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Our structured 
dialogue
As a leading Notified Body, for over 20 years, 
BSI has been offering Structured Dialogues 
to enhance the efficiency and predictability 
of the conformity journey through all its 
phases, while respecting the independence 
and impartiality of the Notified Body. 

Our approach to structured dialogue is 
highly collaborative. Various roles within 
BSI, including technical specialists, the 
commercial team, and scheme managers, 
engage at different stages of the process.

Our Structured 
Dialogue is suitable 
for various types of 

organizations including: 
Start-ups, SMEs, Large 
organizations, Global 

enterprises

Pre-application

Examples of Dialogue topics

•	 Application process

•	 Conformity assessment process

•	 Lead times

•	 Project plan and client readiness

•	 Client information

•	 Indicative costs

•	 Organizational structure

•	 Transferring to BSI: the process 

Application

Conformity assessmentPost-Certification

Examples of Dialogue topics

•	 Ongoing technical and regulatory  
dialogue

•	 Ongoing Change Management  
Activities

•	 Project Management and general  
Client Support

•	 Compliance Management

•	 Recertification

Examples of Dialogue topics

•	 Commercial contract management 

•	 Project management

•	 Client engagement

•	 Certification process

•	 Submission requirements

•	 Change management

Examples of Dialogue topics

•	 Submission requirements 
•	 Conformity assessment

-	 Leveraging previous assessments
-	 Conformity assessment activities 

and associated timelines 
-	 Clarification on assessment findings 

and missing data

•	 Completeness check

•	 Rounds of questions
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Get in touch
Whether you’re looking to discuss high-
level aspects of evidence of conformity, 
Notified Body assessment procedures, 
QMS requirements, or more complex 
combination of clinical, technical, and 
regulatory conformity approaches and  
start your conformity journey.

Request Structured Dialogue 
with BSI

https://www.bsigroup.com/en-GB/forms/request-a-quote-medical-devices/?utm_source=structured_dialogue&utm_medium=brochure&utm_campaign=gl-rs-md-lg-health-hsw-mpd-mp-cross-0024


Find our services at 
bsigroup.com/medical

Find us on  
LinkedIn

Email us at  
medicaldevices@bsigroup.com

BSI Group The Netherlands B.V. (2797)
Say Building,  
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

+31 20 346 0780 
 

BSI Assurance UK Ltd (0086)
Kitemark Court,  
Davy Avenue, Knowlhill,  
Milton Keynes MK5 8PP
United Kingdom

+44 345 080 9000
 

BSI Group America Inc.
12950 Worldgate Drive,  
Suite 800
Herndon, VA 20170
USA

+1 800 862 4977 
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