
 

1 

 

 
 

EXPERT COMMITTEE ON BIOLOGICAL STANDARDIZATION 

Geneva 19 to 23 October 2020 

 

 

COLLABORATIVE PROCEDURE BETWEEN THE WORLD 

HEALTH ORGANIZATION (WHO) AND NATIONAL 

REGULATORY AUTHORITIES IN THE ASSESSMENT AND 

ACCELERATED NATIONAL REGISTRATION OF  

WHO-PREQUALIFIED IN VITRO DIAGNOSTICS (IVDS) 

 

NOTE: 

 

This document has been prepared for the purpose of inviting comments and 

suggestions on the proposals contained therein, which will then be considered by the 

Expert Committee on Biological Standardization (ECBS) and by the Expert 

Committee on Specifications for Pharmaceutical Preparations (ECSPP).  

Publication of this draft is to provide information about the proposed Guidelines for 

Collaborative Procedure between the World Health Organization (WHO) and 

National Regulatory Authorities in the assessment and accelerated National 

Registration of WHO-Prequalified In Vitro Diagnostics to a broad audience and to 

improve transparency of the consultation process. 
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transmitted, distributed, translated or adapted, in part or in whole, in any form or by any means 

outside these individuals and organizations (including the organizations' concerned staff and 
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should not be displayed on any website. 

The designations employed and the presentation of the material in this draft do not imply the 

expression of any opinion whatsoever on the part of the World Health Organization concerning 

the legal status of any country, territory, city or area or of its authorities, or concerning the 

delimitation of its frontiers or boundaries. Dotted lines on maps represent approximate border 

lines for which there may not yet be full agreement. 

The mention of specific companies or of certain manufacturers’ products does not imply that 

they are endorsed or recommended by the World Health Organization in preference to others of 

a similar nature that are not mentioned. Errors and omissions excepted, the names of proprietary 

products are distinguished by initial capital letters. 

All reasonable precautions have been taken by the World Health Organization to verify the 

information contained in this draft.  However, the printed material is being distributed without 

warranty of any kind, either expressed or implied.  The responsibility for the interpretation and 

use of the material lies with the reader.  In no event shall the World Health Organization be 

liable for damages arising from its use. 

This draft does not necessarily represent the decisions or the stated policy of the World Health 

Organization. 
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1. Background 1 

1.1 National assessment of applications for registration (marketing 2 

authorization) of in vitro diagnostics (IVDs) is the key regulatory process 3 

that enables a national regulatory authorities (NRAs) to evaluate and 4 

monitor the quality, safety, and performance of the IVDs. For most 5 

countries, the approach to registration of IVDs is a combination of the 6 

following two components: 7 

• the NRA’s own assessment of technical documentation combined 8 

with verification of compliance with relevant good practices 9 

through manufacturing site inspections (mostly focusing on 10 

quality management systems),  11 

• consideration by the NRA of decisions and outcomes of 12 

assessments, performance evaluations and manufacturing site 13 

inspections made by NRAs in other countries or by the World 14 

Health Organization (WHO) Prequalification Team (WHO-PQT). 15 

1.2 Consideration of the outcomes/results of assessments, performance 16 

evaluations and manufacturing site inspections by WHO-PQT,  or by 17 

national regulatory authorities of other countries whose regulatory 18 

decisions are based on acceptable standards, substantially contributes to 19 

savings in regulatory resources and improvements in the quality of 20 

regulatory decisions, while retaining the prerogative of NRAs to conclude 21 

their assessment by sovereign decisions, which reflect their own 22 

judgement of the benefit–risk balance as it relates to their specific country 23 

situation and the legislation in place. Taking into consideration the 24 

regulatory decisions of other NRAs, or the prequalification by WHO-25 

PQT, requires setting up a system that will permit: 26 

• identification of reference authorities whose regulatory decisions 27 

are based on acceptable standards and identification of documents 28 

associated with such regulatory decisions, which are relevant to 29 

the regulatory environment in the country wishing to rely on such 30 

decisions; 31 
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• assurance that the product for which the decision has been taken 32 

by the reference NRA is the same (see section 3.2) as the product 33 

being assessed or, if it is not the same, that a clear understanding 34 

exists of the differences between the products subjected to 35 

assessment in the two regulatory environments; 36 

• efficient use of available scientific expertise and human and 37 

financial resources to decide, with reasonable certainty, on the 38 

benefit–risk profile of an evaluated product when used in a given 39 

country; 40 

• the choice by each NRA of the approaches that will make best use 41 

of the resources, workload and competencies of individual NRAs. 42 

1.3 Approaches could range from completely independent data 43 

reviews and inspections to adoption of the regulatory decisions of 44 

reference authorities or of the prequalification by WHO-PQT without any 45 

further scientific review. A pragmatic approach is to verify whether the 46 

product submitted for registration is the same (see section 3.2) as the 47 

product already approved by reference authorities or prequalified by WHO 48 

and assess only those areas which relate to use of the product in the 49 

country concerned and where failure to comply with regulatory standards 50 

could pose health risks. In the other areas, the outcomes of reference 51 

authorities or of WHO-PQT may be adopted. 52 

1.4 Collaborative registration procedures (CRP) have been developed 53 

and implemented with a view to accelerate national registrations and the 54 

regulatory life-cycle of pharmaceutical products and vaccines prequalified 55 

by World Health Organization (WHO), or approved by reference 56 

authorities (1, 2).  Based upon WHO’s experience with the “Collaborative 57 

Procedure between the World Health Organization (WHO) and national 58 

regulatory authorities in the assessment and accelerated national 59 

registration of WHO-prequalified pharmaceutical products and vaccines”, 60 

WHO has developed this Collaborative Procedure to facilitate and 61 

accelerate national registration processes and post-registration regulatory 62 
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life-cycles of WHO-prequalified IVDs by enabling participating NRAs to 63 

take advantage of the expertise and outcomes of the scientific assessment 64 

work conducted by WHO-PQT. 65 

2. Introduction 66 

This Collaborative Procedure has been developed based on the above-67 

mentioned considerations to enhance timely access to WHO-prequalified 68 

products in countries, to ensure that the product in countries is the same as 69 

the one which is WHO-prequalified and to provide a model for regulatory 70 

information exchange between countries. 71 

2.1. Aims and objectives of the Collaborative Procedure 72 

2.1.1 This Collaborative Procedure aims to provide a convenient tool for 73 

NRAs wishing to enhance their premarketing evaluation and registration 74 

system by taking advantage of the WHO prequalification assessment, in-75 

line with the Procedure for WHO Prequalification of In Vitro Diagnostics 76 

(3) and the Essential Principles of Safety and Performance of Medical 77 

Devices and IVD Medical Devices (4). 78 

2.1.2 The objectives of this document are to: 79 

• Describe the Procedure for accelerating national registrations of 80 

WHO-prequalified IVDs in participating NRAs based on 81 

exchange of assessment, manufacturing site inspection and 82 

performance evaluation outcomes between WHO-PQT and the 83 

NRAs. 84 

• Provide a resource for manufacturers or applicants with 85 

prequalified IVDs, and participating NRAs to implement 86 

facilitate national registrations for prequalified IVDs. 87 

2.1.2 Enhanced collaboration and information exchange between NRAs 88 

and WHO-PQT benefits all partners. Subject to the agreement of the 89 

concerned applicant or manufacturer with a WHO-prequalified IVD, 90 

participating NRAs have access to assessment, manufacturing site 91 
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inspection and performance evaluation outcomes that are not in the 92 

public domain and that have been prepared in conformity with the WHO 93 

recommended standards on which the Procedure for WHO 94 

Prequalification of In Vitro Diagnostics are based (3). Such reports and 95 

relevant WHO documents help participating NRAs to make their 96 

decisions and also assist in training national regulatory staff. At the same 97 

time, feedback from p a r t i c i p a t i n g  NRAs on the information and 98 

documentation received from WHO-PQT under the Procedure allows 99 

WHO-PQT to improve its work and ensures that the outcomes of its 100 

assessments are relevant to NRAs. As a consequence, patients benefit 101 

from this collaboration by gaining faster access to IVDs that have been 102 

found acceptable in principle for procurement by United Nations (UN) 103 

agencies and WHO Member States. The collaborative registration 104 

procedure can be of particular relevance when implemented to expedite 105 

national approval of prequalified IVDs in emergency situations. 106 

2.1.3 This Collaborative Procedure also benefits manufacturers of 107 

WHO-prequalified IVDs through faster and better harmonized regulatory 108 

approvals in participating countries, and contributes to alleviating the 109 

burden of additional national inspections on manufacturers and 110 

performance evaluations. 111 

 112 

 113 

2.2. Scope 114 

2.2.1 This Collaborative Procedure is applicable to IVDs that have been 115 

assessed and inspected by WHO-PQT in line with the procedures and 116 

standards available at 117 

http://www.who.int/diagnostics_laboratory/evaluations/en/ and that have 118 

been found to be acceptable in principle for procurement by UN agencies 119 

and WHO Member States, as listed in the List of WHO prequalified IVDs, 120 

available at 121 

http://www.who.int/diagnostics_laboratory/evaluations/PQ_list/en/. 122 

http://www.who.int/diagnostics_laboratory/evaluations/PQ_list/en/
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2.2.2 The Collaborative Procedure serves to accelerate the assessment 123 

and registration of IVDs prequalified by WHO-PQT based on both full 124 

assessment and abridged assessment.  125 

2.2.3 This Collaborative Procedure covers national registrations and 126 

management of variations/post approval changes. 127 

2.3. Glossary 128 

For the purposes of this Procedure, the following definitions and descriptions 129 

apply. They may have different meanings in other contexts. 130 

abridged assessment. A limited independent assessment of specific parts of 131 

the dossier, or submission for suitability of use under local conditions and 132 

regulatory requirements whilst relying on prior assessment and inspection 133 

outcomes from a reference authority or WHO Prequalification to inform the 134 

local decision. 135 

collaborative procedure or Procedure. Procedure for collaboration 136 

between the World Health Organization (WHO) Prequalification Team 137 

(WHO-PQT) and interested national regulatory authorities (NRAs) in the 138 

assessment and accelerated national registration of WHO-prequalified in vitro 139 

diagnostic medical devices (IVDs). 140 

manufacturer. means any natural or legal person with responsibility for 141 

design and/or manufacture of a diagnostic with the intention of making 142 

the diagnostic available for use, under his name; whether or not such a 143 

diagnostic is designed and/or manufactured by that person himself or on 144 

his behalf by another person(s).   145 

participating authorities or participating NRAs. NRAs that 146 

voluntarily agree to implement this collaborative procedure and accept 147 

the task of processing applications for registration of WHO-prequalified 148 

IVDs in accordance with the terms of the Procedure. A list of 149 

participating authorities is posted on the WHO-PQT website 150 

(http://www.who.int/diagnostics_laboratory/evaluations/en/). 151 
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in vitro diagnostic medical device (IVD)1. A medical device, whether 152 

used alone or in combination, intended by the manufacturer for the in-153 

vitro examination of specimens derived from the human body solely or 154 

principally to provide information for diagnostic, monitoring or 155 

compatibility purposes. IVDs include reagents, calibrators, control 156 

materials, specimen receptacles, software, and related instruments or 157 

apparatus or other articles. 158 

performance evaluation. Assessment and analysis of data to establish or 159 

verify the scientific validity, the analytical and, where applicable, the 160 

clinical performance of an IVD medical device.  161 

verification. The procedure by which a regulatory authority only 162 

confirms the product or submission, and ensures that the product for local 163 

marketing is equal or similar to that approved by the reference authority 164 

or prequalified by WHO-PQT.165 

                                                           

1 IMDRF/GRRP WG/N47 FINAL 2018. Essential Principles of Safety and Performance of Medical 

Devices and IVD Medical Devices. 



WHO/CRP/DRAFT/2020 

ENGLISH ONLY 

 

 

10 

 

3. Principles and general considerations 166 

3.1. Participating parties 167 

This Collaborative Procedure has three major stakeholders: interested 168 

NRAs, WHO-PQT and those interested applicants2 or manufacturers 169 

who agree that this Procedure be used for applications for national 170 

registration of their WHO-prequalified IVD submitted to participating 171 

NRAs. The marketing authorization in a given country will be done by 172 

the NRA.  To the extent that institutions are commissioned by these 173 

NRAs (or the manufacturer/applicant) to perform laboratory evaluations 174 

as part of the overall assessment, then this does not change the fact that 175 

the main stakeholder vis-a-vis WHO is the NRA itself.  176 

 177 

3.2. Sameness of the prequalified product and nationally 178 

registered product 179 

WHO-PQT and participating NRAs receive applications for the same 180 

IVD product. Within the context of this Collaborative Procedure, the 181 

same product is characterized by the: 182 

• the same product name, 183 

• the same specifications, including the same regulatory version 184 

and the same product code, 185 

• the same site of manufacture and quality management system, 186 

• the same data on quality, safety  and performance, 187 

• the same design, with the same components from the same 188 

suppliers, 189 
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• same information, labelling3 and packaging including instructions 190 

for use and intended use.4 191 

3.3. Submissions format and content of product dossiers 192 

to NRAs 193 

3.3.1 The dossier submission to the participating NRAs should be in a 194 

harmonized format as required by WHO-PQT or IMDRF format (table 195 

of contents). In exceptional situations data can be organized differently 196 

in line with specific national requirements, however, the technical data 197 

included in the dossier should be essentially the same as the 198 

prequalified product. There may be country specific differences in 199 

administrative data.  200 

3.3.2 Note, however, that participating authorities may require 201 

applicants to comply with specific additional national requirements or 202 

may accept abbreviated dossiers. Each participating authority is 203 

encouraged to reduce the scope of specific national requirements to 204 

align them with the Procedure and harmonize its requirements with the 205 

international format and content of a regulatory dossier. Specific 206 

national requirements should be made public. 207 

3.3.3 Advantages of harmonized format include enabling the same 208 

dossier to be submitted across several participating authorities thus 209 

facilitating comparison, reliance and optimal utilization of assessment 210 

resources and less workload by participating NRAs and applicants. 211 

3.3.4 As a minimum, the technical data in the submission should be 212 

sufficient to enable participating authorities to verify and ensure 213 

sameness of the product as defined in section 3.2 in this Procedure and 214 

meet existing technical requirements for a specific country/region. 215 

                                                           

3 Labelling includes labels and the instructions for use. 

4 The language of the product information may be different as long as the information content is 

the same as that approved by WHO-PQT. 
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3.3.5 Should the applicant for national registration be a different person 216 

or legal entity than the manufacturer of the WHO-prequalified product, 217 

the relationship should be clarified and agreements assuring 218 

information flow should be adjusted to reflect this situation. 219 

3.3.6 Translation of documents required in the national language is the 220 

responsibility of the manufacturer. The method and extent of 221 

verification of translation accuracy are a matter of decision of 222 

individual participating NRAs. 223 

3.4. Information shared under the Collaborative 224 

Procedure 225 

3.4.1 WHO-PQT, with the agreement of the applicant/manufacturer 226 

of the WHO-prequalified product, shares the full outcome of 227 

prequalification assessments, manufacturing site inspections and 228 

performance evaluations, including final assessment and inspection 229 

reports, with participating authorities, under appropriate obligations of 230 

confidentiality and restrictions on use (see below). 231 

3.4.2 As regards sharing the outcomes/results of assessments, 232 

manufacturing site inspections and performance evaluations, only data 233 

owned by the applicant/manufacturer of the WHO-prequalified product 234 

and/or by WHO are shared. Sharing of any other data (e.g. related to 235 

third parties) is subject to additional agreement of the data owners 236 

concerned. 237 

3.4.3 For the purpose of this Collaborative Procedure, participating 238 

authorities accept the product documentation and reports in the format 239 

in which they are routinely prepared by WHO in accordance with the 240 

Procedure for WHO Prequalification of In Vitro Diagnostics (3). It 241 

should be noted, however, that participating authorities may require 242 

applicants to comply with specific requirements for local regulatory 243 

review. Each participating authority should make such specific 244 

requirements public. 245 
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3.4.4 The sharing of information related to the Collaborative 246 

Procedure between WHO-PQT, applicants/manufacturers of WHO-247 

prequalified products and participating NRAs is governed by 248 

Appendices 1, 2, 3 and 4. Completed Appendices 1 and 2 must be 249 

submitted to WHO-PQT without any change in their content. 250 

Provision of Appendices 3 and 4 can be substituted by provision of the 251 

same information by other means. 252 

3.5. Applicable national registration fees 253 

Fees to be paid by the applicants to participating authorities 254 

continue to follow standard national procedures. Similarly, the 255 

submission by manufacturers of product samples– if required or 256 

applicable – continues to follow standard procedures as defined in 257 

national legislation and/or as defined by NRAs. Participating 258 

authorities are advised to refrain from additional performance 259 

evaluation for marketing authorization, instead such efforts should be 260 

focused on post-marketing. Results from the performance evaluation 261 

organized in the course of WHO’s prequalification assessment will be 262 

included in the information package available to each participating 263 

authority. 264 

3.6. Participating authority commitments 265 

3.6.1 Consistent with the terms of Appendix 1, Part A and Appendix 266 

3, Part B, each participating authority commits itself: 267 

• to treat any information and documentation provided to it by 268 

WHO-PQT pursuant to this Collaborative Procedure as 269 

confidential in accordance with the terms of Appendix 1, Part 270 

A, and to allow access to such information and documentation 271 

only to persons:5 272 

                                                           

5 This includes the focal point(s) and all other persons in the NRA who have access to 

any information and documentation provided by WHO-PQT 
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o who have a need to know for the purpose of the 273 

assessment, manufacturing site inspections, 274 

performance evaluation and accelerated registration of 275 

the product in question in the country and any post-276 

registration processes that may be required; and 277 

o who are bound by confidentiality undertakings in 278 

respect of such information and documentation which 279 

are no less stringent than those reproduced in Appendix 280 

1, Part A; 281 

• to issue its national regulatory decision on registration of a 282 

given prequalified product (whether positive or negative) 283 

within 90 calendar days6 of regulatory time.7 If the applicant 284 

takes a long time to complete missing parts of the 285 

documentation without any justification, to provide additional 286 

data or to respond to other queries raised by NRAs, or if the 287 

applicant fails to provide the participating NRA with necessary 288 

information and cooperation, the participating NRA is entitled 289 

                                                           

6 Participating authorities should issue their national regulatory decisions at the 

earliest opportunity after being given access to the confidential information and 

documentation on a given prequalified product. Although a time limit of 90 days of 

regulatory time is defined in the Procedure, the decision should normally be taken 

within 60 days. This deadline can be extended to a maximum of 90 days if predefined 

dates of technical or decision‑making meetings do not allow a participating authority 

to issue its decision within 60 days. If a participating authority does not issue its 

decision within 90 days of regulatory time and does not communicate valid reasons 

for the delay to WHO-PQT, WHO-PQT can follow up with the head of the NRA to 

clarify the situation. The timeline should be reduced as much as possible to facilitate 

access to products needed in case of emergency situations. 

7 Regulatory time starts after a valid application for the registration according to the 

Procedure has been received and access to the confidential information has been 

granted (whichever is the later) and continues until the date of decision on 

registration. The regulatory time does not include the time granted to the applicant to 

complete missing parts of the documentation, provide additional data or respond to 

queries raised by NRAs. 
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to terminate the Collaborative Procedure and switch to the 290 

normal registration process. Such termination is communicated 291 

to the applicant and to WHO-PQT using Appendix 3, Part C. 292 

3.6.2 These commitments are provided by each participating 293 

authority to WHO-PQT in writing by entering into the agreement for 294 

participation in this Collaborative Procedure as reproduced in 295 

Appendix 1, Part A and are reconfirmed for each IVD for which 296 

collaboration is sought (see Appendix 3, Part B). 297 

3.6.3 Each participating NRA nominates a maximum of three focal 298 

points and specifies their areas of responsibility (e.g., manufacturing 299 

site inspections, assessment or performance evaluation). These focal 300 

points will access the restricted-access website through which WHO-301 

PQT will communicate all confidential information and documentation. 302 

The number of focal points can be increased upon a justified request by 303 

the participating NRA to WHO-PQT. 304 

3.6.7 Focal points designated by the participating NRA must sign the 305 

undertaking reproduced in Appendix 1, Part B before they will be 306 

granted access to the restricted-access website. Any change in 307 

designated focal points must be communicated to WHO-PQT in writing 308 

without delay and must be accompanied by an undertaking (Appendix 309 

1, Part B) signed by the new focal point(s). 310 

3.6.8 To successfully operate the Procedure, it is important for 311 

participating regulatory authorities to establish clear registration 312 

pathways for WHO-prequalified IVDs, including by making publicly 313 

relevant information publicly available for applicants, and by 314 

developing and implementing standard operating procedures (SOPs) for 315 

internal use to facilitate regulatory decision based on available 316 

information from WHO-PQT or reference participating authorities. 317 

3.7. Regulatory decision(s) on a prequalified product 318 

The decision whether or not to register a given product in a particular 319 

country remains the prerogative and responsibility of each participating 320 



WHO/CRP/DRAFT/2020 

ENGLISH ONLY 

 

 

16 

 

authority. Accordingly a participating authority may come to a different 321 

conclusion from that reached by WHO-PQT or can decide to 322 

discontinue the Collaborative Procedure for a specific product. Within 323 

30 calendar days of having taken its decision, the participating authority 324 

reports this decision to WHO-PQT, together with the dates of 325 

submission and registration and, if applicable, any deviations from 326 

WHO-PQT’s decision on prequalification and the reasons for such 327 

deviations8 and/or any decision to discontinue the Collaborative 328 

Procedure for a specific product. It does so through the restricted-access 329 

website by completing the form in Part C of Appendix 3 or providing 330 

the same information in another format. The participating NRA 331 

provides a copy of the completed form or the information to the 332 

applicant. 333 

3.8. Manufacturer commitments 334 

3.8.1 Participation in this Collaborative Procedure by manufacturers 335 

of a WHO-prequalified IVD is voluntary, through the submission to a 336 

participating NRA of the expression of interest reproduced in Part A of 337 

Appendix 3. For each product such participation will be subject to the 338 

manufacturer of the WHO-prequalified product accepting the terms of 339 

this Collaborative Procedure, including the confidential exchange of 340 

information and documentation between WHO-PQT and the 341 

participating NRA (see Appendix 2). 342 

3.8.2 The manufacturer of the prequalified product can cease 343 

participation in this Collaborative Procedure at any time provided that 344 

the manufacturer informs WHO-PQT and the participating NRAs in 345 

writing of its decision. In such a case, the participating NRA shall cease 346 

all use of the information disclosed to it for the relevant product(s) as 347 

per the terms of the participation agreement (see Appendix 1). 348 

                                                           

8 This refers to a decision not to approve the registration of a WHO‑prequalified 

product and to a decision to approve the registration, but with deviations. 
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3.8.3 Participation in this Collaborative Procedure does not 349 

exempt applicants for national registration and/or holders of national 350 

registration from the respective national regulatory requirements. 351 

Participating authorities retain the right to assess submitted data and 352 

conduct site inspections and performance evaluations to the extent they 353 

deem appropriate. WHO encourages participating NRAs not to 354 

perform repetitive assessment of thoroughly assessed data, but rather 355 

to focus on data verification so that they can be assured that the 356 

same product is submitted for registration as that which is WHO-357 

prequalified. It is highly recommended not to reinspect the sites that 358 

have already been inspected, and found to be compliant with WHO 359 

requirements, by WHO-PQT inspection teams. In addition, it is 360 

highly recommended not to redo performance evaluation where it has 361 

been carried out as part of the WHO prequalification assessment. 362 

4. Steps in the collaboration for national 363 

registration of a prequalified in vitro diagnostic 364 

4.1 As a preliminary matter, the national regulatory authority 365 

confirms to WHO-PQT its interest in participating in this Collaborative 366 

Procedure, and signs and submits to WHO-PQT the agreement for 367 

participation in this Collaborative Procedure (as reproduced in 368 

Appendix 1, Part A).  The NRA also designates the focal points for 369 

access to the restricted-access website.  The designated focal points 370 

complete, sign and submit to WHO-PQT the confidentiality 371 

undertaking (Appendix 1, Part B). This step is updated as necessary, 372 

for example, when the NRA changes the focal points.  Thereafter, 373 

WHO-PQT lists the participating NRAs on its public website.  374 

Figure 1, below, sets forth the principal steps for an NRA to participate 375 

in this Collaborative Procedure.  376 

Figure 1: NRA Agreement to participate in the Procedure 
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 377 

 378 

 379 

380 

NRA confirms its interest in 

participating in this Collaborative 

Registration Procedure (CRP) 

The NRA completes, signs, and submits to WHO-PQT the agreement 

reproduced in Appendix 1, Part A.  
The focal point(s) who are nominated by the NRA complete and submit the 

undertaking reproduced in Appendix 1, Part B  

WHO lists the participating NRA on its 

public web site. 
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 381 

4.2 The applicant submits the application for national registration 382 

(e.g., product dossier) for a WHO-prequalified IVD to a participating 383 

NRA. The technical part of the dossier is updated to reflect the data as 384 

approved by WHO-PQT during the initial prequalification procedure, 385 

and consecutive variation/change procedures (where applicable). The 386 

submission should be consistent with section 3.3. The applicant must 387 

provide the participating authority with: 388 

• a product dossier complying with established national 389 

requirements and in-line with section 3.3:  390 

o To the extent that national regulatory requirements 391 

allow, the technical content part of the dossier should be 392 

essentially the same as the prequalified product. In 393 

specific cases, the NRA may prefer a dossier which is 394 

abbreviated in line with national requirements. 395 

o If acceptable to NRAs, not only should the technical 396 

content of the dossiers be essentially same, but also the 397 

format in which data are presented should closely 398 

follow the format in which dossiers are submitted to 399 

WHO-PQT or Table of Contents (ToC) format. 400 

• an expression of interest reproduced in Part A of Appendix 3; 401 

• data according to country-specific requirements; 402 

• any fees that may be payable to the NRA pursuant to national 403 

requirements. 404 

4.3 The applicant informs the participating NRA of its interest in 405 

following this Collaborative Procedure by completing the expression 406 

of interest reproduced in Appendix 3, Part A. If the applicant for 407 

national registration is not the same as the manufacturer/holder of the 408 

WHO-prequalified IVD, then the manufacturer of the WHO-409 

prequalified IVD must confirm to the participating NRA and to WHO-410 
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PQT through an authorization letter (as per the form annexed to 411 

Appendix 3, Part A), that the applicant is acting for or pursuant to 412 

rights derived from the manufacturer of the WHO-prequalified IVD, 413 

and that the manufacturer agrees with the application of this 414 

Collaborative Procedure in the country concerned.    415 

4.4 Wherever possible, to minimize the workload of the 416 

participating NRA and facilitate the process, applicants should ensure 417 

that they express their interest in using the Collaborative Procedure 418 

(Appendix 3, Part A) to the participating NRA and to WHO-PQT 419 

before submitting a national application for registration.  In situations 420 

where the applicant wishes to apply the Collaborative Procedure to an 421 

application which is already pending within the NRA, the applicant 422 

should first update the dossier to ensure that the technical part of the 423 

information is essentially the same as that approved by WHO-PQT. 424 

4.5  For each application under this Collaborative Procedure, the 425 

manufacturer of the WHO-prequalified IVD informs WHO-PQT about 426 

the submission of its application to the participating NRA(s) by 427 

providing WHO-PQT a completed copy of Appendix 3, Part A. For 428 

each product and country, the manufacturer provides WHO with its 429 

written consent for WHO-PQT to provide the product-related 430 

information and documentation, in compliance with the applicable 431 

confidentiality requirements, to the participating NRA of the country 432 

concerned.  In this respect, the manufacturer completes, signs and 433 

submits to WHO-PQT the consent form reproduced in Appendix 2. 434 

4.6  For each application, the participating NRA notifies WHO-435 

PQT and the relevant applicant of the NRA’s decision to accept or 436 

decline to apply this Collaborative Procedure to such application 437 

(Appendix 3, Part B). It is up to each participating NRA’s own 438 

discretion to decide whether to apply the Procedure for individual 439 

submissions. The Collaborative Procedure applies only to applications 440 

that the participating NRA has accepted as complete. 441 
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4.7  Within 30 calendar days of receipt of the manufacturer’s 442 

consent, WHO-PQT shares with the participating authority the most 443 

recent product-related information and assessment, manufacturing site 444 

inspection and performance evaluation outcomes through the 445 

restricted-access website. This information is subject to the obligations 446 

of confidentiality and restrictions on use and may include assessment 447 

report(s), variation/change assessment report(s) if applicable, 448 

manufacturing site inspection report(s), performance evaluation 449 

results, and the letter of prequalification. At the request of the 450 

participating authority, WHO-PQT provides explanations and/or more 451 

detailed information. If participating NRAs have significant concerns 452 

or questions which would preclude the registration of the 453 

prequalified IVD in their country, questions may be sent to WHO-454 

PQT, preferably within 60 calendar days from the first day of the 455 

regulatory time. WHO-PQT will facilitate the problem resolution in 456 

cooperation with relevant parties. 457 

4.8 After receiving the information and documentation from WHO-458 

PQT, the participating authority undertakes an accelerated assessment 459 

of the product in question which may be based, at the participating 460 

NRA’s discretion, on the documentation provided by WHO and the 461 

manufacturer. Approaches could range from completely independent 462 

data reviews, manufacturing site inspections and performance 463 

evaluation, to adoption of regulatory decisions of reference authorities 464 

without any further scientific review. A pragmatic approach is to verify 465 

whether the product submitted for registration is the same (see section 466 

3.2) as the product already prequalified and assess only those areas 467 

which relate to use of the product in the country concerned and where 468 

failure to comply with regulatory standards could pose health risks. In 469 

the other areas, the outcomes of WHO-PQT may be adopted. 470 

4.9 For each application, the participating authority is required to issue 471 

the relevant national decision within 90 calendar days of regulatory 472 

time. Within 30 days of having taken its decision the participating 473 
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authority reports this decision, together with an indication of the dates 474 

of submission, registration and, if applicable, the length of the non-475 

regulatory time. The participating authority also reports any deviations 476 

from WHO-PQT’s conclusion and the reasons for such deviations, or, if 477 

a decision has been made to discontinue the Collaborative Procedure 478 

for a product, the reasons for such discontinuation, to WHO-PQT 479 

through the restricted-access website. This report is provided to WHO-480 

PQT using Part C of Appendix 3 and is copied to the applicant. WHO-481 

PQT lists IVDs registered by participating NRAs pursuant to this 482 

Collaborative Procedure on its public website. 483 

The steps in the collaboration for national registration of a WHO-484 

prequalified IVD are summarized in Figure 2, below.  485 

486 
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 487 

 488 

Figure 2: Steps in the Procedure to register a WHO-prequalified IVD product 489 

 490 
 491 

492 
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 493 

5. Collaboration mechanisms for post-494 

prequalification and/or post-registration 495 

variations/changes 496 

5.1 The requirements and procedures in case of a variation/change 497 

(as defined in applicable WHO-PQT guidance (5)) may differ between 498 

participating NRAs and WHO-PQT.  This Collaborative Procedure 499 

includes a variation procedure which is aimed at promoting consistency 500 

between changes accepted by WHO-PQT and changes accepted by 501 

participating authorities. There could be situations in which a 502 

manufacturer of a WHO-prequalified product submits a variation 503 

application to a participating authority and not to WHO-PQT or vice 504 

versa. In such a case the conditions of the national registration, which 505 

were initially “harmonized” with the WHO-PQT decision, may become 506 

essentially different through the product life cycle. In such a case a 507 

product registered and procured in a participating country would no 508 

longer be the same as the WHO-prequalified product because the 509 

specifications, manufacturing sites and/or other essential parameters 510 

would no longer be the ones accepted by WHO-PQT. The 511 

manufacturers of a prequalified product and participating NRAs are 512 

expected to inform WHO- PQT of the differences and the reasons for 513 

them, if, due to inconsistencies in changes, the nationally-registered 514 

product is no longer the same as the WHO-prequalified product. 515 

5.2 As a result, applicants are required to submit to any relevant 516 

participating authorities without delay, at the latest 30 calendar days 517 

after acceptance of the variation by WHO-PQT, those changes which 518 

are subject to national regulatory requirements. Applicants for national 519 

changes should inform participating NRAs that the same application for 520 

variation is being processed by WHO-PQT. Submission of changes to 521 

participating NRAs should respect national regulatory requirements. 522 
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5.3 WHO-PQT promptly shares with the relevant participating 523 

authorities (in each case, through the restricted-access website and 524 

subject to the above-mentioned obligations of confidentiality and 525 

restrictions on use), the outcomes of variation assessments and of 526 

related post-prequalification manufacturing site inspections and 527 

performance evaluations (if applicable) in cases in which a variation 528 

(including “notification” according to WHO-PQT’s variation 529 

procedures (4)) requires regulatory action (e.g. where product quality, 530 

safety, efficacy or patient information materials are concerned).  531 

Participating authorities are encouraged to follow the outcomes of the 532 

WHO variation procedures for nationally-approved WHO-prequalified 533 

IVDs.  534 

5.4 If a national variation procedure results in the nationally-535 

registered product being no longer the same (see section 3.2) as the 536 

WHO- prequalified product, or if a variation of the WHO-537 

prequalified product is not followed by the same variation of the 538 

nationally-registered product (in the event that the particular variation is 539 

subject to national regulatory requirements) and, as a consequence, 540 

the nationally-registered product is no longer the same, then (i) the 541 

manufacturer of the WHO-prequalified IVD informs WHO-PQT 542 

of the differences and their reasons, and (ii) the participating authority 543 

informs WHO-PQT of the situation by submitting the form in Appendix 544 

4, clearly specifying the deviations.   545 

5.5 Within 30 days of obtaining access to the information and 546 

documentation from WHO-PQT, each participating authority informs 547 

WHO-PQT through the restricted-access website if and to what 548 

extent a variation of a WHO-prequalified product is not followed by 549 

the same accepted variation of the nationally-registered product and, 550 

as a consequence, the nationally-registered product is no longer the 551 

same (see section 3.2) as the WHO-prequalified product. The variation 552 

approved by WHO-PQT will be considered by WHO-PQT as accepted 553 

by the participating NRA on a non-objection basis 30 days after 554 
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information-sharing described in section 5.3 above, unless and until 555 

the participating NRA informs WHO-PQT otherwise.  Other 556 

participating NRAs which have registered the prequalified product in 557 

question pursuant to this Collaborative Procedure will be made aware 558 

of such deviations through the restricted-access website.   559 

5.6 WHO-PQT removes a product from the list published in line 560 

with this Procedure if the nationally-registered product is no longer 561 

the same (see section 3.2) as the WHO-prequalified product. In 562 

addition, if the fact that a WHO-prequalified product has been 563 

registered in a particular country pursuant to this Procedure has been 564 

made public, then any subsequent deviations should also be made 565 

public. 566 

5.7 The steps for managing post-approval changes under this 567 

Collaborative Procedure are summarized in Figure 3, below.  568 

569 
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 570 
Figure 3: Managing post approval changes under this Collaborative Procedure 571 

 572 

 573 
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 574 

 575 

6. Withdrawals, suspensions or delistings of 576 

prequalified IVDs and national deregistrations 577 

6.1 If a WHO-prequalified product is withdrawn by the 578 

manufacturer, or is suspended or delisted by WHO-PQT, WHO-PQT 579 

will inform each participating authority that has approved, or is in the 580 

process of reviewing the product pursuant to this Procedure, of the 581 

withdrawal, suspension or delisting and the reasons for taking this 582 

action, through the restricted- access website and subject to the 583 

obligations of confidentiality contained in Appendix 1, Part A. 584 

6.2 In the case that a participating NRA deregisters or suspends the 585 

registration of a prequalified IVD for any reason, the participating 586 

authority informs WHO-PQT of the decision (together with an 587 

indication of the reasons), through the restricted-access website. The 588 

information should be provided promptly whenever there are concerns 589 

about product quality, safety or efficacy and in all other cases within 590 

30 days. A participating authority is encouraged to consult WHO-PQT 591 

before adopting a decision about deregistration or suspension of 592 

registration of a WHO-prequalified product. Other participating NRAs 593 

who have registered the WHO-prequalified product in question 594 

pursuant to this Collaborative Procedure will be made aware of such 595 

national deregistration or suspension through the restricted-access 596 

website.   597 

6.3 In the case that a participating NRA deregisters or suspends 598 

registration of WHO-prequalified product at the national level, or in the 599 

case that WHO-PQT suspends or delists a prequalified product, WHO-600 

PQT adjusts accordingly the information about this product on its 601 

website.   602 
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6.4 Figure 4, below, summarizes the maintenance of registration 603 

status of a WHO prequalified product. The participating NRA should 604 

inform WHO of any regulatory action taken nationally for a product 605 

registered through the Collaborative Procedure. WHO will update the 606 

list of nationally registered products accordingly and inform other 607 

participating  NRAs, where applicable, in case of a quality or a safety 608 

related regulatory action. 609 

Figure 4: Registration maintenance 610 

611 
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Appendix 1  650 

National regulatory authority participation 651 

agreement and undertaking for national 652 

regulatory authority focal point(s) 653 

Appendix 1, Part A 654 

Agreement to participate in the collaborative procedure between the 655 

World Health Organization (WHO) Prequalification Team (WHO-656 

PQT) and national regulatory authorities (NRAs) in the assessment 657 

and accelerated national registration of WHO-prequalified in vitro 658 

diagnostics in vitro diagnostics 659 

1. Details of NRA 660 

Name of NRA:Click or tap here to enter text. (“the NRA”) 661 

Postal address: Click or tap here to enter text                                                  662 

Click or tap here to enter text                                                                                663 

Country: Click or tap here to enter text                             (“the 664 

Country”) 665 

Telephone number (please include codes): Click or tap here to enter 666 

text 667 

Email (please indicate contact details as appropriate for inclusion in the 668 

list of participating NRAs maintained on the WHO website):  Click or 669 

tap here to enter text. 670 

2. Scope of agreement 671 

Applicants for national registration of a particular WHO-prequalified in 672 

vitro diagnostic products (hereafter referred to as “Applicants”) may 673 

express their interest to the NRA in the assessment and accelerated 674 

registration of this in vitro diagnostics product (“the Product”) in the 675 

Country under the “Collaborative Procedure between WHO-PQT and 676 

NRAs in the assessment and accelerated national registration of WHO-677 
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prequalified in vitro diagnostics” (hereafter referred to as “the 678 

Procedure”).1 679 

Subject to the NRA agreeing to conduct such assessment and consider 680 

such accelerated registration of the Product under the Procedure (by 681 

submitting the form reproduced in Part B of Appendix 3 attached to the 682 

Procedure to WHO-PQT through the restricted-access website), the 683 

NRA hereby confirms for each such Product that it will adhere to, and 684 

collaborate with the WHO-PQT and the Applicant for registration of 685 

the Product in accordance with the terms of the Procedure. 686 

3. Confidentiality of information 687 

Any information and documentation relating to the Product and 688 

provided by WHO-PQT to the NRA under the Procedure may include 689 

but shall not necessarily be limited to: 690 

▪ the full WHO-PQT assessment, performance evaluation, and 691 

inspection outcomes (reports); 692 

▪ information and documentation on variations (as defined in 693 

WHO guidelines2), as well as information and documentation 694 

on any actions taken by WHO-PQT or NRAs post-695 

prequalification of the Product; 696 

▪ all such data, reports, information and documentation being 697 

hereinafter referred to as “the Information”. 698 

As regards sharing the outcomes of assessments, inspections and 699 

performance evaluation, only data owned by the WHO PQ holder and 700 

                                                           

1 If the applicant for national registration is not the same as the holder of the WHO 

prequalification (“WHO PQ holder”), the WHO PQ holder must confirm to the NRA 

and to WHO-PQT by an authorization letter (as per the template annexed to Appendix 

3, Part A) that the applicant is acting for, or pursuant to rights derived from, the WHO 

PQ holder, and that the WHO PQ holder agrees with the application of the Procedure 

in the country concerned 
2 Reportable Changes to a WHO Prequalified In Vitro Diagnostic Medical Device. 

Geneva, Switzerland: World Health Organization; 2016. Licence: CC BY-NC-SA 3.0 

IGO. https://apps.who.int/iris/bitstream/handle/10665/251915/WHO-EMP-RHT-PQT-

2016.01-

eng.pdf;jsessionid=CDBE8667BEAC848C89DF76AF52CADA65?sequence=1 
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WHO-PQT are shared. Sharing of any other data is subject to additional 701 

agreement of the data owners concerned. 702 

WHO-PQT agrees to make such information available to the NRA 703 

through a restricted-access website exclusively for the purpose of the 704 

assessment and accelerated registration of the Product in the Country 705 

and any post- registration processes that may be required, in accordance 706 

with and subject to the terms of the Procedure (“the Purpose”). The 707 

NRA agrees to treat any Information provided by WHO-PQT as 708 

aforesaid as strictly confidential and proprietary to WHO-PQT, the 709 

WHO PQ holder/Applicant and/or third parties collaborating with 710 

WHO-PQT and/or the WHO PQ holder/Applicant, as applicable. In this 711 

regard, the NRA agrees to use such Information only for the Purpose 712 

and to make no other use thereof. Thus, the NRA undertakes to 713 

maintain the Information received from WHO-PQT in strict confidence, 714 

and to take all reasonable measures to ensure that: 715 

▪ the Information received from WHO-PQT shall not be used for 716 

any purpose other than the Purpose; 717 

▪ the Information shall only be disclosed to persons who have a 718 

need to know for the aforesaid Purpose and are bound by 719 

confidentiality undertakings in respect of such information and 720 

documentation which are no less stringent than those contained 721 

herein. 722 

The NRA warrants and represents that it has adequate procedures in 723 

place to ensure compliance with its aforesaid obligations. 724 

The obligations of confidentiality and restrictions on use contained 725 

herein shall not cease on completion of the Purpose. 726 

The obligations of confidentiality and restrictions on use contained 727 

herein shall not apply to any part of the Information which the NRA is 728 

clearly able to demonstrate: 729 

▪ was in the public domain or the subject of public knowledge at 730 

the time of disclosure by WHO-PQT to the NRA under the 731 

Procedure; or 732 
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▪ becomes part of the public domain or the subject of public 733 

knowledge through no fault of the NRA; or 734 

▪ is required to be disclosed by law, provided that the NRA shall 735 

in such event immediately notify WHO-PQT and the Applicant 736 

in writing of such obligation and shall provide adequate 737 

opportunity to WHO-PQT and/or the Applicant to object to such 738 

disclosure or request confidential treatment thereof (provided 739 

always, however, that nothing contained herein shall be 740 

construed as a waiver of the privileges and immunities enjoyed 741 

by WHO-PQT and/or as submitting WHO-PQT to any national 742 

court jurisdiction). 743 

Upon completion of the Purpose, the NRA shall cease all use and make 744 

no further use of the Information disclosed to it under the Procedure, 745 

and shall promptly destroy all of the Information received from WHO-746 

PQT which is in tangible or other form, except that the NRA may retain 747 

copies of the Information in accordance with its established archival 748 

procedures, subject always, however, to the above-mentioned 749 

obligations of confidentiality and restrictions on use. The Purpose for 750 

each product shall be deemed completed as soon as: 751 

▪ the WHO PQ holder/Applicant discontinues participation in the 752 

Procedure for the particular product; 753 

▪ the Product is deregistered by the NRA and/or delisted by 754 

WHO-PQT. 755 

The access right of the NRA’s focal point(s) to the restricted-access 756 

website will cease automatically upon the NRA ceasing to participate in 757 

the Procedure. If and as soon as an NRA focal point is replaced by a 758 

new focal point or ceases to be an employee of the NRA, such focal 759 

point’s access to the restricted-access website shall automatically 760 

terminate. 761 

The NRA agrees that it has no right in or to the Information and that 762 

nothing contained herein shall be construed, by implication or 763 

otherwise, as the grant of a license to the NRA to use the Information 764 

other than for the Purpose. 765 

4. Timelines 766 
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In respect of each Product that the NRA agrees to assess and consider 767 

for accelerated registration under the Procedure, the NRA undertakes to 768 

abide by the terms of the Procedure, including but not limited to the 769 

following timelines for processing each application: 770 

▪ within 90 calendar days of regulatory time3 after obtaining 771 

access (through the restricted access website) to: 772 

- the data submitted to WHO-PQT for prequalification of 773 

the Product and owned by the WHO PQ holder, 774 

- the full WHO-PQT assessment, performance evaluation, 775 

and inspection outcomes (reports), the NRA undertakes 776 

to take a decision on the national registration of the 777 

Product; 778 

▪ within 30 working days of the NRA’s decision on national 779 

registration of the Product, the NRA undertakes to inform 780 

WHO-PQT of this decision and of any deviations from WHO 781 

conclusions during prequalification (with an indication of the 782 

reasons for such deviations) by completing and submitting the 783 

form attached as Appendix 3, Part C to the Procedure to WHO-784 

PQT through the restricted-access website; 785 

▪ if a national variation procedure results in the nationally-786 

registered product being no longer the same4 as the WHO-787 

prequalified product, or if and to the extent a variation of a 788 

WHO-prequalified product is not followed by a variation of the 789 

                                                           

3 Regulatory time starts after a valid application for the registration according to the 

Procedure has been received and access to the confidential information has been 

granted (whichever is the later) and continues until the date of decision on 

registration. The regulatory time does not include the time granted to the applicant to 

complete missing parts of the documentation, provide additional data or respond to 

queries raised by NRAs.  

4 Within the context of this Procedure, the same in vitro diagnostic is characterized by 

the same name, including proprietary name, the same information, same design with 

comparable components from the same suppliers, same specifications, same 

regulatory version code, same site of the manufacturer and quality management 

system, the same data on quality and performance, the same intended use, same 

labelling and packaging, and the same instructions for use. 
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nationally-registered product and as a consequence, the 790 

nationally-registered product is no longer the same as the WHO-791 

prequalified product, the NRA undertakes to inform WHO-PQT 792 

thereof (together with an indication of the reasons for such 793 

deviations) within 30 days of the conclusion of the national 794 

variation procedure or within 30 days of having received access 795 

to the information and documentation provided by WHO-PQT, 796 

as the case may be (i.e. by completing and submitting the form 797 

attached to the Procedure as Appendix 4 to WHO-PQT through 798 

the restricted-access website);5 799 

▪ the NRA undertakes to inform WHO-PQT in the case that the 800 

NRA deregisters or suspends the registration of the Product in 801 

the Country, by completing and submitting the form attached to 802 

the Procedure as an Appendix 4, to WHO-PQT through the 803 

restricted- access website, and to do so promptly if this decision 804 

is based on quality, safety or efficacy concerns, and within 805 

30 days if this decision is based on other reasons. 806 

5. Focal points for access to restricted-access website 807 

The NRA has designated the person(s) listed below to act as focal 808 

point(s) for access to WHO-PQT’s restricted-access website. The 809 

undertaking(s) completed and signed by the focal point(s) is (are) 810 

attached hereto as an Appendix to this agreement. 811 

Any change in designated focal points must be communicated to WHO-812 

PQT without delay in writing and will be subject to the new focal point 813 

having signed and submitted to WHO-PQT the undertaking reproduced 814 

in Appendix 1, Part B to the Procedure. The NRA also undertakes to 815 

inform WHO-PQT if and as soon as a designated focal point ceases to 816 

be an employee of the NRA. 817 

818 

                                                           

5 If the fact that a WHO‑prequalified product has been registered in a country pursuant 

to this Procedure has been made public, any subsequent deviations should also be 

made public 
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 819 

6. Focal point for inspections 820 

If applicable, this should be the same focal point as for the “WHO-PQT 821 

Collaborative Procedure with NRAs in inspection activities” 822 

(http://who.int/prequal, “Inspections”). The same person should be 823 

designated for inspections of in vitro diagnostics. 824 

 825 

1. Mr/Ms/Dr 826 

First name (and initials): Click or tap here to enter text                              827 

Surname/family name: Click or tap here to enter text                               828 

Title in NRA:  Click or tap here to enter text                               829 

Email:  Click or tap here to enter text                              830 

Telephone: Click or tap here to enter text                              831 

☐ A signed Undertaking is attached. 832 

7. Focal point(s) for dossier assessment 833 

Different persons can be nominated dossier assessment and 834 

performance evaluation. The same person may be nominated to be the 835 

focal point for inspections, performance evaluation and dossier 836 

assessment. If additional person(s) are nominated for dossier 837 

assessment, please complete the details below. 838 

 839 

2. Mr/Ms/Dr as a focal point for  840 

Dossier assessment only    ☐ 841 

Dossier assessment and performance evaluation ☐ 842 

First name (and initials): Click or tap here to enter text                              843 

Surname/family name: Click or tap here to enter text                               844 

Title in NRA: Click or tap here to enter text                              845 

Email:  Click or tap here to enter text                              846 

http://who.int/prequal
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Telephone: Click or tap here to enter text                              847 

☐ A signed Undertaking is attached. 848 

 849 

3. Mr/Ms/Dr as a focal point for laboratory evaluation 850 

First name (and initials): Click or tap here to enter text                              851 

Surname/family name: Click or tap here to enter text                               852 

Title in NRA: Click or tap here to enter text                              853 

Email:  Click or tap here to enter text                              854 

Telephone: Click or tap here to enter text                              855 

☐ A signed Undertaking is attached.  856 

 857 

8. Miscellaneous 858 

The NRA agrees that WHO-PQT may list its name on the WHO-PQT 859 

website as a participant in the Procedure. Except as provided 860 

hereinbefore, neither party shall, without the prior written consent of 861 

the other party, refer to the relationship of the parties under this 862 

Agreement and/or to the relationship of the other party to the Product, 863 

the Information and/or the Purpose, in any statement or material of an 864 

advertising or promotional nature. 865 

This Agreement shall not be modified except by mutual agreement of 866 

WHO and the NRA in writing. The NRA furthermore undertakes to 867 

promptly inform WHO-PQT of any circumstances or change in 868 

circumstances that may affect the implementation of this Agreement. 869 

The parties shall use their best efforts to settle amicably any dispute 870 

relating to the interpretation or execution of this Agreement. In the 871 

event of failure of the latter, the dispute shall be settled by arbitration. 872 

The arbitration shall be conducted in accordance with the modalities to 873 

be agreed upon by the parties or in the absence of agreement, with the 874 

UNCITRAL Arbitration Rules in effect on the date of this Agreement. 875 

The parties shall accept the arbitral award as final. 876 
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It is agreed furthermore that nothing contained in or relating to the 877 

Procedure or this Agreement shall be construed as a waiver of any of 878 

the privileges and immunities enjoyed by WHO under national and 879 

international law, and/or as submitting WHO to any national court 880 

jurisdiction. 881 

Agreed and accepted for in vitro diagnostics. 882 

 883 

For the NRA 884 

Signature: Click or tap here to enter text                              885 

Name: Click or tap here to enter text                              886 

Title: Click or tap here to enter text                              887 

Place:  Click or tap here to enter text                              888 

Date (dd/mm/yyy): Click or tap here to enter text                              889 

Attachments: 890 

Signed Undertaking(s) of NRA focal point(s) (Appendix 1, Part B) 891 
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Appendix 1, Part B  892 

Undertaking for NRA focal point(s) 893 

The undersigned: 894 

Mr/Ms/Dr 895 

First name (and initials): Click or tap here to enter text                              896 

Surname/family name: Click or tap here to enter text                               897 

Title in NRA:  Click or tap here to enter text                               898 

Name of NRA:Click or tap here to enter text. (“the NRA”) 899 

Country: Click or tap here to enter text                             (“the 900 

Country”) 901 

Email:  Click or tap here to enter text                              902 

Telephone: Click or tap here to enter text                              903 

Applicants for national registration of WHO-prequalified in vitro 904 

diagnostics (hereafter referred to as “Applicants”) may express their 905 

interest to the national regulatory authority (NRA) in the assessment 906 

and accelerated national registration of such products under the 907 

“Collaborative Procedure between the World Health Organization 908 

(WHO) Prequalification Team (WHO-PQT) and national regulatory 909 

authorities in the assessment and accelerated national registration of 910 

WHO-prequalified in vitro diagnostics” (hereafter referred to as “the 911 

Procedure”).1 912 

Subject to the NRA agreeing to conduct  such assessment and consider 913 

such accelerated registration of a WHO-prequalified product under the 914 

Procedure, WHO-PQT will communicate confidential Information (as 915 

hereinafter defined) relating to each such product to the NRA, and the 916 

                                                           

1 If the applicant for national registration is not the same as the holder of the WHO 

prequalification (the “WHO PQ holder”), the WHO PQ holder must confirm to the 

NRA and to WHO-PQT by an authorization letter (as per the template annexed to 

Appendix 3, Part A) that the applicant is acting for, or pursuant to rights derived from, 

the WHO PQ holder, and that the PQ holder agrees with the application of the 

Procedure in the country concerned 
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NRA will communicate outcomes of the national registration procedure 917 

and post- registration actions in respect of such products to WHO-PQT, 918 

through a restricted-access website, which can be accessed only by the 919 

focal points designated by the NRA, including the undersigned. For the 920 

purpose of accessing the restricted-access website and downloading 921 

Information and uploading reports in accordance with and subject to the 922 

terms of the Procedure, WHO-PQT will provide the undersigned with a 923 

secret access code. The undersigned undertakes to treat this access code 924 

as strictly confidential and not to disclose it to any other person 925 

whatsoever. The undersigned furthermore undertakes to take all 926 

precautionary measures that may be needed to prevent any other person 927 

whatsoever from obtaining the aforesaid secret access code and from 928 

accessing the restricted-access website (i.e. except for the other 929 

designated focal points who have signed this Undertaking). 930 

“Information” as aforesaid means any information and documentation 931 

relating to a WHO-prequalified product to be provided by WHO-PQT 932 

to the NRA under the Procedure, including but not necessarily limited 933 

to: 934 

▪ the full WHO-PQT assessment and inspection outcomes 935 

(reports) and if relevant, also results of performance evaluation; 936 

▪ information and documentation on subsequent variations (as 937 

defined in WHO guidelines2), as well as information and 938 

documentation on any actions taken by WHO-PQT or NRAs 939 

post-prequalification of the Product. 940 

As regards sharing the outcomes of assessments, inspections and 941 

performance evaluation, only data owned by the WHO PQ holder and 942 

WHO-PQT are shared. Sharing of any other data is subject to additional 943 

agreement of the data owners concerned. 944 

The undersigned confirms that: 945 

                                                           
2 Reportable Changes to a WHO Prequalified In Vitro Diagnostic Medical Device. 

Geneva, Switzerland: World Health Organization; 2016. Licence: CC BY-NC-SA 3.0 

IGO. https://apps.who.int/iris/bitstream/handle/10665/251915/WHO-EMP-RHT-PQT-

2016.01-

eng.pdf;jsessionid=CDBE8667BEAC848C89DF76AF52CADA65?sequence=1 
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1. the NRA has bound him or her to obligations of confidentiality 946 

and restrictions on use no less stringent than those contained in 947 

Appendix 1, Part A to the Procedure; and that  948 

2. the aforesaid obligations of confidentiality and restrictions on 949 

use shall not cease on completion of the assessment and 950 

accelerated registration of any product in the Country, nor on 951 

completion of any post-registration processes that may be 952 

required, nor on the undersigned ceasing to be an employee of 953 

(or ceasing to have another relationship with) the NRA. 954 

The undersigned shall automatically cease having the right to access the 955 

restricted-access website when the NRA designates a new focal point to 956 

replace the undersigned or when the undersigned ceases to be an 957 

employee of the NRA. 958 

This Undertaking shall not be modified except by mutual agreement of 959 

WHO and the undersigned in writing. The undersigned furthermore 960 

undertakes to promptly inform WHO-PQT of any circumstances or 961 

changes in circumstances that may affect the implementation of this 962 

Undertaking.  963 

The parties shall use their best efforts to settle amicably any dispute 964 

relating to the interpretation or execution of this Undertaking. In the 965 

event of failure of the latter the dispute shall be settled by arbitration. 966 

The arbitration shall be conducted in accordance with the modalities to 967 

be agreed upon by the parties or in the absence of agreement, with the 968 

UNCITRAL Arbitration Rules in effect on the date of this Undertaking. 969 

The parties shall accept the arbitral award as final. 970 

It is agreed furthermore that nothing contained in or relating to the 971 

Procedure or this Undertaking shall be construed as a waiver of any of 972 

the privileges and immunities enjoyed by WHO under national and 973 

international law, and/or as submitting WHO to any national court 974 

jurisdiction. 975 

Agreed and accepted by the undersigned: 976 

Signature: Click or tap here to enter text                              977 

Name: Click or tap here to enter text                              978 

Title: Click or tap here to enter text                              979 

Place:  Click or tap here to enter text                              980 
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Date (dd/mm/yyy): Click or tap here to enter text                              981 
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Appendix 2 982 

Consent of WHO prequalification holder for 983 

WHO to share information with the national 984 

regulatory authority confidentially under the 985 

Procedure 986 

Reference is made to the attached expression of interest in the 987 

assessment and accelerated national registration under the 988 

“Collaborative Procedure between the World Health Organization 989 

(WHO) Prequalification Team (WHO-PQT) and national regulatory 990 

authorities in the assessment and accelerated national registration of 991 

WHO-prequalified in vitro diagnostics” (hereafter referred to as “the 992 

Procedure”) of the following WHO-prequalified in vitro diagnostic 993 

(hereafter referred to as “the Product”) in Click or tap here to enter text                             994 

[country] (the “Country”).1 995 

☐ in vitro diagnostic 996 

WHO prequalification details: 997 

WHO prequalification (PQ) reference number: Click or tap here to 998 

enter text 999 

Date of prequalification (dd/mm/yyyy): Click or tap here to enter text 1000 

Date of requalification (if applicable): Click or tap here to enter text 1001 

 Name of WHO PQ holder:2  Click or tap here to enter text                              1002 

Application details: 1003 

Name of entity: Click or tap here to enter text                              (“the 1004 

Applicant”)  1005 

                                                           

1 Please complete a separate copy of this Appendix for each country. 

2 If the applicant for national registration is not the same as the holder of WHO 

prequalification (“WHO PQ holder”), the WHO PQ holder must confirm to the NRA 

and to WHO-PQT by an authorization letter (as per the template annexed to Appendix 

3, Part A) that the applicant is acting for, or pursuant to rights derived from, the WHO 

PQ 
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Street: Click or tap here to enter text                              1006 

City and country: Click or tap here to enter text                              1007 

Email: Click or tap here to enter text                              1008 

Telephone: Click or tap here to enter text                               1009 

The WHO PQ holder hereby consents to the WHO Prequalification 1010 

Team (WHO-PQT) providing the following information and 1011 

documentation to the national regulatory authority (NRA) of Click or 1012 

tap here to enter text     [country] (“the NRA”) for the assessment and 1013 

accelerated registration of the Product in the country under the 1014 

Procedure and to freely discuss the same with the aforesaid NRA for 1015 

this purpose: 1016 

▪ the full WHO-PQT assessment and inspection outcomes 1017 

(reports), results of performance evaluation and, if relevant, also 1018 

assessment and inspections reports of other regulatory bodies, 1019 

provided that these bodies gave their written consent to the use 1020 

of such reports for the purpose of the Procedure; 1021 

▪ information and documentation on subsequent variations (as 1022 

defined in WHO guidelines3), as well as information and 1023 

documentation on any actions taken by WHO-PQT post- 1024 

prequalification of the Product; 1025 

▪ all such data, reports, information and documentation being 1026 

hereinafter referred to as “the Information”. 1027 

As regards sharing the outcomes of assessments, inspections and 1028 

performance evaluations, only data owned by the WHO PQ holder and 1029 

WHO-PQT are shared. Sharing of any other data is subject to additional 1030 

agreement of the data owners concerned.4 1031 

                                                           
3 Reportable Changes to a WHO Prequalified In Vitro Diagnostic Medical Device. 

Geneva, Switzerland: World Health Organization; 2016. Licence: CC BY-NC-SA 3.0 

IGO. https://apps.who.int/iris/bitstream/handle/10665/251915/WHO-EMP-RHT-PQT-

2016.01-

eng.pdf;jsessionid=CDBE8667BEAC848C89DF76AF52CADA65?sequence=1 
4 In the case that certain data submitted to WHO-PQT by the WHO PQ holder in 

relation to the prequalification of the Product are not in his/her ownership, the WHO 

PQ holder specifies such data in an annex to this declaration of consent. 
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Such consent is subject to the NRA having entered into an agreement 1032 

with WHO-PQT as per Part A of Appendix 1 to the Procedure and 1033 

having agreed to conduct the assessment and consider the accelerated 1034 

registration of the Product under the Procedure, by having submitted 1035 

the form reproduced in Part B of Appendix 3 to the Procedure to WHO-1036 

PQT. 1037 

The WHO PQ holder/Applicant commits to submit post-1038 

prequalification variations to WHO-PQT and any relevant participating 1039 

authorities respecting national regulatory requirements. Variations 1040 

should be submitted to participating authorities at the latest 30 calendar 1041 

days after acceptance of the variation by WHO-PQT. Participating 1042 

authorities should be informed about the fact that the same application 1043 

for a variation is being processed by WHO-PQT. If a national variation 1044 

procedure the same5 as the WHO-prequalified product, or if a variation 1045 

of the WHO- prequalified product is not followed by a variation of the 1046 

nationally-registered product and, as a consequence, the nationally-1047 

registered product is no longer the same, the WHO PQ 1048 

holder/Applicant will inform WHO-PQT of the differences and their 1049 

reasons. 1050 

 1051 

For the WHO PQ holder 1052 

Signature: Click or tap here to enter text                              1053 

Name: Click or tap here to enter text                              1054 

Title: Click or tap here to enter text                              1055 

Place:  Click or tap here to enter text                     1056 

Date (dd/mm/yyy): Click or tap here to enter text                              1057 

1058 

                                                           

5 Within the context of this Procedure, the same in vitro diagnostic is characterized by 

the same name, including proprietary name, the same information, same design with 

comparable components from the same suppliers, same specifications, same 

regulatory version code, same site of the manufacturer and quality management 

system, the same data on quality and performance, the same intended use, same 

labelling and packaging, and the same instructions for use. 
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Appendix 3 1059 

Expression of interest to national regulatory 1060 

authority (NRA) in the assessment and accelerated 1061 

national registration, acceptance by NRA and 1062 

notification of Procedure outcomes 1063 

Appendix 3, Part A 1064 

Expression of interest to the national regulatory authorities (NRAs) 1065 

in the assessment and accelerated national registration of a World 1066 

Health Organization (WHO)-prequalified in vitro diagnostic 1067 

In line with the “ Collaborative Procedure between the World Health 1068 

Organization (WHO) Prequalification Team (WHO-PQT) and national 1069 

regulatory authorities in the assessment and accelerated national 1070 

registration of WHO-prequalified in vitro diagnostics” (hereafter 1071 

referred to as “the Procedure”), the undersigned Applicant1 expresses 1072 

its interest in the application of the Procedure  by the NRA of Click or 1073 

tap here to enter text                              [country] (“the NRA”) in 1074 

respect of the following submission for national registration: 1075 

☐ in vitro diagnostic 1076 

Application details: 1077 

Name of entity: Click or tap here to enter text                              (“the 1078 

Applicant”) 1079 

Street: Click or tap here to enter text                              1080 

City and country: Click or tap here to enter text                              1081 

                                                           

1 If the applicant for national registration is not the same as the WHO prequalification 

(PQ) holder, the WHO PQ holder must confirm to the NRA and to 

WHO/Prequalification Team (PQT) by an authorization letter (as per the template 

annexed to Appendix 3, Part A) that the applicant is acting for, or pursuant to rights 

derived from, the WHO PQ holder, and that the PQ holder agrees with the application 

of the Procedure in the country concerned 
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Email:Click or tap here to enter text                              1082 

Telephone: Click or tap here to enter text                              1083 

Date of application (dd/mm/yyyy): Click or tap here to enter text   1084 

Product name in national system (if known): Click or tap here to enter 1085 

text                               1086 

National reference number (if known): Click or tap here to enter text  1087 

Product details for in vitro diagnostic 1088 

Product name: Click or tap here to enter text                              1089 

Product code(s):  Click or tap here to enter text                              1090 

Regulatory version: Click or tap here to enter text                              1091 

Manufacturer: Click or tap here to enter text                              1092 

Manufacturing site(s): Click or tap here to enter text                              1093 

Packaging: Click or tap here to enter text                              1094 

WHO prequalification details: 1095 

WHO PQ reference number: Click or tap here to enter text                              1096 

Date of prequalification (dd/mm/yyyy): Click or tap here to enter text   1097 

WHO PQ holder: Click or tap here to enter text                              1098 

The Applicant confirms that the information and documentation 1099 

provided in support of the above-mentioned submission for national 1100 

registration is true and correct, that the product submitted for national 1101 

registration is the same2 as the WHO-prequalified product and that the 1102 

                                                           

2 Within the context of this Procedure, the same in vitro diagnostic is characterized by 

the same name, including proprietary name, the same information, same design with 

comparable components from the same suppliers, same specifications, same 

regulatory version code, same site of the manufacturer and quality management 

system, the same data on quality and performance, the same intended use, same 

labelling and packaging, and the same instructions for use. 
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technical information in the registration dossier is the same3 as that 1103 

approved by WHO-PQT during the initial prequalification procedure, 1104 

and consecutive variation/change procedures.  Minor differences4 from 1105 

the information submitted to WHO-PQT are the following: 1106 

Click or tap here to enter text                              1107 

Click or tap here to enter text                              1108 

Click or tap here to enter text                              1109 

Subject to the NRA agreeing to conduct the assessment and consider 1110 

the accelerated registration of the Product under the Procedure, the 1111 

Applicant: 1112 

1. undertakes to adhere to, and collaborate with the NRA and 1113 

WHO-PQT in accordance with the terms of the Procedure; 1114 

and 1115 

2. will authorize WHO-PQT5 to provide the NRA confidential 1116 

access to the following information and documentation and 1117 

to freely discuss the same with the aforesaid NRA for the 1118 

above-mentioned Purpose: 1119 

▪ the full WHO-PQT assessment and inspection outcomes 1120 

(reports), results of performance evaluation and if 1121 

relevant, also assessment and inspections reports of 1122 

other regulatory bodies, provided that these bodies gave 1123 

their written consent to the use of such reports for the 1124 

purpose of the Procedure, 1125 

                                                           

3 Only the technical data included in the dossier must be the same. There may be 

country‑specific differences in administrative data, or if required by NRAs under 

exceptional circumstances, additional technical data can be provided. 

4 As defined in section 3.2. of the Procedure, examples of minor differences which are 

not considered essential may include differences in administrative information, name 

of applicant (provided that the applicant is acting for, and has the authority to 

represent the WHO PQ holder), and language of product information. 

5 If the applicant for national registration is not the same as the WHO PQ holder, then 

the authorization to WHO/PQT must be provided by the WHO PQ holder or their 

legal representative.  
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▪ information and documentation on subsequent variations 1126 

(as defined in WHO guidelines6), as well as information 1127 

and documentation on any actions taken by WHO-PQT 1128 

post- prequalification of the Product. 1129 

As regards sharing the outcomes of assessments, inspections and 1130 

performance evaluations, only data owned by the WHO PQ holder 1131 

and WHO are shared. Sharing of any other data is subject to 1132 

additional agreement of the data owners concerned. 1133 

3. authorizes the NRA to freely share and discuss with WHO-PQT 1134 

all registration-related and Product-related information 1135 

provided by the Applicant to the NRA, subject to the 1136 

obligations of confidentiality and restrictions on use as 1137 

contained in the NRA’s participation agreement and focal 1138 

points’ undertakings. 1139 

☐The application for national registration was submitted before the 1140 

Applicant decided to apply the Procedure to the Product and therefore 1141 

at the time of submission the registration dossier did not respect 1142 

conditions of the Procedure. Steps taken to update the submission to the 1143 

NRA to make the dossier “the same” as required by the Procedure are 1144 

listed and referenced in the attached letter. 1145 

☐The Applicant is not the WHO PQ holder. An authorization letter 1146 

from the WHO PQ holder is attached. 1147 

 1148 

For the Applicant 1149 

Signature: Click or tap here to enter text                              1150 

Name: Click or tap here to enter text                              1151 

Title: Click or tap here to enter text                              1152 

Place:  Click or tap here to enter text                              1153 

Date (dd/mm/yyy): Click or tap here to enter text                              1154 

                                                           
6 Reportable Changes to a WHO Prequalified In Vitro Diagnostic Medical Device. 

Geneva, Switzerland: World Health Organization; 2016. Licence: CC BY-NC-SA 3.0 

IGO. https://apps.who.int/iris/bitstream/handle/10665/251915/WHO-EMP-RHT-PQT-

2016.01-

eng.pdf;jsessionid=CDBE8667BEAC848C89DF76AF52CADA65?sequence=1 
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 1155 
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Template for authorization letter 1156 

[To be provided if the applicant is not the WHO PQ holder. Please 1157 

provide a separate letter for each NRA concerned, with a copy to 1158 

WHO-PQT.] 1159 

 1160 

This is to confirm that Click or tap here to enter text                (name of 1161 

applicant) seeking registration for the WHO-prequalified in vitro 1162 

diagnostic product number Click or tap here to enter text            (WHO 1163 

PQ number) in Click or tap here to enter text           (name of country) 1164 

under the “Collaborative Procedure between the World Health 1165 

Organization (WHO) Prequalification Team (WHO-PQT) and national 1166 

regulatory authorities in the assessment and accelerated national 1167 

registration of WHO-prequalified in vitro diagnostics” (“the 1168 

Procedure”), is acting for, or pursuant to rights derived from Click or 1169 

tap here to enter text             (name of WHO PQ holder) and that Click 1170 

or tap here to enter text      (name of WHO PQ holder) agrees with the 1171 

application of the Procedure in the country concerned. 1172 

 1173 

For Click or tap here to enter text                             (name of WHO PQ 1174 

holder): 1175 

Signature: Click or tap here to enter text                              1176 

Name: Click or tap here to enter text                              1177 

Title: Click or tap here to enter text                              1178 

Place:  Click or tap here to enter text                              1179 

Date (dd/mm/yyy): Click or tap here to enter text                              1180 
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Appendix 3, Part B 1181 

Decision on acceptance by the NRA to apply the Procedure to a 1182 

specified WHO- prequalified in vitro diagnostic product and request 1183 

for access to product-specific information and documentation 1184 

Please complete all fields marked *. For other fields, if there have been 1185 

changes to the details as completed in Part A, please complete the 1186 

relevant fields below. Where fields below are left blank, the data in Part 1187 

A are considered to be valid. 1188 

Application details: 1189 

Name of entity: Click or tap here to enter text                              (“the 1190 

Applicant”) 1191 

Street: Click or tap here to enter text                              1192 

City and country: Click or tap here to enter text                              1193 

Email:Click or tap here to enter text                              1194 

Telephone: Click or tap here to enter text                              1195 

*Date of receipt of submission (dd/mm/yyyy): Click or tap here to enter 1196 

text   1197 

Product name in national system (if known): Click or tap here to enter 1198 

text                               1199 

*National reference number (if known): Click or tap here to enter text  1200 

Product details for in vitro diagnostic 1201 

Product name: Click or tap here to enter text                              1202 

Product code(s):  Click or tap here to enter text                              1203 

Regulatory version: Click or tap here to enter text                              1204 

Manufacturer: Click or tap here to enter text                              1205 

Manufacturing site(s): Click or tap here to enter text                              1206 

Packaging: Click or tap here to enter text                              1207 

1208 
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 1209 

WHO prequalification details: 1210 

*WHO PQ reference number: Click or tap here to enter text        1211 

Date of prequalification (dd/mm/yyyy): Click or tap here to enter text   1212 

Name of WHO PQ holder: Click or tap here to enter text                              1213 

 1214 

Please complete either section A or section B below: 1215 

☐Section A 1216 

The NRA agrees to conduct the assessment and the accelerated 1217 

registration of the above-mentioned product (“the Product”) under the 1218 

Procedure and requests access to product-specific information, in 1219 

accordance with and subject to the terms of the Procedure and the 1220 

Agreement between WHO/ PQT and the NRA dated Click or tap here 1221 

to enter text  (dd/mm/yyyy). 1222 

☐Section B 1223 

The NRA has decided not to apply the Procedure to the above-1224 

mentioned Product for the following reasons:  Click or tap here to enter 1225 

text      1226 

Click or tap here to enter text                               1227 

 1228 

 1229 

*For the NRA of Click or tap here to enter text                                  1230 

(indicate country) 1231 

Signature: Click or tap here to enter text                              1232 

Name: Click or tap here to enter text                              1233 

Title: Click or tap here to enter text                              1234 

Place:  Click or tap here to enter text                              1235 

*Date (dd/mm/yyy): Click or tap here to enter text                              1236 

 1237 
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Appendix 3, Part C  1238 

Notification of outcomes of national registration procedure by the 1239 

NRA 1240 

Product and application details, as completed in Parts A and B above, 1241 

apply. 1242 

Please complete either section A or section B below: 1243 

☐  Section A 1244 

Registration has been granted under the terms of the Procedure, 1245 

and the above-mentioned product (“the Product”) is identified 1246 

as follows in the national medicines register: 1247 

Name of the Product: Click or tap here to enter text                              1248 

National registration number: Click or tap here to enter text                              1249 

Date of registration (dd/mm/yyyy): Click or tap here to enter text 1250 

Non-regulatory time (days): Click or tap here to enter text                              1251 

Product details (if different from those specified in Parts A and B): 1252 

Product name: Click or tap here to enter text                              1253 

Product code(s):  Click or tap here to enter text                              1254 

Regulatory version: Click or tap here to enter text                              1255 

Manufacturer: Click or tap here to enter text                              1256 

Manufacturing site(s): Click or tap here to enter text                              1257 

Packaging: Click or tap here to enter text                              1258 

Registration holder (if different from the Applicant as specified in 1259 

Parts A and B): 1260 

Name of entity: Click or tap here to enter text                              1261 

Street: Click or tap here to enter text                              1262 

City and country: Click or tap here to enter text                              1263 
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Email:Click or tap here to enter text                              1264 

Telephone: Click or tap here to enter text                              1265 

 1266 

Are the national registration conclusions different from prequalification 1267 

outcomes?1 ☐Yes   ☐No 1268 

If you answered yes to the above question, please specify: 1269 

Deviation Reason 

Click or tap here to enter text Click or tap here to enter text 

Click or tap here to enter text Click or tap here to enter text 

Please specify whether registration is subject to specific commitments, 1270 

the registration is provisional or conditional, use of the Product is 1271 

limited by specific restrictions, or additional trials or additional data are 1272 

required: Click or tap here to enter text 1273 

 1274 

☐ Section B 1275 

 Please complete as appropriate: 1276 

☐ The application for registration of the Product was rejected for 1277 

the following reasons: Click or tap here to enter text 1278 

☐ The collaborative procedure was discontinued for this 1279 

application for the following reasons: Click or tap here to enter text 1280 

 1281 

For the NRA 1282 

Signature: Click or tap here to enter text                              1283 

Name: Click or tap here to enter text                              1284 

Title: Click or tap here to enter text                              1285 

Place:  Click or tap here to enter text                              1286 

                                                           

1 This refers to deviations in indications, contraindications, intended use, special 

warnings and precautions for use, storage conditions and shelf life. 
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Date (dd/mm/yyy): Click or tap here to enter text                              1287 

1288 
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Appendix 4  1289 

Report on post-registration actions in respect of a 1290 

product registered under the Procedure 1291 

☐Variation of the national registration resulting in the national 1292 

registration conditions being inconsistent with the WHO-PQT 1293 

prequalification conclusions 1294 

☐Deregistration or suspension of the registration of the product 1295 

Product details: 1296 

Product name in national system: Click or tap here to enter text (“the 1297 

Product”) 1298 

National registration number: Click or tap here to enter text 1299 

Date of registration (dd/mm/yyyy): Click or tap here to enter text 1300 

WHO prequalification details: 1301 

WHO PQ reference number: Click or tap here to enter text 1302 

Date of prequalification (dd/mm/yyyy): Click or tap here to enter text 1303 

Name of WHO PQ holder: Click or tap here to enter text 1304 

☐The national variation procedure has resulted in the nationally-1305 

registered Product being no longer the same1 as the WHO-prequalified 1306 

product. 1307 

Deviation Reason 

Click or tap here to enter text Click or tap here to enter text 

Click or tap here to enter text Click or tap here to enter text 

                                                           

1 Within the context of this Procedure, the same in vitro diagnostic is characterized by 

the same name, including proprietary name, the same information, same design with 

comparable components from the same suppliers, same specifications, same 

regulatory version code, same site of the manufacturer and quality management 

system, the same data on quality and performance, the same intended use, same 

labelling and packaging, and the same instructions for use. 
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☐The variation notified to the NRA by WHO-PQT has not been 1308 

followed by a variation of the nationally-registered Product and, as a 1309 

consequence, the nationally-registered product is no longer the same1 as 1310 

the WHO- prequalified product. 1311 

Deviation Reason 

Click or tap here to enter text Click or tap here to enter text 

Click or tap here to enter text Click or tap here to enter text 

☐The Product has been deregistered or the registration of the Product 1312 

has been suspended. 1313 

Deregistration: ☐Yes   ☐No 1314 

Suspension of registration: ☐Yes   ☐No 1315 

Effective date: Click or tap here to enter text (dd/mm/yyyy) 1316 

Reasons: 1317 

Click or tap here to enter text 1318 

Click or tap here to enter text 1319 

Click or tap here to enter text 1320 

 1321 

 1322 

For the NRA 1323 

Signature: Click or tap here to enter text                              1324 

Name: Click or tap here to enter text                              1325 

Title: Click or tap here to enter text                              1326 

Place:  Click or tap here to enter text                              1327 

Date (dd/mm/yyy): Click or tap here to enter text                              1328 

 1329 


