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Officers Monthly meeting – June 3rd, 2022 from 11 to 12.30 am – Draft Minutes

Attendees to the meeting: JLT-JLH-FM-BB-MCS apologies SH
SD (consultant) joined the meeting for the roadmap.
1. Adoption of the last Minutes (monthly meeting on May 6hth, 2022) 
· Review of the actions
The last Minutes are adopted and the previous actions are reviewed.
2. Last Newsletter (May): any questions?
The last newsletter is reviewed.
· Standardization Working Group: Officers recommendation is to keep the composition updated according to the new national committees.
3. Governance:
· Next Board on October at Ingenasa Offices 
Officers note that it has only been received the proposal from Ingenasa and thanks BB for organizing the Board for the second semester in Madrid.
Dates proposed by the Officers for a doodle to be published on the June Newsletter
Action MCS: prepare an internal consultation for the OFFICERS (based on the dates of JLT) to collect their favorite dates in October and enlarge the consultation in June Newsletter. 

4. Events
· Discontools – May 13th, 2022
· JLH’s notes
Action MCS: to confirm to Johannes JLH’s recommendation (have a summary of all the gaps concerning the diagnostics in a single document to promote it to D4A Members)   (waiting for his answer)

· OIE
· Creation of an OIE Group
JLH asks if it is relevant to keep this Working Group as there is only one people registered (Carmen Vela). Or is it better to use the actual other working groups (Regulatory and Standardization)?
Officers agree to merge:
· OIE group 
· Regulatory WG
· Standardization WG
in one unique Working Group “Regulatory and Compliance” (RC WG)
This group will meet monthly (2 hours) and will cover systematically the 3 dossiers at its agenda.
Action secretariat: inform Members in June Newsletter inviting them to join the WG. (SD for OIE part) 

· Meeting of May 9th, 2022 (JLH’s summary of the discussion and OIE Minutes)


Action: MCS to approve Claire CASSAR draft Minutes. 

· 89th OIE General Session: JLH’s notes
JLT recalls that D4A is identified as Stakeholders, but only as an Observer role in such a meeting.
Official Minutes are pending. 
JLH’s notes are a source of information.
Action: MCS to release in June Newsletter. 

· DISARM: May 16th and 17th
· Feed-back
During these meetings, JLH and JLT made the link with our sector.
However, there were no relevant information on diagnostic. 
Minutes are pending.





· Food and Agriculture Organization of the United Nations (FAO) – May 23rd, 2022
· Diagnostics for Animals Notes and presentations:
· D4A notes on our participation meeting to the Private Sector Consultation
· FAO presentation
· FAO Private Sector Consultation
It was the first invitation of D4A from FAO.
Around 25 participants attended the meeting.
JLH feed-back (Minutes extract):
· D4A welcomes the initiative to create the platform
We have representatives in the Asia zone to participate
We have 1,600 tests to enable animal health checks
If needs are not covered, we are available to relay to our members the needs that would be reported to us.
· Propose public bodies could feed a maping of the needs and facilitate the publicity for facilitate the capacity of our members to provide kits or innovate.
· Harmonization of Regulatory environment is key to export and respond to local needs
D4A want facility maping of local legal framework
And facilitate the harmonization process

· Invitation to Animal Health Advisory Committee (AHAC) meeting starting on 07/06/2022
· Agenda 
FM agrees to represent D4A. 
Action: MCS to give his name to the organization. 

· AHE – Conference: Invitation June 16th, 2022
JLT and BB will try to attend to AHE annual event. 
Action: JLT and BB to register as D4A Chair and Vice-Chair - MCS to inform AHE secretariat. 

5. Roadmap
· OIE: position paper 
Officers exchanged on the position paper prepared by JLH.
Action: MCS consultation  of the Officers regarding the position paper to collect their proposition in accordance with the discussion. (Deadline 15th June) for beeing able to enlarge a consultation to the Members in the June Newsletter.  (waiting for his answer)
· Sandra Dejean consulting mission: methodology proposed by SD


Officers:
· approve the methodology
· decide to start working immediately with SD
· ask SD to contact OIE to complete the information that will be provided by D4A members (action SD)
· PREZODE: Next steps
Action: JLH will register to the virtual network of working groups.
· EPRUMA:
· Invitation to take part in a survey for the European Commission on the fight against anti-microbial resistance (AMR)
· Additional message and Letter of representation from DG Santé
Action JLH and JLT: to respond in a zoom meeting (June 10th afternoon)? 

6. Next Officers meeting:
· July 1st 2022 from 8.30 to 9.30 am? (instead of 9 am)
Officers agree with this new time.
Action MCS: to send the updated link (invitation). 
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OIE D4A Internal Notes- 22/05/09



		OIE JYM CC

		D4A JLT JLH SD









Brainstorming on the future collaboration of harmonization regulatory requirements of registration of diagnostic kits 

1. OIE presented his views:
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2. JLT illustrate the limits of OIE procedure:
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3. Discussion

First, for this meeting, the summary notes should be done by Claire.

OIE Propose to move from a middle position of certification to a low profile of certification (covering all markets)

For D4A

· The value of OIE is the monopole to convince countries (facilitator) for harmonizing their registration criteria. 

· The revision of the Manuel didn’t produce in the past major change to convince producers and is a long process (2 years cycle)

· VICH is not based on the same context: no regulation in Vet Diag, no agencies and it a long-term perspective.

· Availability goal is valuable and could use D4A data base

· Emergency use is an interesting perspective.

· Fees must be balanced with the value perceived by the producers

· Question from OIE: What is the value of the OIE stamp on the certified/validated kits? What does that mean to have the stamp on the box?



D4A Recommendations are not considering:

· Minimum quality standard in the manufacturing

· Use OIE Ref. Lab as a part of the harmonization process.

· SD suggest IMDRF could be a good example to assure minimum quality product.

For D4A : 

· consultative process is valuable, with a group as inclusive as possible but 

the legitimacy of D4A is unique

· and the role of producers is specific and it’s crucial (client)



4. Next steps:

· D4A will come back with a analyze of the OIE proposal

· OIE has suggested to continue to exchange questions, needs, answers by e-mails with the contacts points at D4A: Jean-Louis, Jean-Luc (both on the messages) This means not to wait the next meeting if we need to communicate.

· Meeting in June is foreseeing

· OIE want to achieve his concept Note document end of June.



Annexes:



· Initial contribution from D4A

2 criteria are used to select this first panel:  

· the side of the market and 

· the potential of convergence.



		Priority countries



		Second group



		· LATAM: Brasil, Argentina, Mexico

· Japan 

· South Africa

· West African Economic and Monetary Union

· South Korea

· Thailand

· Turkey

· Philippines



		· China

· Brazil

· India
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Kits certified by OIE

Avian Influenza: BioChek (2008)

White Spot Disease: GeneReach Biotechnology Corp (2x) (2008, 2013)

BSE: Thermo Fisher Prionics (WB) (2008, discontinued from 2020)

TSE: Bio-Rad (WB) (2009)

Salmonellosis: Check-Points B. (2011, 2020)

Salmonella Abortus Ovis: Diatheva s.r.l. (2020)

Bovine Tuberculosis: IDEXX (Antibody, indirect Elisa) (2012)

Bovine Tuberculosis: Thermo Fisher Scientific Prionics AG (Gamma Interferon) (2015, 2020)
Bovine Tuberculosis: Enfer Scientific (Antibody test, indirect chemiluminescent) (2019)
Newcastle Disease: BioChek (2014)

Contagious Equine Metritis: IDEXX (2016)

Middle East Respiratory Syndrome: BioNote (2016)

African Swine Fever: Therm Fisher Scientific (2020)
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Bovine Tuberculosis: Kits certified by OIE vs certified by EU

Bovine Tuberculosis: IDEXX (Antibody, indirect Elisa) (2012)

Bovine Tuberculosis: Thermo Fisher Scientific Prionics AG (Gamma Interferon) (2015,
2020)

Bovine Tuberculosis: Enfer Scientific (Antibody test, indirect chemiluminescent) (2019
<« EU Reference lab (AHL: EU Commission 2020/689) (Visavet)
* Bovine: Intradermal Tuberculin Skin Test

* Bovine: Gamma Interferon: Thermo Fisher Scientific

* Bovine: Gamma Interferon: ID Vet

Camelid: Skin test, Antibody test, Eurofins Technologies
Caprine: Skin test, Gamma Interferon: Thermo Fisher Scientific

Kits certified by OIE, not always recommended by OIE labs???








 



 



OIE D4A Internal Notes



-



 



22/05/09



 



 



OIE JYM CC



 



D4A JLT JLH SD



 



 



 



Brainstorming on the future collaboration of 



harmonization



 



regulatory requirements of registration of 



diagnostic kits 



 



1.



 



OIE presented his views:



 



 



2.



 



JLT illustrate the limits of OIE 



procedure:



 



 






    OIE D4A Internal Notes -   22/05/09    


OIE JYM CC  D4A JLT JLH SD  


    Brainstorming on the future collaboration of  harmonization   regulatory requirements of registration of  diagnostic kits    1.   OIE presented his views:     2.   JLT illustrate the limits of OIE  procedure:    



image2.emf
Method_review June  3.docx


Method_review June 3.docx
Brainstorming (June 3, 2022) – anticipated methodology for regulatory mapping and support for convergence activities



4 categories will be reviewed (rationale follows):

1. Qualification of the product

2. Requirements for design and development

3. Process for placing on the market

4. Post-market requirements

For each category:

· Mapping: review of the legislative requirements for each country in the scope of analysis

· Priority 1: LATAM (Brazil, Argentina, Mexico), Japan, South Africa, West African Economic and Monetary Union, South Korea, Thailand, Turkey, Philippines.

· Priority 2: China, India.

· Interview with members:

· Identify issues and expected improvements

· List of legislations followed

To be discussed:

· Scope of the search: 

· Targets animals? Specific tests? OR

· perform a general review  categories and priorities will be defined after review of requirements and interviews with members

· Interactions with D4A members:

· Need to have at least one contact for each country within the scope of study (who has experienced the compliance effort)

· Preferred way to interact (Questionnaire? Email? Call?)



Identification of scenarios for further regulatory convergence activities led by D4A: 

· Based on 

· analysis and comparison of the differences between countries

· members feedback

· existing example of best practices (if applicable).
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		#

		Category

		Rationale

		Problem analysis

		How?

		Output: scenarios



		1

		Qualification / status of the product

		Qualification / status of a product serves to identify applicable requirements for placing a product on the market

		· Content of the review of the requirements / mapping:

· What is specifically regulated and what is not?

· What are the related requirements?



· Impact for D4A members:

· Assessment of the information efforts/costs of obtaining and processing information on regulatory processes and the impact of noncompliance

· Same level playing field within the industry?



· Impact for animal health according to D4A members?



		Review of the legislation for each country.



Clarifications asked to authorities if applicable.



Interviews with D4A members.

		Examples of options to be described:

· Criteria for qualification

· List of products that should be better qualified

· Proposed list of requirements



		2

		Design and development

		The requirements impact the design of the product, the studies protocols and optimisation possibilities (perform one study applicable to more than one country within the scope of commercialisation). 

		· Content of the review of the requirements / mapping:

· Studies required (sensibility, specificity, stability, shipping, etc…)

· Design of the studies (sampling requirements, acceptance criteria, etc…)

· Traceability required (raw materials, etc…)



· Impact for D4A members:

· Assessment of specification costs/efforts (costs/efforts of adjusting products to different requirements)

· Clarity of the requirements

· Same level playing field within the industry?



· Impact for animal health according to D4A members?

		Review of the legislation for each country.



Clarifications asked to authorities if applicable.



Interviews with D4A members.

		Examples of options to be described:

· Clarifications needed

· Studies / information that should be recognized by multiple countries/authorities



		3

		Process for placing on the market

		Impact on time to market

		· Content of the review of the requirements / mapping:

· Process

· Impact on manufacturing plant, QMS certifications required?

· need to submit samples?

· Content of the technical file (including labelling, expected presentation of data)

· Possibility to use information from other jurisdictions.



· Impact for D4A members:

· Experience of feedback from authorities,

· Issues observed,

· Same level playing field within the industry?



· Impact for animal health according to D4A members?

		Review of the legislation for each country.



Clarifications asked to authorities if applicable.



Interviews with D4A members.

		Examples of options to be described:

· Rationale for same studies/data acceptance across market.

· Summary technical documentation to drive more standardization of submissions



		4

		Post market requirements

		Impact of product changes and regulatory requirements evolution on previous licenses, authorisations obtained 



Authorities’ requirements (vigilance, regulatory oversight) 

		· Content of the review of the requirements / mapping:

· Existence and clarity of requirements

· Process for change controls

· Vigilance requirements



· Impact for D4A members:

· Experience of change controls

· Regulatory watch: easy to follow review of requirements?

· Same level playing field within the industry?



· Impact for animal health according to D4A members?

		Review of the legislation for each country.



Clarifications asked to authorities if applicable.



Interviews with D4A members.

		Examples of options to be described:

· Criteria for vigilance activities

· Criteria for change control
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