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Update 

• Work done via teleconference since Sept, but 
the lion’s share was produced at the face to 
face in Brasilia Feb 5-7 (thank-you Anvisa!) 

• Generated final draft of the nIVD MA ToC for 
piloting and a pilot plan for piloting (provided 
earlier this month) 

• Working towards final MA ToCs for November 
2013 MC meeting 



nIVD MA ToC - Chapters 

The ToC is divided into 7 different chapters 

• Chapter 1 – Regional Administrative 

• Chapter 2 – Submission Context 

• Chapter 3 – Non-Clinical Evidence 

• Chapter 4 – Clinical Evidence 

• Chapter 5 – Labelling and Promotional Material 

• Chapter 6A – QMS Procedures 

• Chapter 6B – QMS Device Specific Information 



nIVD MA ToC - Heading Characteristics 

• Heading Level – levels are assigned in the document. Along with 
the location this defines the hierarchy of the ToC 

• Heading Class – Headings are classified as either IMDRF or 
Regional.  
– IMDRF headings are used by most regulators and are therefore 

considered an IMDRF heading. Content of IMDRF heading contain 
common elements and may contain regional elements in addition to 
the common elements.  
• Regional Focus – content needs to be considered with the specific region in 

mind and will likely need to be adapted for that region (e.g. regional approval 
numbers or regulatory history, regional variation in approved or requested 
intended use/indications for use etc.) 

– Regional headings are those that contain no common elements. In 
this case the heading name is consistent amongst IMDRF members, 
but the content will be specific and different for each region. Headings 
are also classified as Regional if they are required by only one 
jurisdiction. 



nIVD MA ToC - Content 

Example 1 

• Heading: General Submission Summary 

• IMDRF Heading – Common (left) and Regional (right)Content  



nIVD MA ToC - Content 

Example 2 

• Heading: User Fees 

• Regional Heading – Regional Heading used by USFDA, Anvisa, 
EU – there is no common content under this heading, 
although the heading term “User Fees” is harmonized. 



nIVD MA ToC - Content 

Example 3 

• Heading: Reference and Comparison to Similar and/or Previous 
Generations of the Device 

• IMDRF, RF Heading – IMDRF, Regional Focus (RF) heading – this is flagged 
as RF because the applicant will need to consider the region and may need 
to adapt the common content for that region (even though the common 
requirements are the same, they will need to adapt for the regional 
context) 

 

 



Pilot Plan 

• 2 phase plan 
• Both phases will involve industry creating submission 

using the ToC and Regulators evaluating the product 
• Historical submissions to be used and restructured 
• Phase 1 – Preliminary evaluation of a single submission 

for a single jurisdiction by a single manufacturer 
(volunteers to be sought from those currently involved in 
other IMDRF work) 

• Phase 2 – Involve more industry and a variety of different 
device risk classes and jurisdictions. 

• Phase 1 to run Apr-May; Phase 2 Jun-Sep 



Pilot Plan 

• Feedback to be collected includes: 

 Manufacturers Regulators 

• Total Effort Involved in the Testing Process 
(adapting current systems to this structure) 

• Expected Benefits 
• Expected Drawbacks 
• Comments on Layout of Table of Contents 
• Assessment of the Duplication of Information 
• Comments on the Clarity of Vocabulary 
• Clarity of Optional or Regional Requirements 
• Difficulties and Potential Solutions 
• Comparison With Previous Submission 
• Comments about Regional Variations (adapting 

base to region) 
• Other Comments 

 

• Total Effort Involved in the Test (how different 
it is from what we are doing now? Effort to 
adapt current practices/process) 

• Expected Effect on Future Effort 
• Comments about the Layout 
• Implications for Evaluations 
• Ease of Locating Information 
• Manufacturer Understood Requirements (or 

Further Guidance Recommended) 
• Scope to Reduce Cross Jurisdictional 

Differences (Little Return For Additional 
Headings) 

• Comparison With Previous Submissions 
• Other Comments 
 



Next Steps 

• Conduct the Pilot Phase 1 (Apr – May) 

• Assess feedback (Jun)  

• Finalize the IVD ToC for Phase 2 (Jun) 

• Conduct Pilot Phase 2 (Jul – Sep) 

• Finalize ToCs for Nov IMDRF MC Meeting 

 


