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Officers Monthly meeting – May 6th, 2022 from 9 to 10 AM – Draft MINUTES


Meeting Attendees: JLT JLH BB FM SH MCS
1/ Adoption of the last Minutes (monthly meeting on April 1st, 2022) 
· Review of the actions
The Minutes are adopted as well as the actions review.
2/ Last Newsletter n°30: any questions?
No additional comments.

3/ Events
· Vet Stakeholder Meeting – May 4th,2022 in Saint Malo
· Feed-back
A valuable meeting to promote our Federation (Press Release is pending). 
JP Orand on the name of HMA responded:
· “There is a consensus on the need for a harmonization of the local legislation for veterinary diagnostics
· But no opportunity at that time to use regulation as a vehicle to do that.”
· Invitation from Food and Agriculture Organization of the United Nations (FAO) – May 23rd, 2022
JL Hunault will represent D4A. Officers are invited to send their messages/or recommendations before the meeting.



4/ Roadmap
· OIE: Preparation of the meeting of May 9th,2022 from 10.30 to 11.30 (1 hour)

	“Provisional agenda

1. Introduction and update of progress 
1. Brainstorming on the future collaboration of harmonisation regulatory requirements of registration of diagnostic kits (OIE and D4A)
1. Further identified steps
1. Identification of the next meeting (face to face)
1. Any Other Business”



Officers asked a quick consultation to confirm the list of countries selected by the Secretariat. 
Action: JLH-MCS 
Officers confirmed the need to focus in a first phase on a key market with a high potential of harmonization with a perspective to enlarge in a second phase the scope of the study to other countries.
Officers agreed on the fact that Europe is covered by standardization process, and it is not a priority area.
The difference with M. Mekkass report is to go more in depth in a detail of a criteria to register the products.
JL Troch will prepare a slide for the point 3 explaining the need for OIE reference labs which use OIE registered kits.
Taking into consideration the background of Javier (OIE), it is considering not necessarily relevant to present an overview of the other systems of registration in place for clinical trials and food safety area.
· Consultation for creation of an OIE Group
Officers approved the creation of such a group.
Action: secretariat to consult the Members in the next Newsletter (MCS)

· Decision concerning Sandra Dejean consulting Offer







F. Mérit asked if the mission is funded. JLH explained that the new fees are in a final phase.
Action: ID to send to FM a situation.
The proposal is approved with a modification concerning the conditions. (payment after receiving a concrete contribution and writting report).
Action: JLH 

5/ Next Newsletter (draft)
· F Mérit gave a feed-back on the last Regulatory WG focused on:
· REACH
· Sustainable Product Initiative and Sustainable by Design Directive proposal
· Packaging

· Consultation of the location of the next Board meeting in October 
· Next Officers monthly meeting – June 3rd, 2022 afternoon 
Officers agreed to consider the possibility to meet in June 3rd, 2022 in person if the consultation confirms their availability. If a physical meeting is organized, expect Sd and SL participation.
Action: MCS to prepare the consultation 
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\W/ Food and Agriculture
M Organization of the

United Nations

Provisional Agenda

Private Sector Consultation
Potential Platform for Business Action
against
Transboundary Animal Diseases (TADs)
23 May 2022

10am to 11.30am
(Bangkok)

Time

Agenda

. . . . 10h00

Welcome remarks, introducing FAO actions against TADs i

10h10

Introducing the objective of the pilot platform for business actions against TADs in Asia 10h10

10h25

The platform’s process and scope:

e What types of actions will be you interested in reporting on such a platform? 10h25

o Is the self-declaration form acceptable for your company/association? -

e How feasible and acceptable is the one-year self-reporting timeline? 10h55

Incentives:

e Would you see some added value in sharing actions against TADs on this platform if 10h55
they are already part of other public documents/websites (annual report, CSR -
report...)? 11h20

e Do you see a potential interest from investors if you increase public disclosure on
platforms such as this one around your actions to address TADs?

e What type of matching actions from the public sector would you be interested in?

Next steps for the Platform and Conclusion 11h20

11h30
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Written by : Sandra DEJEAN
Doctor of Pharmacy
Senior regulatory expert consultant
Veterinary diagnostics & devices, Medical devices.

1. BACKGROUND

The professional organization DIAGNOSTICS FOR ANIMALS (D4A) has identified the need to perform a
review of the regulatory requirements applicable to the veterinary diagnostics to :

e Develop a tool to support its members in their activities,

e Create a support for working with key partners (OIE),

e Gather relevant input data for possible future exchanges with other third parties.

2. TECHNICAL PROPOSAL

One Health Compliance (OHC) proposes to perform a mapping of the regulatory requirements for the
targeted scope that will be defined (products, countries, animals) to support D4A into :
e |dentifying the current applicable regulatory requirements,

e Developping a usable format that could be used internally by its members and externally as a
valorisation tool for communication purpose (potential new members),

e Collaborating with key D4A partners (OIE).

The methodology used will be based on:
e The search, identification and analysis of applicable regulatory requirements,
e Use of internal ressources from D4A,
e Working sessions with key D&4A partners (OIE),

e Communication with regulatory agencies.

OHC (Sandra DEJEAN) expertise in adequation with the identified D4A needs is as follows:

e 15 years of experience in regulatory affairs,

e Experience in in vitro diagnostics (development and deployment of regulatory compliance
strategies, related design activities, regulatory dossiers submissions, obtention and maintenance
of regulatory authorizations),

e Consulting activities: identification and analysis of applicable regulatory requirements for
veterinary diagnostics and devices,

e Previous works for HealthForAnimals and AnimalHealthEurope (document “Regulating in-vitro
animal diagnostics techniques: ideas, approaches and good practices” (international perspective)
and reports on preliminary assessment legislative framework (European perspective)).

e Communication with competent authorities.
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3. BEGINNING OF ACTIVITIES AND COMPLETION TIMES

e Anticipated start date :
o April, upon signature of this document.
e Targeted completion times:

o 3 months.

4., OFFER
Scope of work Duration Monthly rate Total
(EUR) (EUR)
Regulatory mapping (§2) 3 months 3 000,00 9 000,00
Conditions:

e Invoices will be performed monthly.

e Payment completed no later than thirty (30) days after receipt of invoices.

e VAT may apply.

5. VALIDITY

The proposal and costs are valid one month.

6. FORDIAGNOSTICS FOR ANIMALS

Name, Position Date and signature
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