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What type of veterinary products are we talking about?

A

Falsified

?

D
Substandard

O
Unregistered/

unlicensed
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What type of veterinary products are we talking about?

Product made by
authorised
manufacturer

Product meets
specifications (lab
testing)

Product legal in the
country in which it is SUBSTANDARD
sold/distributed

LEGAL, GOOD UNREGISTERED/
QUALITY PRODUCT UNLICENSED
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The importance of veterinary product quality

Potential consequences include:

Untreated illness (or

) Poisonings
preventable illness) &

Contribution to the
development of
antimicrobial resistance

Loss of faith in
veterinarians when
treatments don’t work
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Interest in veterinary product quality from an AMR perspective

Global Action Plan on Antimicrobial Resistance
(2015)

Objective 4: Optimize the use of antimicrobial
medicines in human and animal health.

"Related weaknesses that contribute to development
of antimicrobial resistance include ... the prevalence
of substandard medicines for both human and
veterinary use."

2nd OIE Global Conference on AMR and Prudent
Use of Antimicrobial Agents (2018)

Recommendation 6: “Explore the possibility of
building an information system of falsified and
substandard drugs in the animal sectors illegally
circulating within and between countries and building
on the experience of the monitoring systems set up
by WHO for drugs designated for human use taking a
"One Health" approach."
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Current situation of
substandard and falsified
veterinary products
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Assessment of the current situation

How big is the problem of SF veterinary products?

g B B

Antibiotics (9 studies) Anthelmintics (4 studies) Trypanocides (7 studies)
11-95% of samples non-compliant  22-58% of samples non-compliant  28-100% of samples non-compliant

Er Ly (T

Regulated and unregulated markets Products for terrestrial and aquatic animals

However...
- Small sample sizes — difficult to extrapolate data
- Selected geographical locations — anecdotal evidence suggests problem is global
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3.

Potential for a global
surveillance system of
substandard and falsified
veterinary products
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Why a global system?

Al Q,

Lack of reliable Problem is international/ Can be difficult to
data cross-border detect SF products
Need for validated evidence to Need for a coordinated, Provision of
improve current knowledge global response technical support

" |nformation collected can be used to improve access to good quality
veterinary products

= WHO'’s surveillance system provides an example of how this can be done
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= Use the same basic framework as the WHO’s Global Monitoring and Surveillance
System for substandard and falsified medical products

 Coordinated at Headquarters level
e QOperate through a network of Focal Points

= Surveillance would not actually be conducted by the OIE — data would be collected
from surveillance at a national or regional level

= QOIE could develop guidelines for development of a surveillance protocol, and
provide assistance to Member Countries in meeting these guidelines
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Organisational Structure (Draft)

WORLD ORGANlSATlON FOR Antimicrobial Resistance and Veterinary
ANIMAL HEALTH (O|E) Products Department

5 24 34

(SUB)REGIONAL

NATIONAL AUTHORITY

OIE Focal Points for COORDINATOR FOR
FOR VETERINARY Veterinary Products VETERINARY 4
AHOIPIBGYS PRODUCTS

VEIEERS Vel Pharmacists
SOURCES paraprofessionals
enforcement
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Preliminary steps

Collect feedback from OIE Member Countries — today’s discussion!

= Expectations for a surveillance system Systems already in place for surveillance
«2% °* Would this system be useful for  Does your country already conduct
your country? some surveillance?

Relevant contact points for veterinary

. Barriers to implementing surveillance
product quality w P 8

* If not the Focal Point, then who? *  What will be the challenges?

In the future, can start to pilot different parts of this system
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Immediate notification form

Form 1 (Product 2)

Ongoing reporting 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. Follow up information

OIE Reporting Form for Information on Substandard and Falsified Veterinary Products

can be sent through by email.

A. Reporting Agent
1 Title <free text field>
2 Name (First name, SURNAME) <free text field> A. Reporting Agent
] GIE Delegste 1 Title <free text field>
3 Role with respect to the OIE [] o€ Focal Peint for Veterinary Products 2 Name (First name, SURNAME) <free text field>
[] other [ 0l Delegate
4 Organisation <free text field> 3 Role with respect to the OIE 1 OIE Fecal Peint for Veterinary Products
5 Organisation's Address <free text field> [ other
6 Country <free text field> 4 Organisation <free text field>
7 Phone Number <free text field> 5 Organisation's Address <free text field>
8 Email Address <free text field> 6 Country <free text field>
9 Is this report related to an incident you have previously reported to Ove e 7 Phone Number <free text field>
us? 8 Email Address <free text field>
o Are you willing for the information in this report to be shared with Oves e B. Inf ion on incid of suk lard and falsified veterinary products
other OIE Focal Points for Veterinary Products?
DVes, and the incident(s) has/have been notified to the CIE
B. Details of S y Product (Product 1) Were there any incidents of suspected or confirmed substandard or 5
9 " N . . [ ves, but the incident(s) hashave nat yet been notified to the OIE
) . 3 . ) . L X ) falsified veterinary products found in your country this year?
Questions 11 to 27 relate to the details of the veteirnary medical product which was discovered for this incident, and any analysis that may have been done for this product.Please enter all [ Mo incidents of suspect or confirmed SF veterinary products were found
details as they are presented on the packaging of the suspect product, even if this is known to be false. If the product was found with no packaging, please respond with "no packaging”, for
(LT S G e G Sl i S & If you answered yes to question 9, but have not yet provided these details to
& 3 + iers & ting this incident that <free text field>
11 o et D e <free text fiolds 10 . he OIE, please let us know cmy bgrﬂers o reporting hfs‘mcmefa ha ‘yau f fi
faced. Please also complete a notification form for these products <insert link>
Active ingredient 1 Strength of active ingredient 1
Active ingredient 2 (if applicable) Strength of active ingredient 2 (if applicable) 11 Did you cooperate with any other countries in managing a suspected [ves e
12 Active ingredient(s) (generic name) and strength Active ingredient 3 (if applicable) Strength of active ingredient 3 (if applicable) substandard or falsified veterinary product this year?
Active ingredient 4 (if applicable) Strength of active ingredient 4 (if applicable) B. Country information on of quality of ¥ products
Active ingredient 5 (if applicable Strength of active ingredient 5 (if applicable
= = = f app — ) gth of = i app ) Is there a competent authority (government department OR other [Jves One
13 Pharmaceutical form |Please select option from dropdown menu o ) | _ . o
= — 12 institution) who is responsible for registration and authorisation of
14 Method of administration |Please select aption from dropdown menu . = . o
= veterinary products in your country? If yes, please indicate the name: |<free text field>
15 Manufacturer <free text field>
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