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Change Request Form for WHO Prequalified and
Emergency use listed 
IVD & Non-IVD Medical Devices


	
	Form identifier
	PQDx_119

	
	Related guidance
	PQDx 121 Reportable changes to WHO prequalified and EUL IVD & non-IVD Medical Devices 




This document is only applicable for reportable changes to WHO prequalified and emergency use listed in vitro diagnostic and non-in vitro diagnostic medical devices. See document Reportable changes to WHO prequalified and emergency use listed in vitro diagnostic & non-in vitro medical diagnostic devices (PQDx_121).
	



This document supersedes “Change Report Form for a WHO Prequalified In Vitro Diagnostic Medical Device” published in 2025 (also referred to as PQDx_119) and “Change Reporting Form for a WHO Prequalified Male Circumcision Device” (document PQMC_119)” published in 2019. 
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PART A — SUBMISSION PACKAGE SUMMARY
Use this one-page list to assemble the submission package. It is an orientation aid: the applicant must still complete the applicable fields in Part B and provide the supporting evidence required by the PQDx_121 guidance document.
Required for every reportable change submission
	Ref.
	What to provide
	Detailed form reference

	S.01
	Signed manufacturer declaration and complete applicant, product and submission identification.
	Sections 2 and 3

	S.02
	Concise change summary, reason, affected scope, linked changes and timelines and implementation milestones.
	Refs. 4.01–4.06

	S.03
	Itemized before/after comparison for every distinct modification, using a Change Item ID.
	Refs. 4.CI01 onward

	S.04
	Impact category, applicable criteria, benefit–risk conclusion and implementation controls.
	Section 5

	S.05
	Core supporting evidence, including change control, risk, comparison, validation and PMS evidence, as applicable.
	Section 6

	S.06
	Implementation, transition, post-implementation verification, vigilance and support plan.
	Section 10

	S.07
	Searchable annexes with controlled-document identifiers and exact form/section cross-references.
	Section 12


Provide when applicable
	Ref.
	What to provide
	Detailed form reference

	S.C01
	Recognized-authority assessment and justification for an abridged or reliance pathway.
	Section 7

	S.C02
	Administrative changes updates and clean and redlined WHOPAR or labelling documents.
	Section 8

	S.C03
	Relevant common and product-specific technical and QMS evidence for the IVD or MD.
	Section 9

	S.C04
	Voluntary termination information, including timing, residual stock, risk, continuity, PMS and closure.
	Section 11



	Important instructions:
State “not applicable” only if you provide a concise justification. Cite each annex by document identifier, version and page. Use the stable Part B “Ref.” numbers in correspondence and responses to WHO questions.





PART B — DETAILED APPLICATION FORM
1. Instructions and submission pathway
Complete this form for a reportable change to a WHO prequalified or EUL IVD and MD, or for a request to withdraw from the WHO prequalification or EUL listing. Use one submission for one product unless WHO agrees that closely linked products or changes may be grouped. Apply the definitions, categorization criteria and submission pathway defined in PQDX_121 guidance document. Attach supporting evidence in the order listed in the annex index.
1.1 Completion requirements according to the proposed change impact category
The manufacturer shall complete the sections and provide the supporting evidence indicated below. Any section or item considered not applicable shall be marked accordingly and supported by a concise justification. WHO may request additional information, revise the proposed impact category when justified.
	Submission pathway
	Sections to complete
	Supporting evidence

	Low-impact change
	Sections 1-6 and 8 and 12. Complete Sections 7, 9 and 10 only where relevant. 
	Provide focused evidence supporting the proposed Low-impact categorization. Information on implementation, transition and post-implementation monitoring shall be proportionate to the change.

	Moderate/High-impact change
	Sections 1–6 and 8–10. Complete Section 12.
	Provide detailed evidence addressing all affected aspects of the product, its manufacture and the QMS, including relevant risk-management, verification, validation, stability, clinical, performance, software, manufacturing and post-market evidence.

	Abridged assessment of a Moderate/High-impact change
	Complete the sections required for a Low impact change and Section 7.
	Provide evidence that the exact same change to the same product has previously been assessed and approved by a Recognized Regulatory Authority. WHO determines eligibility for abridged assessment.

	Withdrawal request
	Complete the applicable identification sections,
Complete Section 11 and Section 12.
	Provide the information and supporting evidence required for withdrawal.



1.2 Field reference IDs: Each information request has a stable identifier in the left-hand “Ref.” column. Applicants and WHO should cite this identifier in correspondence, requests for missing information and review comments (for example, “4.03” or “11.06”). These identifiers should not be renumbered when the form is completed.
	Implementation: A reportable change must be submitted before implementation. Changed products/devices must not be released to the market before the applicable written WHO outcome. Validation** batches may be manufactured only under controlled conditions and must not be market-released unless WHO provides written approval.



	1.01
	
Product type:

	Choose an item.

	1.02
	Potential Impact category
	Potential impact: Choose an item.
Use the exact definition and criteria in the applicable PQDx_121 guidance. 

	1.03
	Regulatory reliance pathway
	Has the exact same change been assessed and approved by a WHO-recognized authority under an applicable reliance framework? 
☐ No 
☐ Yes → complete Section 7.

	1.04
	Request to withdraw product from  PQ/EUL listing 
	Please only use this field if the manufacturer wishes to withdraw a product from PQ/EUL.
 Hereby, the manufacturer confirms the request to withdraw from PQ/EUL listing. 
☐ Yes → complete Section 11.

	1.05
	Scope boundary: This common form does not replace the definitions or decision criteria in the applicable MD procedure. It is not used to submit an implementation plan following a WHO decision to delist; in that situation, follow the route and instructions specified by WHO.



2. Manufacturer declaration
The undersigned duly authorized representative makes the following declarations on behalf of the legal manufacturer:
☐ I am authorised to bind the manufacturer for the purposes of this submission.
☐The selected product type and applicable WHO procedure are correctly identified.
☐The information in this form and its annexes is current, complete and correct.
☐ All linked and cumulative changes known at the date of signature have been disclosed.
☐The manufacturer holds controlled evidence supporting the statements and conclusions in this submission.
☐ Any material change to the information, implementation plan, timelines or risk profile will be communicated promptly to WHO.
☐ The manufacturer will not market-release changed product before the applicable written WHO outcome.
☐ For withdrawn products, the manufacturer will continue to fulfil applicable post-listing obligations for products remaining in distribution or use.
	2.01
	Manufacturer
	Enter full legal name and address.

	2.02
	Duly authorized representative
	Name and title.

	2.03
	Signature
	Signature or approved electronic signature.

	2.04
	Date
	Click or tap to enter a date.



3. Product and submission identification
	3.01
	Product name
	Exactly as listed by WHO.

	3.02
	PQ/EUL reference number
	Enter all applicable prequalification/EUL application numbers.

	3.03
	Configurations/Models
	Identify all affected models, variants and configurations.

	3.04
	Product codes /Catalogue numbers
	Identify all affected product codes, catalogue numbers, part numbers, kit or device codes.

	3.05
	Manufacturer
	Currently registered name and address.

	3.06
	Primary contact
	Name, role, email and telephone.

	3.07
	Submission date
	Click or tap to enter a date. 

	3.08
	Manufacturer change-control reference
	Controlled change record identifier.

	3.09
	Related submissions
	Identify linked WHO submissions, CAPA, recalls or previous change requests.



4. Description and scope of the change
Provide enough detail for an evaluator who is not familiar with the manufacturer’s internal change record to understand exactly what is changing. Do not use statements such as “minor update”, “supplier change” or “software improvement” without the specific before/after information requested below. Use one Change Item ID for each distinct modification and continue the register in a controlled annex if necessary.
	Required level of detail: For every Change Item ID, identify the affected product or process element, its current approved state, the proposed state, the exact difference, the reason for the difference and the supporting document reference. A submission that only states the general subject of the change is incomplete.



	4.01
	Change description 
(same as in ePQS)
	Executive change summary State: (1) what will change; (2) where it will change; (3) why it is needed; (4) which products, versions, sites or markets are affected; and (5) whether users, performance, risk controls or WHO public information are affected. Max. 1000 characters. 

	4.02
	Reason and trigger
	☐ CAPA ☐ PMS/vigilance ☐ Regulatory action ☐ Supply continuity ☐ Obsolescence ☐ Design improvement ☐ Cost/efficiency☐ Other. 
Give the underlying problem, opportunity or external requirement.

	4.03
	Products/sites/markets affected
	List every affected product, model, catalogue or device code, configuration, manufacturing or testing site, supplier, software version, market and WHO public assessment report ( WHOPAR).

	4.04
	Linked and cumulative changes
	Identify related changes implemented, submitted or planned during the preceding and forthcoming period. Explain interactions and cumulative impact. If none, state “None identified” and describe the review performed.


	4.05
	Implementation milestones
	Provide the planned timeline for implementation of the proposed change, including the anticipated date of implementation, first manufacture under the changed conditions, release and distribution of the changed product, and retirement of the previous configuration, as applicable. Include any planned customer communication or transition arrangements where relevant.


4.1 Mandatory before/after change register
Identify each element affected by the proposed change and provide a clear comparison between its current prequalified/EUL-listed state and the proposed state. Clearly identify the exact difference for each affected element and, where relevant, indicate what remains unchanged. Add rows as necessary.
	Item ID / Ref.
	Affected element and exact identifier
	Current approved state
	Proposed state and exact difference

	4.CI01
	Product/component/process/document; part, drawing, specification or version number.
	Current value, configuration, site, supplier, workflow, wording or acceptance criterion.
	New value/configuration and a precise description of what has been added, removed or altered.

	4.CI02
	Product/component/process/document; part, drawing, specification or version number.
	Current value, configuration, site, supplier, workflow, wording or acceptance criterion.
	New value/configuration and a precise description of what has been added, removed or altered.

	4.CI03
	Product/component/process/document; part, drawing, specification or version number.
	Current value, configuration, site, supplier, workflow, wording or acceptance criterion.
	New value/configuration and a precise description of what has been added, removed or altered.

	4.CI04
	Product/component/process/document; part, drawing, specification or version number.
	Current value, configuration, site, supplier, workflow, wording or acceptance criterion.
	New value/configuration and a precise description of what has been added, removed or altered.

	4.CI05
	Product/component/process/document; part, drawing, specification or version number.
	Current value, configuration, site, supplier, workflow, wording or acceptance criterion.
	New value/configuration and a precise description of what has been added, removed or altered.

	4.CI06
	Others
	Add rows as necessary
	


4. Description and scope of the change (continued)
	4.07
	Technical rationale for each change (specify change)
	For each item, explain why the proposed state was selected, including alternatives considered where relevant.

	4.08
	Interfaces and downstream effects
	Describe effects on connected components, accessories, software, consumables, manufacturing stages, release testing, labelling, training, service and post-market activities.

	4.09
	Products already manufactured or supplied
	Explain whether the change affects work in progress, validation** lots, released lots, residual stock, products in transit or devices already in use.


	4.10
	Change-to-evidence traceability matrix

	Provide a matrix covering every Change Item ID and referencing the documented descriptions and supporting evidence included in the submission. For each Change Item ID, clearly identify the visual comparison, redline, diagram, photograph, screenshot or process map that most directly demonstrates the change.

	4.11
	Affected dossier sections

	Identify all affected dossier sections, technical documentation sections, Essential Principles evidence, WHOPAR sections, and associated annexes.






Description completeness check
	Ref.
	Evidence information
	Included
	Reference or justification

	4.C.01
	Every distinct modification has a Change Item ID
	☐
	

	4.C.02
	Current and proposed states are directly comparable
	☐
	

	4.C.03
	Exact controlled-document and version references are provided
	☐
	

	4.C.04
	Affected and explicitly unaffected scope is stated
	☐
	

	4.C.05
	Linked and cumulative changes are disclosed
	☐
	

	4.C.06
	Reason, trigger and implementation milestones are provided
	☐
	

	4.C.07
	Downstream effects and products already supplied are addressed
	☐
	

	4.C.08
	A visual or redlined version of documents, comparable with original version, including the updated  WHOPAR, is attached where applicable.
	☐
	



5. Categorization and impact assessment
	5.01
	Proposed impact category*
	Choose an item.

	5.02
	Category justification
	Address the indicators in the applicable assessment pathway and explain why the selected category is appropriate.

	5.03
	Applicable assessment pathway & criteria
	For M/H impact change, if abridged assessment requested — > Complete Section 7.

	5.04
	Benefit-risk conclusion
	Summarize the overall benefit-risk assessment before and after the change.

	5.05
	Implementation controls
	Describe timelines for implementation.

	5.06
	Other information provided
	Add rows as necessary.


*Note: In addition to the specific change being proposed, manufacturers should assess whether the change has any impact on the following areas, as applicable:
i. Artificial intelligence (AI) / machine learning change management.
ii. Data privacy and data protection.
iii. Human factors and usability validation.
iv. Interoperability with other systems, devices, or software.
v. Legacy product support and backward compatibility.
vi. Cybersecurity, including Software, Bill of Materials updates.
vii. Supply chain resilience and continuity of supply.
viii. Environmental conditions that may affect product performance, safety, or effectiveness.
Core impact domains
	Ref.
	Evidence / information
	Included
	Reference or justification

	5.C.01
	Intended use, indications, claims, users and use environment
	☐
	


	5.C.02
	Quality, safety, performance and stability**
	☐
	

	5.C.03
	Design, materials, components, accessories and software
	☐
	

	5.C.04
	Cybersecurity, usability and interoperability
	☐
	

	5.C.05
	Manufacturing, QMS, sites, suppliers and release controls
	☐
	

	5.C.06
	Labelling, IFU, WHOPAR/WHO public information and regulatory status
	☐
	

	5.C.07
	PMS, vigilance, CAPA, recalls and benefit-risk
	☐
	


** Note: Where validation, stability or performance studies remain ongoing, the manufacturer shall provide available interim data, a scientific justification for implementation timing, study protocols, acceptance criteria and planned completion dates.

6. Core supporting evidence
Evidence applicable to all reportable changes
	Ref.
	Evidence / information
	Included
	Reference or justification

	6.01
	Approved change-control record and implementation plan
	☐
	

	6.02
	Risk-management file or change-specific risk assessment
	☐
	

	6.03
	Pre-/post-change comparison
	☐
	

	6.04
	Evidence supporting the proposed impact category
	☐
	

	6.05
	Assessment of linked and cumulative changes
	☐
	

	6.06
	Updated labelling, IFU and  WHOPAR redlines, where applicable
	☐
	

	6.07
	Design-change assessment demonstrating that the change was reviewed, verified and validated in accordance with the manufacturer's design and development procedures, where applicable.
	☐
	

	6.08
	PMS/vigilance impact and post-implementation monitoring plan
	☐
	

	6.09
	List of annexes and controlled document versions
	☐
	

	6.10
	Implementation, transition and change management plan and timelines
	☐
	

	6.11
	Proportionality: Evidence should be proportionate to the nature and risk of the change. “Not applicable” entries require a concise justification. WHO may request additional information or reclassify the change when justified.


7. Recognized-authority/abridged-assessment details
Complete this section only when objective evidence is available that the exact same change has been assessed and approved by a WHO-recognized authority under an applicable reliance or abridged-assessment framework. The impact category does not change merely because reliance may be used.
	7.01
	Recognized authority
	Name and jurisdiction.

	7.02
	Product/regulatory version covered
	Demonstrate that the authority assessed the same product and regulatory version.

	7.03
	Change assessed
	Map the authority’s decision to every change in this submission.

	7.04
	Decision and date
	Approval/authorization reference and date.

	7.05
	Assessment evidence
	Attach the assessment report, audit report or other evidence specified by WHO.

	7.06
	Differences or exclusions
	Identify any difference in scope, product, site, evidence or implementation.

	7.07
	Requested assessment pathway
	State the requested assessment pathway and rationale.



8. Administrative information and public documents
Administrative and  WHOPAR updates
	Ref.
	Evidence / information
	Included
	Reference or justification

	8.01
	Manufacturer name, address, ownership or contact details
	☐
	

	8.02
	Product name, code, model or UDI-related information
	☐
	

	8.03
	Redline version of the WHOPAR or other sections requiring update
	☐
	

	8.04
	Labelling/IFU/packaging artwork requiring update
	☐
	

	8.05
	Clean and redlined versions supplied
	☐
	

	8.06
	Legal or regulatory evidence supporting the update
	☐
	

	8.07
	Declaration that an administrative-only change has no technical impact, where applicable
	☐
	

	8.08
	Administrative-only rationale
	Explain why there is no impact on the device, QMS, manufacturing activities, quality, safety, performance, usability or intended use.

	8.09
	WHOPAR update publication request
	Identify exact wording and effective date requested for WHO public information update.



9. Technical and QMS Changes evidence modules
Complete the common modules and the product-specific module applicable to the selected product type. Mark all non-applicable items and justify them.
QMS and manufacturing
	Ref.
	Evidence / information
	Included
	Reference or justification

	9.01
	Affected QMS processes, certificates and audit status
	☐
	

	9.02
	Affected sites, facilities, equipment and utilities
	☐
	

	9.03
	Manufacturing, process-validation** and release-control evidence
	☐
	

	9.04
	Software lifecycle and configuration-management evidence
	☐
	

	9.05
	Environmental, sterilization, packaging or transport controls
	☐
	

	9.06
	Training and procedure updates
	☐
	

	9.07
	Other information 
	☐
	Add rows as necessary


** Note: Where validation, stability or performance studies remain ongoing, the manufacturer shall provide available interim data, a scientific justification for implementation timing, study protocols, acceptance criteria and planned completion dates.
Purchasing and suppliers
	Ref.
	Evidence / information
	Included
	Reference or justification

	9.08
	Criticality assessment of affected materials/services
	☐
	

	9.09
	Supplier qualification, monitoring and quality agreements
	☐
	

	9.10
	Certificates of analysis/conformity and incoming controls
	☐
	

	9.11
	Comparability, verification and validation** for replacement materials
	☐
	

	9.12
	Supply-continuity and contingency arrangements
	☐
	

	9.13
	Other information 
	☐
	Add rows as necessary


** Note: Where validation, stability or performance studies remain ongoing, the manufacturer shall provide available interim data, a scientific justification for implementation timing, study protocols, acceptance criteria and planned completion dates.
Common design, safety and performance
	Ref.
	Evidence/information
	Included
	Reference or justification

	9.14
	Design inputs/outputs and design-review records
	☐
	

	9.15
	Applicable safety and performance evidence
	☐
	

	9.16
	Stability**, shelf-life and transport evidence
	☐
	

	9.17
	Biocompatibility, electrical safety, mechanical safety or other product-specific testing, where applicable
	☐
	


	9.18
	Usability, software functionality, cybersecurity and interoperability evidence
	☐
	

	9.19
	Updated product training and user information
	☐
	

	9.20
	Others
	☐
	Add rows, as necessary


** Note: Where validation, stability or performance studies remain ongoing, the manufacturer shall provide available interim data, a scientific justification for implementation timing, study protocols, acceptance criteria and planned completion dates.



9. Technical and QMS evidence modules (continued)
9.2 IVD-specific module — complete for IVDs only
	Ref.
	Evidence/information
	Included
	Reference or justification

	9.21
	Analytical performance, including applicable precision, sensitivity, specificity, measuring range and interference evidence
	☐
	

	9.22
	Clinical performance or clinical evidence, as applicable
	☐
	

	9.23
	Specimen type, collection, handling and preparation impacts
	☐
	

	9.24
	Reagent, calibrator, control material, instrument and software compatibility
	☐
	

	9.25
	Traceability of calibrators and control materials
	☐
	

	9.26
	Stability** of reagents, calibrators, controls and opened/on-board configurations
	☐
	

	9.27
	Changes to result interpretation, cut-offs, reference intervals or claims
	☐
	

	9.28
	Others
	☐
	Add rows as necessary


** Note: Where validation, stability or performance studies remain ongoing, the manufacturer shall provide available interim data, a scientific justification for implementation timing, study protocols, acceptance criteria and planned completion dates.
9.3 MD-specific module — complete for non-IVD medical devices only
	Ref.
	Evidence/information
	Include
	Reference or justification

	9.29
	Clinical evidence or clinical evaluation impact, as applicable
	☐
	

	9.30
	Materials, components, accessories and patient-contacting characteristics
	☐
	

	9.31
	Biological, electrical, mechanical, radiation or other applicable safety evidence
	☐
	

	9.32
	Sterilisation, reprocessing, cleaning or disinfection validation**, where applicable
	☐
	

	9.33
	Packaging integrity and sterile-barrier evidence, where applicable
	☐
	

	9.34
	Human factors/usability and use-environment impact
	☐
	

	9.35
	Software functionality, architecture/configuration, interfaces/interoperability and cybersecurity evidence, including assessment of any impact on safety or performance, where applicable
	☐

	

	9.36
	Service, maintenance, installation and device-lifetime implications
	☐
	

	9.37
	Others
	☐
	Add rows as necessary

	9.38
	Product-specific evidence: The lists above are illustrative and not exhaustive requirements. Submit the evidence required by the PQDx_121 guidance and by the nature and risk of the change.


** Note: Where validation, stability or performance studies remain ongoing, the manufacturer shall provide available interim data, a scientific justification for implementation timing, study protocols, acceptance criteria and planned completion dates.

10. Implementation, transition and post-market plan
	10.01
	Transition arrangements
	Treatment of old/new versions, inventory, distribution, customers and training.

	10.02
	Post-implementation activities and verification
	PMS activities, Acceptance criteria, monitoring period and responsible function.



11. Withdrawing a product from PQ/EUL listing
Complete this section only when the manufacturer voluntarily requests withdrawing from WHO prequalification/EUL listing. Do not use this section or this submission type for an implementation plan following a WHO decision to terminate listing (delist); follow the route and instructions specified by WHO.
	11.01
	Request type
	☐ Withdraw product from WHO prequalification list
☐ Withdraw product from WHO EUL 

	11.02
	Reason for withdrawing product 
	Explain the commercial, technical, regulatory, supply, strategic or other reason for the request.

	11.03
	Proposed effective date
	State the requested date and justify any requested transition period.

	11.04
	Cessation timeline
	Manufacture, release, supply, distribution and promotion milestones.

	11.05
	Lots and orders
	Lots or units manufactured, in process, awaiting release, in transit or subject to confirmed orders.

	11.06
	Residual-stock inventory
	Lot/serial number, quantity, expiry or service life, holder/location and proposed disposition.

	11.07
	Markets and authorities
	Countries affected and notification status of national authorities.

	11.08
	Risk and continuity assessment
	Public-health impact, supply continuity, alternatives, validation** and training needs.

	11.09
	PMS, vigilance and support
	Arrangements through shelf life or device service life and beyond where complaints, incidents, corrective actions or other obligations remain open.

	11.10
	Responsible person and contingency
	Contact details and arrangements if responsibilities transfer or operations cease.

	11.11
	Final status report and closure
	Proposed reporting, record retention and closure arrangements.

	11.12
	Others
	Add rows as necessary




12. Annex index and final submission check
	Ref.
	Annex title
	Controlled document ID/version
	Applies to section(s)

	A01
	
	
	

	A02
	
	
	

	A03
	
	
	

	A04
	
	
	

	A05
	
	
	

	A06
	
	
	

	A07
	
	
	

	A08
	
	
	

	A09
	
	
	

	A10
	
	
	

	A11
	
	
	

	A12
	
	
	


Final check
	Ref.
	Final check

	FC.01
	☐ All required sections are complete or justified as not applicable.

	FC.02
	☐ Every cited annex is attached, readable and searchable.

	FC.03
	☐ Controlled document identifiers and versions are consistent throughout.

	FC.04
	☐ Clean and redlined  WHOPAR documents are included where applicable.

	FC.05
	☐ The proposed category and reliance request are supported by evidence.

	FC.06
	☐ Implementation and market-release gates are documented.

	FC.07
	☐ The manufacturer declaration is signed and dated.

	WHO use: WHO may confirm completeness, reclassify the change, request additional information, determine that a new application is required, or issue another written outcome under the applicable procedure.
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