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Dossier Aspects



Purpose of the dossier

 The dossier contains a subset of the technical 
documentation held by the manufacturer 
 to demonstrate that the IVD to which it applies 

conforms to the “Essential Principles of Safety and 
Performance of Medical Devices” as defined by GHTF

 The dossier reflects the status of the IVD at a 
particular moment in time



Purpose of the dossier

 It should also provide sufficient information to inform 
the PQ Inspection team regarding:
 Sites responsible for design and manufacture to enable 

planning of inspection/s
 Information regarding the maturity of the manufacturer’s 

QMS

 It should provide sufficient information to determine 
the regulatory version submitted to PQ and to ensure 
the data in the dossier is relevant to this version

 It should demonstrate that the Mx has considered the 
safety and performance in WHO Member States.



How and when to submit a dossier

 Required, on request by WHO, for applications undergoing full 
assessment

 Must be submitted according to WHO PQDx_018 “Instructions for 
Compilation of a Product Dossier”

 The first page should be the original signed Letter of Agreement

 The “Product Dossier Checklist” WHO PQDx_049 must be 
completed and used as a Table of Contents for the dossier 
documentation

 Sample Product Dossiers available on website – example of type 
of documentation to be submitted in a Product Dossier 



Dossier Requirements

 Based on best international practice (ISO, EN, GHTF, IMDRF, CLSI…)

 Follows the content of the IMDRF MA IVD ToC
(http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-140630-rps-ivd-
toc.pdf)

 Dossier must demonstrate that the IVD conforms to the Essential Principles of 
Safety and Performance of Medical Devices (GHTF/SG1/N41R9:2005)

 Looks into critical aspects for WHO Member States often not dealt with from a 
local perspective by SRAs

 stability, risk assessment, instructions for use, etc.



Dossier Screening



Dossier Screening – Recurrent Problems

 Layout and format

 No clear identification of the product being submitted to PQ in the dossier 
documentation and reports

 Photos of the kits components are unclear/missing 

 Some sections are not documented (e.g. design changes)

 Full study reports not submitted or too summarised

 Information on training and support network not available for countries 
where the assay is supplied

 Certificates requested are not certified

 No inspection reports submitted



Dossier Assessment

• Amendments 
Reviewed

• Dossier Rated
• PQ Decision





2015 PQ Dossier related statistics

PQ 2015

Number of 

applications
22

Number of dossiers 

received

16

Number of dossiers 

reviewed
15

Number of new 

manufacturers
3

Number of reviewers 15



Dossier challenges

 Dossier submissions quality is increasing

 Mx with minimal experience in submitting to 
mature regulatory bodies in general still 
struggle to understand basic requirements

 A number of RDT manufacturers who failed in 
previous attempts are responding with 
greatly improved new submissions. 

 The lack of both general and product specific 
guidance remains a major issue.



Dossier challenges: major issues with screening

 Providing all required/requested information

 Especially “confidential” information

 Incomplete study reports

 Certified copies

 Poorly compiled dossiers

 Regulatory versions*

 Stability*

 Risk Management 



Regulatory Versions 

You may not be getting 
identical twins!

 Relates to the information associated with a submission for approval by a 

regulatory authority. 

 The submitted version is defined by all of the documentation related to 

development, manufacture, and intended use, labelling and post market 

surveillance of the product and all the documented evidence supporting 

the safety and performance claims associated with that submission. 

 Any difference  is considered to be a different regulatory version.

 Need to be sure how the data in the dossier relates to the product 

undergoing review.

 The FDA approved product may be different to the Rest of World (ROW) 

model!



Data Integrity

Maintaining and assuring the accuracy and 
consistency of data over its entire life-cycle

Data Quality

Analysing the relevance of the data in the dossier



Data integrity and quality

Data may be generated by 
 Paper based record of an observation (manual)
 Equipment or computerised

Risk to data integrity depends on 
 the system used, and 
 the possibility it can be potentially manipulated

Data integrity requirements apply equally to manual (paper) and 
electronic data

There must be appropriate data integrity controls



Data integrity principles are reflected in…

Aspects that will ensure traceability
 Comprehensive protocols

 Evidence of control eg

 User access rights and other evidence of data governance
 Controlled blank paper templates for results 

recording

 Control of intended and unintended changes

 Evidence of verification that documentation a true 
record eg senior management sign off

 Other evidence of good recording practice…



Good recording practice

Data for a study must be
 Attributable to the person generating the data

 Legible and permanent

 Contemporaneous 

 Original record

 Accurate
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Data Quality

Analysing the relevance of the data in the dossier

 Reports should be complete and transparent

 WHO assessment of a study report will assess it for bias and 
for generalisability of the results

 For accuracy studies (eg diagnostic sensitivity and specificity), 
recommend the use of  STARD list “Standards for Reporting 
Diagnostic accuracy studies”

 Study authors can use the list to write informative study 
reports



Data Quality 
http://www.stard-statement.org/



Any questions?


