
ACCORDINGTOANNEXIIEUIVDR2017/746

“The technical documentation and, if applicable, the summary thereof to be drawn up by the manufacturer shall be  

presented in a clear, organised, readily searchable and unambiguous manner and shall include in particular the  

elements listed in Annex II"

IVDR TECHNICAL DOCUMENTATION STRUCTURE GAP ANALYSIS

Name, General Description, Basic UDI-DI

Intended Purpose (in-depth)

Principle of Assay Method or Principles of Operation

Classification including Rule Justification,  

Rationale for Classification as a Device

Description of Components and Reactive Ingredients

Specimen, Transport Materials, Specifications forUse

Assay characteristics

Previous Generations and Similar Devices on Markets

Accessories or Products for use with Device

Labels

IFUs

Critical Ingredients

Major Subsystems and Analytical Technology

Instruments and Software

Data Interpretation Methodology

Design Aspects for Self-Testing or Near-Testing

GSPR Link to Verification/Validation including Precise 

Identity of Evidence Documents for each Harmonised

Standard and Common Specification

Risk Management Plan (RMP)

Risk Management Methods (e.g., Preliminary Hazard  

Analysis, D-FMEA, P-FMEA, FTA, HAZOP, HACCP)

Risk Management Report (RMR), including Benefit-

Risk Analysis

Performance Evaluation Plan and Report

Specimen Type –

Analytical Performance Characteristics

Metrological Traceability of Calibrator  

and Control Material Values

Measuring Range of the Assay  

and Definition of Assay Cut-off

Analytical Performance Report (Annex XIII)

Clinical Performance Study Plan and Report

Post-Market Performance Follow-Up (PMPF)

Claimed Shelf-Life

In-Use Stability

Shipping Stability

Verification, Validation and Testing Summary

If Sterile or Microbiological - Description of Environmental  

Conditions, Manufacturing Conditions, Methods Used,  

Packaging, Sterilisation - Validation Report

If Contains Tissues, Cells and Substances of Human  

or Microbial – Info on Origin of Material

and Collection Conditions

If Connected to Other Equipment – Description of  

Combination including proof of conformity to GSPRs  

and Performance Requirements

If Measuring –

Description of Methods to Ensure Accuracy

List of Applied Standards  

including Common Specifications

GSPR Checklist/Matrix  

(Matrix and Conformity Route Strategy)
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