we work. They seek the information needed from other NCBs to help investigate crime or criminals in

their own country, and they share criminal data and intelligence to assist another country.

As part of their role in global investigations, NCBs work with:

* Law enforcement agencies in their own country
¢ Other NCBs and Sub-Bureaus around the world

¢ The General Secretariat’s offices worldwide

NCBs can also develop training programmes for their national police to raise awareness on INTERPOL's activities, services and databases.

— Sharing criminal data

NCBs contribute national crime data to our global databases, in accordance with their respective national laws. This ensures that accurate data is in
the right place at the right time to allow police to identify a trend, prevent a crime, or arrest a criminal. For example, our Red Notices alert police in all

countries to wanted persons.



/
/ INTERPOL CONNECTS

8 / We connect police around the world — both technically and
/ in person - bridging jurisdictions, time zones and languages.

/

~/INTERPOL

INTERPOL is unigue. It is the only
organization with the mandate and
technical infrastructure to share police

information globally. i

All 195 member countries are
connected to each other and to ’
the General Secretariat via a secure
communications system called 1-24/7.

It aiso allows them to access our areas, who come together through
databases and services in real-time, working groups and at conferences to
from both central and remote locations. share experiences and ideas.

We also coordinate networks of
police and experts in different crime



CONNECTING POLICE

_W_z REAL-TIME ACCESS TO CRITICAL CRIMINAL DATA
INTERPOL DAY AND NIGHT
%’v °
4 -
X5}




—)

/INTERPOL
R °
—
J"'W‘( -0 ;

o

: e

<

‘\'_ e -("

/

' We provide police with
the knowledge, skills, and
sustainable tools needed to

meet today's challenges.

Training is an important part
of what we do so that officials
know how to work efficiently
with our services and embed best
ot ,;, practices into their ongoing work.

J
/

INTERPOL EMPOWERS

We empower law enforcement agencies to make a long-term
difference to their national security.

We offer investigative support,
such as forensics and assistance in’
locating fugitives around the world,
as well as coordination support for
on-the-ground operations.

J
kY ,.'
!

" The National Central Bureaus in
our member countries are at the
heart of how we work. By accessing

INTERPOLS global capabilities they

can make a difference to their regional,

national and local communities,
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INTERPOL NOTICES

&  RED NOTICE

INTERPOL INTERPOL

WANTED PERSONS

GREEN NOTICE

WARNINGS AND INTELLIGENCE

GREEN

NOTICE

(B YELLOW NOTICE ORANGE NOTICE

INTERPOL

MISSING PERSONS IMMINENT THREAT
YELLOW
NOTICE
¢  BLUE NOTICE ¢  PURPLE NOTICE
INTERPOL  ADDITIONAL INFORMATION INTERPOL MODUS OPERANDI

PURPLE
NOTICE

INTERPOL-UN SECURITY
COUNCIL SPECIAL NOTICE

ENTITIES AND INDIVIDUALS SUBJECT TO
UNSC SANCTIONS

§¢%»  BLACK NOTICE

INTERPOL  UNIDENTIFIED BODIES

BLACK
NOTICE



A 4
Technology, such &s
artificial intelligencey
can be a threat to /
/! security but can also be
a tool for police and a
source of evidence.

INTERPOL INNOVATES

We constantly innovate to stay on top of polici
in today’s fast-changing world.

ng issues

’-i.'/ '.
Volve, w > keep.an eye
ugh research and:

emational crimé’

[ERPOL hds been & constant presence
iternational security over the last 100
rs, evolving'and innovating continually,

,.:r‘fif.an:‘ci will remain relevant in the future.



/ INTERPOL AIVOCATES

As the voice of global law enforcement we represent police
/ in the rntematlonal arena.

“INTERROL gives a voice
to its membership on

the global stage while
‘maintaining its neutrality

- and inspiring trust.

Our seven Global Pelicing Goals:
form the basis for advocacy
before national governments

The goals are aligned with the.
United Nations 2030 Agenda for
Sustainable Development.

international organizatnons
'~ and regional bodies in order”
to effect change.

Looking to the future, we also
invest in the next generation of -
global police leaders, to ensure
fresh and relevant voices contmue

to be heard. =



OUR EXPERTISE
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Pharmaceutical crime operations

ORPERATION PANGEA

 INTERPOL led Global Operation;
(Pre , Operational-and Post)

* Targets the online sales of illicit pharmaceutical products;
e Remove from circulation;

e Raise awareness.



Pharmaceutical crime operations

OPERATION PANGEA

Collection of Data and Disseminate Intelligence;

Identify cases and coordinate international investigations;

Provide recommendations;

Enhance Capacity Building;

* Strengthening Partnership.

INTERPOL For official use only



Our response

RAISING AWARENESS

"A significant challenge is too many people still think of counterfeiting and piracy as a victimless
crime, but these are serious transnational organized crimes. run by extensive and complex criminal
enterprises.”

Jurgen Stock, INTERPOL Secretary General

Public Awareness helps to educate and
keep consumers’ safe and informed!

INTERPOL For official use only



INTERPOL lllicit Goods & Global Health Programme

Pharmaceutical crime operations

COMMONLY SE|ZED

 Trends of seizures evolves;

* Impacted by external factors and

* To misuse and abuse, not for intended purpose.

INTERPOL For official use only



Pharmaceutical crime operations

005erValloNS..

* Increase in unauthorised and unregulated online pharmacies;

* Shipping packages containing smaller quantities;
*  Trend of using PO Boxes for rerouting the products is continuing;
* International shipping companies or national post services are misused,;

e Mis-declared.

INTERPOL For official use only



Pharmaceutical crime operations

@@&@m New |nitiatives,.,

"4 _‘---‘ - i.“-H,‘.
. . 3 1 -

Collaboratew h rlghtfu sta eholders — Industries based and

=

LEAs | m. ‘

Intercept and block small parcels containing counterfeit.goods;

Remove from circulation:



INTERPOL lllicit Goods & Global Health Programme

Pharmaceutical crime operations

OPERATION PANGEA ED

‘. e 2018 - accounted for 5.1

* Global Criminal \ million units
Phenomenon

e 2019 & 2020 - 38% and 56%
of total seizures

-
Significant seizures reported in past

editions of Operation Pangea
* 2021 - higher quantities and

accounted for 54% of total seizures

* Distribution of illicit EDs through unauthorized and unregulated websites, e-commerce
platforms, marketplaces, etc., have become a global and continually expanding problem

”‘l ICAFUL rUI UlliLtidl use viny



INTERPOL lllicit Goods & Global Health Prog

Pharmaceutical crime operations

OPERATION FLASE=IPPA

2 million illicit anti convulsing

Pharmaceutical crime: tablets
first INTERPOL-AFRIPOL 300 000 other epilepsy treatment
front-line operation sees tablets

arrests and seizures 1,600 rapid COVID tests
across Africa More than 208,000 COVID-19

-~ protection masks
antibiotics, anti-inflammatories,
analgesics and medication used
_L{{ to correct erectile dysfunction,
ng.f ) rheumatism and epilepsy.
=i : More than 2000 arrested.

INTERPOL AFRIPOL

INTERPOL For official use only
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INTERPOL lllicit Goods & Global Health Programme

. ~ i inalme catwe ET10E 3w tHtAE
FrR el I neips seize SL1M In HCIt

it mec ?S)L;JJQC,E_JS)S)FU)L_,.&,O UT@MES **

Exchange
information
timely

United and
Collective
Approach

Strengthening
Partnership

Challenges

INTERPOL For official use only




INTERPOL lllicit Goods & Global Health Programme

lllicit goods - partners

STRENGTHING-PARTNERS Al|P

f—‘?ﬂ ZUELLIG "

£4 PHARMA o moderna
bukala pak T T

. ﬁ AstraZeneca

mastercard. Sh :
0 p ee g-oft--n-sw. 41,‘-0[?1--1-1«61-1..
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WORLD CUSTOMS ORGANIZATION
ORGANISATION MONDIALE DES DOUANES

........

INTERPOL

World Health ~,v.# &g/ )
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Cross Border Cooperation— Weight loss pills

Malaysia — INTERPOL - Thailand

Transnational Gang dismantled and disrupted
their criminal activities...

INTERPOL For official use only



INTERPOL lllicit Goods & Global Health Programme

Cross Border Cooperation — Paxlovid

Prlvate Sector — INTERPOL — Cambodia

B et O WP r

eI -y
=
S W Paxlov <3
= SO s/l TO0 o
= . T tablets {
b’ i >==Treivi 3 .
. s
£ 3

INTERPOL For official use only



Cross Border Cooperation— Skin whitening and health
products

Singapore — INTERPOL — Thailand

Breaking down the transnational smuggling of
counterfeit fillers, seizing more than 30 million baht

Published: 19 Feb 2024 By: Crime News Team

INTERPOL For official use only



INTERPOL lllicit Goods & Global Health Programme

INTERPOL For official use only

INTERPOL

Thank You

INTERPOL lllicit Goods & Global Health Programme

oec-ilm-iggh@interpol.int

My email:
C.LAM@INTERPOL.INT
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SFVP
Perspective

Nackanun C.
Advisor
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SFVP

» Substandard
Falsified
Veterinary
Products

vV vy




Substandard
Thai Drug Act + 25% of L/A
Falsified

- Counterfeit
- Illegal Drug




VP Registration

Category

- Vet Drug
- Feed Additives

- Disinfectants

Regulator

- FDA
- DLD
- DLD / DF




Fate of VP

2023 Distribuion of Animal Health Products in Thailand

AS: EMEA Guideline

EP 8.4
Dosage Forms
- MFA
\ - SP/Sol , Inj.
REPORT .
Production Report
& Selling Report

(Medicated Feed)

APIs = Active Pham Ingredient
MFA = Medicated Feed Additive

S.P. = Soluble Powder
Sol = Solution
Ini = Injection
.H.. = How to Control




Responsibilities from Different Entity

Regulators

. P.O.M. Post
Only prescribe (not 100% Marketing Educate
legal drug implemented) Activities
Vet vet / FDA/DLD /DF  Farmers

Pharmacist



Strategies to Handle SFVP

» Increase post marketing action from
regulators

» Educate consumers
» Check and balance via prescription
» Improve VP Registration process / lead time
» Increase more qualified lab test



——

53

< AUNAUSSARTANUNEAD

AH ~ A ANIMAL HEALTH PRODUCTS ASSOCQIATION




Thailand Veterinary Pharmaceuticals Market 2023

1. Introduction to AHPA
2. Total Animal Health Market Potential

3. Animal Health Market by Category

- Dosage Form
- ATC Vet Code

4. Fate of Pharm Ingredients
5. Law & Regulation



I 1. Introduction to AHPA
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AHP ANIMAL HEALTH PRODUCTS ASSOCQIATION

Profile and Industry

AHPA




Thailand AHPA

Animal Health Products Association

Established since 1983

Current members 67 companies

Market share > 90%

www.thaiahpa.com



ANIMAL HEALTH PRODUCTS ASSOCIATION
The committee 2022-2023

Dr.Sombat Rojasawasatera

president
Dr.Narong Suthumnathpong Dr.Phaiwan Siphua Dr.Eagaluk Theerakornsakul Dr.Siwichai Tonyiwinyoopong
Vice-precident secretary committee committee
Dr.Narong Buasom Dr. Teerayoot Chaionnom Dr. Chompunut Pungthong Dr. Olan NiyomSuknirun
committee committee committee committee

a =T,

3y
Dr.Verachart Chaicumpa Dr.Chatchawan Orawannukul Mr.Nackanun Chitaroon Mr.Chayanon Kittayachaweng Dr.Sumeth Sapchukun  Dr.Tienchai Paitoonvongvira
adviser adviser adviser adviser adviser

adviser
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THAI PR/Tech Professional
Chamber of AH P A < > Associations
Commerce Tech

Associations

CSR/Tech Related J
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[ Members ]




AHPA
MARKET INFORMATION

ANVANGSNAITAUNANT
ANIMAL HEALTH PRODUCTS ASSOCIATION
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Veternary and Animal Health Products
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Zoom Meeting
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2. Total Animal Health Market
| Potential



I Total Animal Health Market Potential

ANIMAL HEALTH MARKET 2023
MARKET SIZE CLASSIFIED BY PRODUCT GROUP

POPULATION /PRODUCTION (Million) LAYER BROILER BREEDER MEAT D. PIG DAIRY DOG SHRIMP(Ton) | FEED MILL (M.Ton)
51.04 1,741.49 16.91 59.0 17.20 0.68 7.80 0.28 20.73
Duck BREEDER LAY.DUCK SOW ON BEEF CAT FISH (Ton)
0.47 10.50 0.79 4.10 5.30 0.39
Products TOTAL Market Size Market Size Market Size Market Size Market Size Market Size Market Size Market Size Market Size
Baht/Year Baht/Year Baht/Year Baht/Year Baht/Year Baht/Year Baht/Year Baht/Year Baht/Year
1. Vit.-Min.Premixes 3,552,563,354 360,573,122 978,701,522 135,816,029 189,071,399| 1,117,761,282 770,640,000
2. Coccidiostats 447,250,871 21,512,623 368,895,189 2,663,059 54,180,000
3. Antimicrobial (F.A.) 1,634,773,310 1,492,623,310 142,150,000
4, Feed Additives (G.P.) 193,591,332 193,591,332
5. Feed Additives 14,209,857,893 219,014,785 774,365,328 482,640,000 359,700,000 298,600,000 12,075,537,780
6. Vaccines 6,321,814,581 363,999 415| 1,339,469,165 587,225,731 102,218,897 3,000,121,373 0 928,780,000
7. Antimicrobials (W.S.) 526,938,390 168,281,664 188,081,219 83,357,986 87,217,520
8. Antimicrobials (Inj.) 1,572,986,837 913,401,905 365,584,932 294,000,000
9. Supportives (W.S.) 995,189,302 269,250,663 609,522,470 67,633,254 48,782,915
10. Supportives (Inj.) 673,813,333 373,813,333 300,000,000
11. Endoparasiticides 948,774,164 84,140,832 43,285,283 16,458,214 120,009,835 684,880,000
12. Ectoparasiticides 1,369,676,913 42,070,416 33,816,627 125,749,870 238,700,000( 929,340,000
13. Endectocides 1,243,600,000 573,600,000 670,000,000
14. Disinfectants 1,629,909,224 100,968,998 522,447,831 30,434,964 22,558,945 313,248,485 640,250,000
15. Water quality improvement 718,956,000 718,956,000
16. Pest control 453,651,752 100,968,998 313,468,699 25,362,470 13,851,584
17. Medicated shampoo 546,000,000 546,000,000
18, Others 455,268,000 260,568,000 194,700,000
TOTAL 37,494,615,258| 1,730,781,517| 4,320,586,096 1,009,595,405 466,307,890 8,492,717,638| 2,221,092,932| 4,607,400,000| 2,570,596,000 12,075,537,780
Percentage 100.00 4.62 11.52 2.69 1.24 22.65 5.92 12.29 6.86 32.21




I Total Animal Health Market Potential

Products TOTAL Percentage
Feed Additives 14,209,857,893 37.90
Vaccines 6,321,814,581 16.86
Vit.-Min.Premixes 3,552,563,354 9.47
Antimicrobial (F.A.) 1,634,773,310 4.36
Disinfectants 1,629,909,224 4.35
Anthelminthics 3,562,051,078 9.50
Water quality improvement 718,956,000 1.92
Antimicrobials (Inj.) 1,572,986,837 4.20
Antimicrobials (W.S.) 526,938,390 1.41
Supportives (w.s.) 995,189,302 2.65
Supportives (Inj.) 673,813,333 1.80
Medicated shampoo 546,000,000 1.46
Coccidiostats 447,250,871 1.19
Pest control 453,651,752 1.21
Growth Promotor (F.A.) 193,591,332 0.52
Others 455,268,000 1.21
TOTAL 37,494,615,258 100.00




Total Animal Health Market Potential

<. Total Animal Health Market 2023
Market Share by products

Médicatsd shampog ! Coccidiostats I Pest control
. . 0, 0,
Supportives (Inj.) 1.46% 119% 1'2i/° Growth Promotor (F.A.)
1.80% 0,
B Supportives (w.s.) 0-52%
2.65% B Others
B Antimicrobials (W.S.) 1.21%

1.41%
Antimicrobials (Inj.)
4,20%

Water quality improvement

1.92%
I Anthelminthics . Feed Additives
9.50% 37.90%

Disinfectants

4.35%
Antimicrobial (F.A.)

Vit.-Min.Premixes

4.36% 9.47% B Vaccines

16.86%



I Total Animal Health Market Potential

Total Animal Health Market 2023

Share by market species

LAYER

BROILER
L 11.52%
FEED MILL (M.Ton) L BREEDER
32.21% 2.69%
B MEATD.
1.24%

SHRIMP(Ton) PIG

6.86% 0
DOG i 22.65%

12.29%
5.92%



I 3. Animal Health Market
by Category



I Animal Health Market
by Category

* Dosage From
* ATC* Vet Code

*Anatomy Therapeutic Category



| 4. Fate of Pharm Ingredients



I Fate of Pharm Ingredients

APIs Finished Products
fmm e e e mm el e ee oo
& Thailand
A
Drug
Importers
Control Source of API API #
AS: EMEA Guideline 4 Report
EP84 of Import Quantity
Drug Manufacturers &Seliing Report
l Dosage Forms
- MFA
Fin B - SPiSol, Inj.
REPORT
Production Report
& Selling Report .L
i
v
Distributors
<
/ \ MFA
K \"
Dealers
Feed Mills
\‘/ (Medicated Feed)
APIs = Active Pham Ingredient
MFA = Medicated Feed Additive Drug Stores
S.P. = Soluble Powder
Sol = Solution \ ¥
Ini = Injection intograled Farms
= How to Control

Farms



| 5. Law & Regulation



I Law &
Regulation

Drug FDA, MOPH, W§1.81
Feed DLD, MOAC, W5L.A9LANAMNINAIWITHAT
Disinfectants DLD, MOAC...WS1.9AQauRA518

(Under authorized Law from MOI)

Fisheries DOF, MOAC....WS1.A9LANAMNINAIUTAR



Thank You




llegal veterinary medicines
-observations from the animal health industry-

WOAH Workshop on Substandard and
Falsified Veterinary Products

RBangkok, June 2024

Carel du Marchie Sarvaas, Executive Director
HealthforAnimals (global animal health association)




Presence

26 Regional & National Associations
Working in ~40 countries

Vi te N0 T £
B, S =
9 3 =
¢

Parasite control products, vaccines, antibiotics,
diagnostics, digital products, genetics, other (topics,

dental, etc)

All companies and associations members = about 82% +

of global market

Health\Jfor Animals

global animal health association

Ten Largest Animal Health Companies
Working in 100+ countries 7

Boehri
(,etls .| ) In“;eﬁ;g;f

6:0 MSD

Animal Health

@ ZzenoaQ  Phibro

ANIMAL HEALTH CORPORATION IR 14
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What we know. How we know it. What we don't know.

What we know
« criminal activity in all countries - some more, some less

o different levels of counter-activity (enforcement) per country
* illegal products smaller problem than in human medicine due to economics

o problem smaller in food-exporting countries - higher enforcement/compliance

How we know it
* |aw enforcement data and actions

* testing in some markets - extrapolation

* industry/veterinarian's experiences in the marketplace

What we don't know (enough)
* size of the problem

o whois involved (beyond criminals)

« exact impacts on animal human and environmental health



Types of illegal veterinary medicines

Not legally authorized in a country

z
lllegal supply/use of an unauthorized :

veterinary medicine (f.e. no A” Illegal’ bUt

prescription) Wlth Varying

levels of
(e |~ negative animal
human,
environmental,
business

Impacts.




Characteristics of markets with illegal products

Farmers and veterinary services

* access to quality medicines is poor in remoter areas

o |ack of awareness among livestock farmers - focus on price
Distributors/importers

« weak distribution channels + poor financial capacity of importers

« interest of small distributors is financial, not quality or return customers
* administrative procedures for imports long and bureaucratic
Authorities

* inadequate regulations and enforcement - lack of governance

o limited awareness (beyond ag. ministry) of threat to public animal health

* limited government policies or resources




Animal Health companies

« concerned about illegal animal medicines - threat to public, animal, environmental health and
businesses

o committed to controlling its legitimate supply chain
o supportive of WOAH to assess magnitude/nature of challenge

« all companies work with competent authorities on suspected cases
o but challenging to share info during investigation/judicial procedure)

o supportive of efforts by national and global authorities to:
o collect information about cases (VSAFE)
o coordinate and exchange information
o take active measures to pursue/prosecute




Observations

requlatory agencies’ resources (human+financial) are barrier to action

animal health not seen as significant, in comparison to human health

potential negative impact on human health is often not understood
o food contamination
o lack of efficacy of products when zoonosis
o antiparasitic and antimicrobial resistance development

legal manufacturers will keep their products away from markets where enforcement autharities
do not undertake enough efforts




How products are accessed - legally vs. illegally

Manufacturer of Authorised
Medicines
n Wholesaler
Dispensary i : Agricultural Merchant,
Pharmacy Veterinarian Feed Mill

R p vlv 4 a
Compounding Animal Retailer (Pet Shop,
Pharmacy —_— ) ¢ v Supermarket)

Pet Owner, Farmer

x \ / P
\ —_— -0 - | — . - /
4 r | /
V | E-Commerce/Internet 1 ¢
. \ h e e e vy == e == o I o
N ; 7
N \ ’ /7
\ r | N == L _— e — = 1 "
~ IllJlegal':\dapufj(gur:rs of W Sale of illegal products on e-commerce platforms
- rliut-:rls-e- _ro Ets - increasingly problematic - few platforms take efforts
to fight this crime.

Note that supply by e-commerce / internet also applies to approved, authentic veterinary medicines.



What actions should be taken?

Regulation & E-Commerce Manufacturers
Enforcement & Internet of Authorised
Agencies Sites Medicines
e Effective ¢ Raise * Raise
regulation awareness awareness
- Necessary - -
government Cease or comply Collect data
resources e Popup warning e | eadership in
e Rigorous on legitimate working with
enforcement sites enforcement
. _ agencies
e Collaboration e Full comp“ance
- Police with legal e Evaluate
- Customs requirements technology
- Regulatory to support
agencies enforcement
- Professi
bogizzsmnal e Protect patents
_Matifaclirers and trademarks
e Private v Protect_
prosecution, reputation

legal action

Pet Owners

Veterinarians, Farmers
Retailers,
Wholesalers,
Feed Mills
» Raise » Awareness of
awareness risks of illegal
* Report illegal products
- Efficiency
products - Safety
* Work with - Residues
enforcement - Environment
RORhEE e Business risk if
e Be alert and illegal products
informed are used
* Do not * Report illegal
encourage products
illegal
compounded
products and
vaccines

» Awareness of
risks of illegal
products to
efficiency and
safety

e Report illegal
products




Extensive report available

 HealthforAnimals global study
 Learn lessons from pharma, pesticide industries

e Actions and ideas

Healtm)omnimals

globsl animal medicines associstion

‘,-'—.\Y -
[llegal
Veterinary

Medicines

Impact and
Effective Control —

https://healthforanimals.org/resources/publications/ publications/new-report-illegal-veterinary-medicines-impact-and-effective-contraol /




Thank you

n Facebook.com/HealthfrAnimals
Twitter.com/Health4Animals

m Linkedin.com/company/HealthforAnimals

Z
L

:: HealthforAnimals.org

L
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http://www.healthforanimals.org/
http://www.twitter.com/Health4Animals
http://www.facebook.com/HealthfrAnimals
https://www.linkedin.com/company/healthforanimals

RAGNA- Strengthen the international collaboration,
identify concrete actions, and exchange experiences
between human- and veterinary medicines

Katarina Lonnquist
Swedish Medical Products Agency
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Swedish Medical Products Agency (SMPA)

Is the national authority responsible
for regulation and surveillance of
the development, manufacturing it
and sales of pharmaceuticals and o
other medicinal products for
humans and animals including
environmental aspects

S

l (o LAKEMEDELSVERKET

SWEDISH MEDICAL PREDUETS AGENGY
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AMR has high priority at SMPA

Our AMR experts
« Human, Veterinary and Environment

* AMR experts meet every week to share information

We focus on

* One Health perspective

» Access to safe and effective antibiotics

* Prudent and responsible use of antibiotics

* Low impact on the environment

(/) LAKEMEDELSVERKET

SWEDISH MEDICAL PRODUCTS AGENCY

AMR is a matter of fate
-for humans, animals
and our environment”

Fredrik Hultén, Veterinary, AMR expert, SMPA



We act for human and animal health

Activities within the entire lifecycle of antibiotics dotimicobie ressens (AME) ¢ ot o

gt omrade fi5r L(jkemedelsverket

ti

« Scientific Advice

« Approve Clinical trials

« Assess documentation for registration

« Approve special permissions

« Managing shortages

« Perform inspections

« Pharmacovigillance

« Develop National treatmentrecommendations
« Waste management of medicines

« Review marketing material for medicines :
« Falsified and substandard medicines O AkEsEDELsveRker
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RAGNA

’// EWIQJEEMI%EEOEUETEXS‘!} KET Regulatory Agencies Global Network against AMR | RAGNA



"The global regulatory agencies have an important role to play
both in combatting antimicrobial resistance (AMR)

and in contributing to global solutions”

Haileyesus Getahun, WHO

(/) LAKEMEDELSVERKET Regulatory Agencies Global Network against AMR | RAGNA
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RAGNA background

5 May 2023

The 1st Global Joint Summit Human &
Veterinary Medicines Regulatory
Authorities

10 May 2023

Haileyesus Getahun, WHO visits the
Swedish Medical Products Agency
(SMPA)

25 May 2023

Director General, SMPA, gives OK to
start up RAGNA

28 June 2023

1st RAGNA meeting is held

sweden
2023.eU

’/) SLWIE\.:.ISEE@A/.\CEQOEUEEX&!} KET Regulatory Agencies Global Network against AMR | RAGNA



RAGNA
Regulatory Agencies Global Network against AMR

An initiative by the Swedish Presidency of the Council of the European

Union /\‘(\ |

* In collaboration with the Quadripartite (FAO, UNEP, WHO & WOAH) /\} \\’(' S ‘\
1 | ,
« Consists of global representatives from human and veterinary \ g L
medicines regulatory agencies (]
AT Y
« Voluntarily and free of charge { 0§ el
i-"‘;’f"- i )” «*.«,7;?._ .’i\‘,

SSSSSSSSSSSSSSSSSSSSSSSSSSSS

(/) LAKEMEDELSVERKET Regulatory Agencies Global Network against AMR | RAGNA



RAGNA objectives

Strengthen the international collaboration between regulatory
agencies against AMR

ldentify concrete actions that regulatory agencies can contribute
with against AMR

Exchange experiences and good practices between regulatory
agencies, human- and veterinary medicines, against AMR

SSSSSSSSSSSSSSSSSSSSSSSSSSSS

(/) LAKEMEDELSVERKET Regulatory Agencies Global Network against AMR | RAGNA



During our first year

Invited over 500 international representatives

- Established a digital platform to share documents .

- Conducted 6 digital meetings //? *\\ | \\

- Established Terms of Reference o

- Performed a mapping of regulatory measures R

» Produced and launched RAGNA call to Action ¥ N
+ Compiled a plan for 2024-2025 YW

(/’ LAKEMEDELSVERKET Regulatory Agencies Global Network against AMR | RAGNA
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Regulatory Agendes Giobal Network agaist AMR| R,

AGNA

RAGNA- Call to Action

Who is RAGNA?

. !
I i S e t e m b e r 2 o 24 I S a n UNEP, WHO & WOAH), RAGNA, which consists of global 4 £ nim
R m e et I n g I n representatives from human ang veterinary medicines / I /
U N G A regulatory agencies, facilitates collaboration and \ /)
e knowledge sharing among agencies and advocates for the Wi 1 " '

' Ie resu!a!o'yporspectivelnthagxobaloneuoannmponse oy Geis
opportunity to bring forward concrete feasib o = ) 4
measures within the mandate of regulatory ag

aglobal forum of regulators, key players in RAGNA recommendations to
combating antimicrobial resistance (AMR) and Prevent and mitigate impacts
contributing to global solutions due to AMR

There ara strong links between AMR the antmicrabial T e ———

cycle the roje of regulators, and international Instruments . Countries should strengthen
on antimicrobial usage. Effective regulation and One Heaith multisectorai regulatory

i i f
1 r] 1 l I l e nt CO n S I St I I l g o responsiole use of antimicrobias throughout their life governance of medicines.
I O I S a O cycle - from production to disposal - IS paremount to | as s Multi-sectoral chatenge, AMR ge lands
A C a O effectively address AMR. Regulatcryagewc;c-s_ Particularly [ a One Health lens whes applyi
those overseeing human and veterinary medicines, have 2:1““""‘5' Similarly, Ntion d

inst AMR P ik o g e
prioritized regulatory measures agains e e

and high-quality antimicrobials, while also preventing N human and financial resoyrees,
their disposal into the €nvironment. The UNGA High-Level | faciltate commy and atic
Mszetingon AMR in September offers 5 Sreat opportunity | COuntries are encovraged 1o on obust
ot T, Y regulatory Orks across human, o
l} to boost this agenda. To Plart, and sovirenmant al soctare incarperating
H 1 I O n M they craft this me; g { , i J 2l guidance in the management
[ ] I I m paC Agencies Global Network Ag 2 (RAGN! g terinary medianal producs
Prepered a list of key =commendations voicing the joint St e thair Bfecydio, and i othor aroas

relevant to AMR.

inputs of international regulators across the human and

° Feas i b I e i n al | Cou ntri eS animal veterinary medicines sectors:

[ ) OW C O St The Quadripartite doit Secretarist (Fa0 UNER WHO, woak) Supports the wock OfRAGNA
fo advocate for strategic and polftical action for AMR.
tive
« One Health persp

i GNA
Regulatory Agencies Global Network against AMR | RA

Y
SWEDISH MEDICAL PRODUCTS AGENC

(/) LAKEMEDELSVERKET



RAGNA meetings

Meetings are held every other month

Digitally for 1,5 hour

Presentaions mixed with breakout groups

Recording of the meetings are available for 14 days

Next meeting 19 June 2024 at 13.00 CET
« How make impact with RAGNA Call to action

* Country presentation on AMR situation

» Breakout groups - How could contries support eachother and share experience

SSSSSSSSSSSSSSSSSSSSSSSSSSSS

(/) LAKEMEDELSVERKET Regulatory Agencies Global Network against AMR | RAGNA



Welcome to join RAGNA

Join RAGNA by contacting us via

Visit our digital platform to read more about RAGNA

SSSSSSSSSSSSSSSSSSSSSSSSSSSS

Regulatory Agencies Global Network against AMR | RAGNA


mailto:Ragna@lakemedelsverket.se

Falsified and substandard
medicines in Europe



Substandard and falsified medicines in EU

Harmonised European measures to fight medicine
falsifications and ensure that medicines are safe and that
the trade in medicines is rigorously controlled which
Includes

« Obligatory safety features on the outer packaging of medicines
« A common, EU-wide logo to identify legal online pharmacies
« Tougher rules on import of active pharmaceutical ingredients

« Strengthened record-keeping requirements for wholesale
distributors

SSSSSSSSSSSSSSSSSSSSSSSSSSSS



Substandard and falsified medicines in EU

retailers are allowed to offer medicines for sale, including the legitimate sale

At the end of the distribution chain, only licensed pharmacies and approved
]
(@ ) via the internet.

-R Revised Includes specific provisions for
YoWlg’ brokering activities

From July 2013, all active substances manufactured outside the EU and
Imported into the EU have had to be accompanied by a written confirmation
from the regulatory authority of the exporting country

SSSSSSSSSSSSSSSSSSSSSSSSSSSS


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:068:0001:0014:EN:PDF

Internet sales of veterinary medicines

National regulatory authorities in the EU / EEA are obliged to list all registered online
medicine retailers in their country on their websites

All online medicines retailers registered in the EU / EEA should display the common
logo and link to the relevant national authority website

Common EU symbol is indicating websites approved to sell veterinary medicines within EES

B - B - B - B - B, - B -
BN BN BN BN I BN
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European reporting system

Marketing and manufacturing authorisation holders are obliged to report to EMA if they
detect any (suspected) falsification of a centrally authorised medicine that could pose a risk to
public and animal health.

: Provide authentic
Notity EMA testingreport

Keep EMA informed }

SSSSSSSSSSSSSSSSSSSSSSSSSSSS



EU network for regulatory agencies

Established EU network

Representatives from national competent authorities
within EU

Share information on reported falsified medicines

Both for human and veterinary medicines

SSSSSSSSSSSSSSSSSSSSSSSSSSSS
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Thank you
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Results in Phase |
Quality and Coordination in
Phase Il

Robert Rosenthal
Asia Regional Director

Mott Macdonald
Fleming Fund Management Agent

Fleming Fund is a UK aid programme

oo \ The A N LA
Fleming Fund ﬁamm 1 S

of Health & UKaid

Social Care et S pacs


mailto:Robert.Rosenthal@mottmac.com

SN L

The >
L Fleming Fund G:aﬁ

from i Brilish peae

The Fleming Fund is a UK Aid programme by the UK Department of Health
and Social Care that seeks to gather and share
antimicrobial resistance data.

Phase | (2017-2023): * The L_JK Department of Health and Social Cgre's
Fleming Fund currently supports 21 countries
» Global portfolio: £200 million across Asia and Africa to tackle antimicrobial

resistance (AMR).

Phase Il (2023-2025): The Fund invests in strengthening AMR
surveillance systems through a portfolio of

» Global portfolio: £133 million country and regional grants, global projects and

58 grants in 26 countries fellowship schemes.

« SEA Region portfolio: £24.7 million The programme focuses on low- and middle-

(country grants and Fellowships) income (LMIC) countries because they are
expected to bear the heaviest consequences of
the spread of AMR.

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 2
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The |
Fleming Fund Gf(a:ﬁd

m ifv Birilish pecme

Laboratory capacity
Funding: Country Grants & Central Procurement

Infrastructure, Equipment & Reagents, Microbiology
Capacity, QMS, LIMS, Biosafety & Biosecurity, Sample
Collection & Transport, Biorepository

Fleming Fund

approaches Workforce capacity

Funding: Fellowship Scheme & Open U. Course

AMR Laboratory, AMR/U/C surveillance, Antimicrobial
Stewardship,

Establishing
laboratory capacity AMR Advocacy, AMR Health Economics
and AMR surveillance

Regional capacity
Funding: Regional Grants

Regional quality assurance networks, Data & information
sharing platforms, Quality & use of surveillance data,
Advanced testing of AMR pathogens

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 3
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FlemingFund  How the programmes work together yxaid

from i Brilish peae

Improves,lfaboratory Fellowship
protocolsiand; Equipmenyfor Scheme

N Fully functioning ¢
. surveillance .

External quality,assurance

& datajprotocols

~ -
S~ p——

Trained & equipped staff, appropriate
laboratory guidelines, properly equipped
laboratories, external quality assurance

measures, national data sharing

Regional Grants

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 4
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Phase | (2017-2023):

How did we do?

What kinds of results were
achieved for AMU in animal health?



S
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QL FlemingFund - AMR surveillance laboratory UKaid
network: Asia

Fleming Fund supported AH, Env, Aqua
laboratories and Food
NRLs 11 12
Surveillance sites 91 45
Total (159) 102 57

Funding: Country Grants & Central Procurement

Laboratory refurbishment & renovation

Equipment & Reagents

Bacteriology testing capacity

External Quality Assessment

Biosafety & Biosecurity

Sample transport & Biorepository

Data management and reporting systems including data sharing at
international level through GLASS-AMR and WOAH

AR EREAR™

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 6
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29 August

India

Country Grant:

Pakistan

Country Grants:

CG1: £652k CG1: £2.8m
CG2: £6.49m
Country Country
Grantee: Grantee:
WHO India DAI
Fellowship Host:
American Society
of Microbiology
EULq 4/ IHUIﬂCﬁﬁLg

Nepal

Country Grants:
CG1: £1.41m
CG2: £2.7m

Country
Grantee:

FHI 360

Fellowship Host:

Doherty Institute,
University of
Melbourne

Bangladesh

Country Grant:
CG1: £4.99m

Country
Grantee:

DAI

Fellowship Host:

International
Livestock
Research

Moo rrromrromrwrords

Institute

J

NS

Bhutan

Country Grant:
CG1: £2.4m

Country
Grantee:

Bhutan Govt.

Fellowship Host:

Doherty Institute,
University of
Melbourne

hOp,DangKUK



Timor-Leste

Country Grants:
CG1: £4m
CG2: 2.86m

Menzies
School of Health
Research

Doherty Institute,
University of
\____ Melbourne

Country Grantee:

Fellowship Host:

NS

Indonesia

Country Grant:
CG1: £8.6m

Country Grantee:
DAI

Fellowship Host:

Erasmus MC
(University Medical
Center Rotterdam)

J

29 August 2024

-

Vietnam

Country Grant:
CG1: £8.8m

Country Grantee:
FHI 360

Fellowship Host:

Erasmus MC
(University Medical
Center Rotterdam)

J

Lao PDR

Country Grant:
CG1: £2.15m
CG2: £2.2m

Country
Grantees:

UNOPS / FAO,
Fondation Merieux

Fellowship Hosts:

Mahidol University,
Fondation Merieux

Papua New
Guinea (PNG)

Country Grant:
CG1. £7.7m

Country Grantee:
Burnet Institute

Fellowship Host:

Doherty Institute,
University of
Melbourne

The Fleming Fund | WOAH SFVP Workshop, Bangkok
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) Fleming Fund uKaid

Over 75 National Action Plans on AMR developed or implemented.
WOAH reporting improvements on AMU in 3 countries in SEA.

181 fellows improving technical skills in microbiology and epidemiology
and over 3,000 healthcare workers trained in AMS principles

Over 240 labs supported.

22,713 training attendees were supported via country and regional
grants

17 Fleming Fund countries enrolled in WHO’s Global AMR
Surveillance System (GLASS), up 2 from 2017.

11 regional grants improving the quantity and quality of national data,
EQA for labs, and new whole genome sequencing capacity for
AMR in Africa



The

Fleming Fund

<\l
7K

2 E.
o

Improvement in quality of data

Average progress to achieve 100% of core competencies

100% * |Increased number of

90% laboratories / AMR

80% surveillance sites

T0%
60% * ACross sectors:

Human Health.
50% I Animal Health, Food
40% safety.

B
o I i
I I * Improved
competencies of the

healthcare facilities to

30%
20%
10%

O%Q\©.@@@.-b@@o-@@~o.‘p-®%\¢& perform better
(\b g & é\\ IS N & @ & N4 G & & &£ &‘@ SRS . . .
$ T T @ Q@'g’ ,b@"" < ,\<<9"'V & & éﬁ » Guided by periodic
@}«S healthcare facility
< (lab) assessments

Baseline mProgress to Date and site reports

* Per The London School of Hygiene & Tropical Medicine (LSHTM)

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 10
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FlemingFund Measuring success in Phase | UKaid

fram i British peopke

Improvement in quantity of data

GLASS reporting: countries and sites GLASS reporting: number of isolates from blood
® a0 and urine samples
16 %0 100000
160
14 80000
140
12 60000
120
3 10 40000
= 100
=3
6 O ml N
60
. Blood culture isolates Urinary isolates
40
m2016/2017 m2017/2018 m2018/2019 m 2019/2020
2 20
2016/2017 | 2017/2018 | 20182019 | 2019/2020 | ° * Using the WHO Global Antimicrobial Resistance and Use
mm— No of FF countries , » - . Surveillance (GLASS) system
enrolled
mmmm Mo of FF countries
reporting data 2 g 10 11
we= Number of sites 3 50 119 178

contributing data

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 11
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Improvement in workforce capacities

Training topic for 31,411 attendances in Human and Animal Health through country grants

Other  e—
Whole genome sequencing m
AMR Data Sharing ===
AMR data for policy use  e— * In FF country grants: 31,422 training attendances +
Advanced microbiology training == 10,834 received mentoring support.

AMR Data Analysis | mm . | h .
Communication . * In FF regional grants, there were 4,473 training

Design & Use of Surveillance Protocols e attendances (end Q3 21)

AMU/AMC Survey Tools for Point Prevalence Surveys  emmmm—m = « These figures do not include the 181 fellowships
AMR Data Collection e s—
Sample transport  — —
Sampling ————  s— —
Basic microbiology training  =—————— —
Quality Management  ———

Biosafety & Biosecurity  oo—— —

AMR Data Management e
AMR training / education for clinical staff (doctors, nurses, PharmmaCists) | ————— ) (5

0 2000 4000 6000 8000 10000

® Human Health = Animal Health

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 12
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Support for WOAH reporting in ANIMUSE

.. . WOAH AM
FF support for WOAH reporting in Asia Repo?ting Opzon

Developed national AMU surveillance and increased quality and quantity of

L 2
403 data
. Established national AMU data collection system and provided training on
Vietnam . 1
data analysis.
Pakistan Provided authorities with training and TA on AMU surveying at farm level 3
Timor-Leste Established national AMU surveillance and increased quality and quantity of 3
data
PNG Developed the national AMU data collection system 1
Bangladesh Increased the qga!ity and quantity of AMU data. Provided PPS survey and 1
data analysis training
Bhutan Increased the quality and quantity of data. Provided AMU survey and data 1
analysis training
Indonesia Increased the quality and quantity of data; AMU survey and data analysis 1
Nepal Increased quality and quantity of AMU data; AMU survey, 3

data collection and data analysis

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok ils
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FlemngFund  AMU in Animals Highlights uKaid

Overall Improved quality and quantity of data submitted to WOAH
(Bhutan, Bangladesh, Indonesia, Nepal, Timor-Leste, Pakistan and
Laos)

0 Global Support for WOAH’s “Quality of Veterinary Products” Programme
Nepal: Two rounds of quantitative AMU data collected from poultry

~ farms; Software developed to collect and manage AMU/AMC data from

N\ y

hospitals and farms.

Bangladesh: One Health PPS on AMU was conducted across HH sites,
poultry and aquaculture farms.

| Indonesia: The AMU surveillance expanded for wider coverage, data
f o analysis and interpretation.
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() Fleming Fund  AMU in Animals Highlights e

Pakistan: Software for a dashboard of multisectoral AMR/AMU

J indicators; 1st AMU surveillance in AH (poultry, cattle); KAP surveys on-
farm AMU, animal husbandry, and prescriptions; AMR awareness for
veterinary students and veterinary professionals

‘ Timor-Leste: National AMU surveillance in AH; Standard Treatment
-3 Guidelines; Essential Medicines List and antibiotic guidelines;
' Implementation and training on mSupply.

Vietnam: Supported establishment of e-portal system. Private sector
‘5 directly feeds the data of imported drugs, antimicrobial sales,
antimicrobial uses in AH.
Laos: National AMU surveillance in AH in 2022, including 1) assessment
*\ of AMU data collection in AH sector, 2) consultation meetings on
assessment findings, and 3) Implementation of surveillance;
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Phase Il (2023-2025):

How will we promote quality?

How will we promote coordination?

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 16



2\ The

Fleming Fund

Our OH approach
Invests in
coordination

«  Water
authorities

* Protection and
conservation

« Climate change
offices

« Planning and
development

29 August 2024

 Research

« Laboratory
services

* Public health
regulation

Phase II: Ensuring Quality UKaid
* Veterinary
* Food production
Animal health * Research
sectors: * Animal drugs
Ministries of ) I;::)V?gztsory
agriculture, livestock, . Public health
fisheries, etc. _
regulation
AMR Secretariats
AMR Coordinating Committees
AMR TWGs
Human health
Environment _se_ctc_)rs.
sectors: Ministries qf « Public health
Ministry of M, HOSRNE! ; Foodsafety
environment 9

The Fleming Fund | WOAH SFVP Workshop, Bangkok

17
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Phase Il: Ensuring Quality ukaid

There are 4 outcomes in Phase Il. 3 of them focus on Quality.

. Examples relevant to AMU in Animal Health

Quality Support development/ revisions of AMU surveillance strategy,
1 AMR/AMU/AMC data plans and protocols, farm level AMU surveillance (qualitative/
produced quantitative)

2  Quality data analysis LIMS, data management software

Data analysis and reporting (national/International),
development / upgrading of prescription guidelines for
veterinary practice

Quality data
transmitted for analysis

Support the establishment of functional AMU technical working
4 Sustainability groups; AMU fellows in key govt institutions; costing, economic
value, evidences for policy making

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 18
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FlemingFund  Phase |I: Ensuring Quality

34
el

Country level Investment Strategies ensure

alignment
- Highly consultative across B
ministries " Fung
« Ensures strategic alignment Invegy,,
« Comprehensive programming Fleming:"tSt ategy 1
i : r
across sectors el Dpagy i Pakist,, e

« Generates alignment across
countries and programmes

* Improved reporting, M&E

« Stronger local coordination

e

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 19
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FlemingFund  Phase Il: Ensuring Quality ukaid

fram if Brilish peome

Funds and sectors are aligned to outcomes
Funding streams

_ Results
Intermediate

outcome el
Animal health AMR
]_ surveillance strategy RG — TA for AH
developed and approved Environment. + OH

1. Quality
AMR/C/U AR

Surveillanc

and burden e strategy

and
data protocols

pl’Od uced developed

Environment Sector AMR
surveillance strategy

developed and approved RG — TA for AH,

Environment, + OH

One fellowship completed in Fellowshi h
AMR in the environment ellowship scheme

29 August 2024 The Fleming Fund | WOAH SFVP Workshop, Bangkok 20
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\OA Fleming Fund  Phase Il: Ensuring Quality ukaid

Tools are promoted for standardisation and measuring progress

« Grantees are advised to follow WOAH guidelines for AMU data collection
and reporting (eg: OIE Standards, Guidelines and Resolutions on
Antimicrobial Resistance and the use of antimicrobial agents, 2020).

« Two standards are used for AMR surveillance:
 In HH, LSHTM core standard for technical capacity review and
GLASS reporting.
* In AH, Massey poultry protocol for AMR surveillance on farms.

« Survelllance site and surveillance system planning and monitoring tools for
grantees have been developed by the Fleming Fund.



A~ The

& Fleming Fund  \|Ore support for Multi-sectorial ukaid
Governance

Prioritization of initiatives that require inter-ministerial coordination

« NAP planning and revision

* Fleming Fellowship Scheme

 Integrated surveillance

 |nstitutionalization of surveillance governance and leadership
(TWGs, AMRCCs, Secretariats)

 Institutionalization of the surveillance system in the greater
health system

« Costed operational plans



SN
The 2 NG
Fleming Fund U‘E o

Fleming Policy and Professional Fellows learn to work together as AMR
champions

Professional Fellowships (Cohort|) + Collaborative Projects CO I I ab O ratlve Tral n I n g
Community of practice - Fellows from

Professional Fellowships (Cohortll) mUItIple seCtorS Ir_] one C_Ountry .
. communicate during their fellowships.

Policy Fellowships

The
Fleming Fund

The Petri Dish ' Welcome Activities - Fellows develop integrated,
R S cross-sectoral projects

Recap
« Fellowship News
« Welcome to New Fellows
- Field Notes

ardcppetinies

Policy - Policy fellows have the
component of intersectoral coordination,
facilitation of OH and cross cutting
issues around health sector inbuilt in
their work plan.

B by mewseha:, phesse srvad

@ FlemingFellowshipScheme Gmottmac com

@ PemingPundarg
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Results of survey for the

management of quality of VMPs
in WOAH Asia and Pacific Region

1stWorkshop on Substandard and Falsified Veterinary Products (SFVP)
and WOAH pilotVeterinary Monitoring and Surveillance Systemfor SFVP (WOAH-VSAFE)
Asiaand PacificRegion

Andrés Garcia Campos
Programme Manager - AMR. &P @\rtment 14" June 2024 - Bangkok

b
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—/ World Organisation = Organizacion
Organisation mondiale Mundiail-
for Animal de la santé de Sanidad
Health animale Animal -
Founded in 1924 Fondée en 1924 Fundada en 1924




1©@ Priorto attend the workshop.... :

Access to Laboratory Testing

Does your country have accessto a

Information of previous incidents

— st

iili

Workshop on Substandard and Falsified Veterinary Products (SFVP) for
Focal Points and Regulators for Veterinary Medicinal Products
'WOAH Baseline Reporting Form for Information on SFVP

General instructions for completing this form
Dear Farticipant,

In arder to complete your full reglstration and partieipation, we kindly ack for your cellsboration and
complete this survey. This survey allows the organisers to prepare and enrich the discussion for the session
‘Results of management of quality of VMPs in the Region’ as indicared in the tentative agenda for Day 1 of
the workshop.

The orgunlsers guamntee that the presentation during the session will not disclose results at country level
but only at reglonial level

Please provide as much detail as you can. I you do not have all the information requested on the form,
please fll it in with the information that you do have,
Mandatory questions are identificd with the ™ symbol.

Use the navigater buttons located at bottom of the page to move to the previ next section,
«can be amended at any time before complating the questionnaire.
Thank you for your cooperation.

vonre®

S Where there any incidents of suspect or

confirmed SFVPs last year?
Have they been reported to WOAH?

Did you cooperate with any other countries?

Management of Quality of UMPs

Competent authority responsible for
registration

- Competent authority responsible for

monitoring & surveillance of product quality

Sys‘fe‘m in place for monitoring and/or
su rvei’llgnce already established?

Does thé"system involve laboratory testing?

laboratory, or have access to a laboratory
from another country for testing VMP
Quality?

Recall & Traceability

Legislation in place for recalls ?

Traceability systems in place? which ones?



24 out uf32 Members

for Asia and the Pacific

Responses verified hyllﬂftiﬂil] S to their bestof their knowledge

More in-depth assessment may be required for final validation
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Responsitilies | DL | IOE | g |lltherlNune

Ministry of Agriculture Ministry of Health

Registration g s 3 0 3
A 5 2 :

T 20 1 2 1
i 5oz
S e 6 1 1

\
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1©@ Qverall responses (N=24 out of 32 Members from A&P Region)

o))
N

Traceability system for VPs 14

Legislation for recalls of VPs 19 4 1

|

Access to laboratory testing 19
Surveillance system for quality of VPs with laboratory testing 15 [ 4

Surveillance system for qu'étlity of VPs 20 4

Legislation (provisid'n.)_

—
o
N
o

Cooperation/coordination with other couhtries to manage a suspect SFVP 2

—
|
(6)}

Notify to WOAH

~J

Were there incidents of-suspected or confirmed SFVPs in your country last year? 9 11 4

0% 10% 20%  30%  40%  S0%  60% 0%  80%  90%  100%

S

mYes  ®No iI_ do not know



1©@ Surveillance system for quality of Veterinary Products |

Surveillance system for quality of VPs 20 4

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
EYes mNo

m Both active AND passive systems
Active system
Passive system

\ 12%

= None

Level of surveillance of VMPs not very consistent



1O@ Istherealegislation in place which includes a provision to identify SEVP? -

Legislation (provision) 15 4 5)

— 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

mYes ®No ®m[donot know

Yes, a provisioR is included which addresses Bpth SF human medicines and SFVP



Let's hear your
reactions !t
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sfvp@woah.org

12, rue de Prony, 75017 Paris, France Facebook
T.+33(0)1441519 49 Twitter

F. +33 (0)142 67 09 87 Instagram

LinkedIn
woah@woah.int YouTube
www.woah.org Elickr
'*f“;i | World Organisation Organizacion
= i Organisation mondiale Mundial
for Animal de la santé de Sanidad

Health animale Animal

Fc d in 1924 F n 1924 Fundada en 1924



https://www.facebook.com/worldanimalhealth
https://twitter.com/OIEAnimalHealth
https://www.instagram.com/worldanimalhealth/
https://www.linkedin.com/company/worldanimalhealth/
https://www.youtube.com/user/OIEVideo
https://www.flickr.com/photos/oie-photos/sets/
mailto:sfvp@woah.org
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and\NOAHpilotVetennaryMonltonngandSurvallameSystemforSFVP

Asiaand PadificRegon

q% Andrés Garcia Campos
Programme Manager - AMR.&
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Al Member Participants with access to

Discuss with team & Delegate in case that users

‘ from Reg. authority are needed

—

\\Email sfip@usah.orgit
Nl)a{le and email of new user/s

ny Ghanges in Focal Points
\

\


mailto:sfvp@woah.org

All '/EV Member Participants will have access to !5/ F until 25t June 2024

i ,: il “ _ o
= T == Gontinue to use all portal, including dashboards
2 ¢ B :
ohare any additional feedback +
B

ith team & Delegate, Goordinate with Reg. authority if needed

m Discus
i

Email from Delegate sfyp@woah.orq if agreed to enroll



mailto:sfvp@woah.org

SFVP Post-Workshop Evaluation

Please give
us feedback!




sfvp@woah.org

12, rue de Prony, 75017 Paris, France Facebook
T.+33(0)1441519 49 Twitter

F. +33 (0)142 67 09 87 Instagram

LinkedIn
woah@woah.int YouTube
www.woah.org Elickr
'*f“;i | World Organisation Organizacion
= i Organisation mondiale Mundial
for Animal de la santé de Sanidad

Health animale Animal

Fc d in 1924 F n 1924 Fundada en 1924



https://www.facebook.com/worldanimalhealth
https://twitter.com/OIEAnimalHealth
https://www.instagram.com/worldanimalhealth/
https://www.linkedin.com/company/worldanimalhealth/
https://www.youtube.com/user/OIEVideo
https://www.flickr.com/photos/oie-photos/sets/
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Regulatory Agencies Global Network against AMR | RAGNA

Who is RAGNA?

The Regulatory Agencies Global Network against

AMR (RAGNA) is an initiative by the Swedish Medical
Products Agency {Lakemedelsverket) during the Swedish
Presidency of the Council of the European Union, in

collaboration with the Quadripartite Organizations (FAQ,
UNEP, WHO & WOAH). RAGNA, which consists of global
representatives from human and veterinary medicines
regulatory agencies, facilitates collaboration and
knowledge sharing among agencies and advocates for the
regulatory perspective in the global One Health response
to combat AMR.

a global forum of regulators, key players in RAGNA recommendations to
combating antimicrobial resistance (AMR) and | prevent and mitigate impacts
contributing to global solutions due to AMR

There are strong links between AMR, the antimicrobial
cycle, the role of regulators, and international instruments Countries should strengthen

on antimicrobial usage. Effective regulation and One Health multisectoral regulatory
responsible use of antimicrobials throughout their life governance of medicines,

cycle - from production to disposal - is paramount to | As a multi-sectoral challenge, AMR demands
effectively address AMR. Regulatory agencies, particularly | @ One Health lens when applying regulatory
those overseeing human and veterinary medicines, have | frameworks, Similarly, National Action Plans on
. . . . . AMR (NAPs) should be multi-sectoral and multi-
significant influence in ensuring good manufacturing disciplinary with coordination mechanisms that
processes, facilitating controlled access to safe, effective | are sustainable, accountable, and appropriately
and high-quality antimicrobials, while also preventing | equipped with human and financial resources. To
their disposal into the environment. The UNGA High-Level | facilitate communication and aid coordination,
Meeting on AMR in September offers a great opportunity f:”;‘g;‘;sr afetevcg?;‘sra;’;%st: :::]ea'ﬁpaﬁ%“;f
to boost this agenda. To better inform Member States as plagnt, andyenvimnmental sectors, incor"porating'
they craft this meeting’s political declaration, Regulatory | international guidance in the management
Agencies Global Network Against AMR (RAGNA) has | of human and veterinary medicinal products
prepared a list of key recommendations voicing the joint | throughout their lifecycle, and in other areas
inputs of international regulators across the human and | relevantto AMR

animal veterinary medicines sectors:

The Quadripartite Joint Secretariat (FAC, UNEE, WHO, WOAH) supports the work of RAGNA,
to advocate for strategic and political action for AMR. )



Regulatory Adgencies Global Network against AMR | RAGNA

H Medicines registration and authorization
processes should ensure quality, efficacy
and safety of antimicrobials and protect the
environment.

Benefits of regulatory registration and authorization
procedures are numerous, and given their importance,
should be coordinated by National Regulatory Authorities
(NRAs). Application of good manufacturing practices is
key, ensuring safety, efficacy, and quality of antimicrobials
while reducing environmental impact by minimising
antimicrobial discharge to the environment through
waste and wastewater management interventions. To
promote responsible and prudent use of antimicrdbials,
and to reduce the likelihood of AMR development and
spread, several considerations should be covered in the
registration process. These should include an assessment of
environmental risks from human and veterinary medicinal
products, relevant restrictions or precautions for use of
the medicinal products, and admission of only registered
proclucts to market, To improve access, countries may wish
to employ mutual recognition, harmonization, or regulatory
reliance strategies to increase product registration. Where
this is not possible, countries should utilise existing tools
and support mechanisms to facilitate registration. Countries
are also urged to enable product registration to assist
the development of alternatives to antimicrobials, and
to encourage manufacturers to expand applications fo
smaller markets. Regulatory frameworks should include
the surveillance and reporting of substandard and falsified
antimicrobials of hitman and veterinary use,

H Managing access and promoting prudent and
responsible use of antimicrobials to reduce
their need and use and preserve efficacy for
future generations.

Access to antimicrobial prdducts should be ensured for |

prudent, responsible, and sustainable use. Countries are
encouraged to develop national lists of essential medicines
using tools such as the WHO Essential Medicines List; access
to these medicines should be guaranteed, Development and
implementation of diagnostic testing and access to relevant
and correct information are both key for the prudent
and responsible use of antimicrobials. Countries should
implement legislation on appropriate labelling (including the
correct dosage regimen, expiration, directions to contact the
authorized professional in cases of treatment failure, safe and
proper disposal, and withdrawal periods for food-producing
animals) to ensure that such information is available
1o prescribers and users of antimicrobials. Legislation
reserving the prescription of antimicrobials to authorized
professionals only and restricting the over-the-counter
sale and unauthorized sales of antimicrobials (including

over the internet) should be implemented and enforced, |

without compromising human and animalhealth. Similarly,
since antimicrobials shouid be used only when necessary,
countries are encouraged to prevent the marketing or
advertising of antimicrobials to the public and remove
incentives to those prescribing and using antimicrobiais,
whilst promoting sustainable public procurement practices.
Regulatory frameworks should impose restriction on the use
of critically important antimicrobials for humans and animals
{based on WHO Medically important Antimicrobials and
the WOAH list of Antimicrobials of Veterinary Importance)
to safeguard access to quality and efficacious products,
Countries should actively act towards ending non-veterinary
medical use.!

n Multisectoral monitoring and surveliliance
efforts to support AMR policies and
Interventions.

Countries are urged to allocate financial resources in
national budgets to establish, improve, and maintain
national AMR monitoring and surveillance systems for
informed decision-making processes. Collaboration across
the One Health spectrum is key to surveillance efforts,
and this should be reflected in the creation of national
integrated surveillance mechanisms as part of multi-
sectoral National Action Plans for AMR, with all actors and
sectors sharing responsibility for data collection and use,
and information sharing. Countries should continue the
reporting of imports and sales data of antimicrobials and
commit to move towards the reporting of antimicrobial use
and adverse reactions to treatment - including treatment
failures - by those who administer antimicrobials in the
future. This stepwise approach aims to facilitate monitoring
of antimicrobial consumption in humans and animals and to
allow a post-marketing authorization regulatory assessment
to evaluate benefit/risk and recommendations for use,

B Equitable research and development
of antimicrobials and alternatives to
antimicrobials including vaccines and
diagnostic tests across sectors.

Preventative actions for infectious diseases should be put
in place to preserve the effectiveness of antimicrobials,
while development of new antimicrobials and alternatives
to antimicrobials is also urgently needed. Collaboration
between actors in the research and development process is
essential to expediate timelines, Regulators should actively
facilitate the development of new and alternative human
and veterinary medicinal products, whilst ensuring infection
prevention and control, and promoting biosecurity and
biosafety measures to reduce the need for antimicrobials
and avoid discharges into the environment.

1 ‘Non veterinary medical use of antimicrobial agents” means the administration of antimicrobial agents to animals for
any purpose other than to treat, control or prevent infectious disease; it includes growth promotion.

‘Growth promotion': means the administration of antimicrobial agents to animals only to increase the rate of weight
gain or the efficiency of feed utilisation. (WOAH Terrestrial Animal Health Code, Chapter 6.9, Article 5,9.2)
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