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Prequalified Products,
Submission Workload and Key Projects

Dominic Schuler
Technical Officer/Case Manager, Vector Control Products
World Health Organization
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Prequalified products
2016 prequalified products
T
22 Insecticide-treated nets (ITNs)
6 ITN self-treatment kits
30"
25 Indoor residual spraying (IRS) — prequalified
products
21 Larvicides
11 Space sprays )

*Some products demonstrate multiple uses.
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Submission workload
Requests for determination of pathways
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182" total submissions (2017-2020)

« New intervention pathway — 52
« Prequalification pathway — 119

32 total submissions (2020)

« New intervention pathway — 6
« Prequalification pathway — 24
« Awaiting response — 2

Submissions included many new and innovative products.

*Pathway may not be determined for all submissions. Some requests were withdrawn or additional information from the applicant is pending.
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Submission workload
Submissions and current status

Protocol reviews — 45 Y
* Closed - 37
* Under review — 1
Withdrawn -7

New products 37
Awaiting response — 5

: Prequa_llfled/rejected -13 >_ 1 45

Screening — 1

« Under review — 6 submissions
« Withdrawn — 12

Change requests — 66
Awaiting response — 2

e Closed — 34
 Underreview —29
 Withdrawn — 1 _
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Post-prequalification key projects
Product Review of ITNs developed with combinations of active ingredients

» Respond to questions raised concerning the performance of new
generation ITNs in comparison to pyrethroid-only ITN.

* Initiate review of ITNs falling into this group.

» Focus on quality component of dossier to address gaps in product
database.

» Anticipated completion of first phase of review by spring 2021.
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Post-prequalification key projects
Label Improvement Plan
1 9 post-prequalification change applications submitted

in response to Label Improvement Plan.

Approach review all labels of a given product type to
identify types of content and themes to inform
further discussions and WHO PQT-VCP policies
regarding DoL content and claims.

2021 will include meetings with relevant manufacturers on a per product type basis.
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Post-prequalification key projects
Joint Meeting on Pesticide Specifications (JMPS)

« 2020 meeting
 Amended schedule / 2 meetings
« 2020 assessments
« 28 WHO and FAO/WHO applications submitted for evaluation
and included required specification updates following PPQC
assessments
* Outcomes: adopted/amended — 14; pending — 14
* Publications in various editorial stages
« 2021 meeting schedule not yet finalized

Current JMPS approach and alignment with PQT-VCP should
be reviewed to ensure key PQT-VCP objectives are attainable.
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Thank you
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Extra slides
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New innovation and prequalification pathways

Determination of class and pathway Prequalification pathway

Prequalification

- . Decision to prequalify:
pathway PQT-VCP assessment:

review of quality, safety, baTsed L .Sme'tFed
entomological efficacy dossier and |.nspe.ct|on of
production sites

Existing policy

. Outcome of
recommendation

evaluation process

Request for
determination PCC:
of pathway: Pre-submission
applicants submit Coordination
request to initiate Committee
engagement

Listing as a
prequalified
product

Issuance
of new policy
recommendation

No existing policy New intervention pathway
recommendation

Planning phase: VCAG: Policy
initial meetings assess trial design, development:
to establish evaluate results and departments
requirements and advise on public develop new policy
milestones health value recommendations

Prequalification +
new intervention
pathway
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Prequalification process

Manufacturer PQT-VCP

Submission of Screening for
complete dossier completeness

Assessment

Pre-submission Acceptance for

: Decision
dossier development assessment -

Inspection: desk audit

Onsite inspection
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Evaluation of VCPs

Public health
value (disease
departments)

Evaluation of
safety, quality
and efficacy
(PQT-VCP)
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