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INTRODUCTION 
 
On 2020, April 1st, TEAM-NB, the European Association for Medical Devices of Notified Bodies, 
has released a new position paper covering “Documentation Requirements for Drug Device 
Combination Products Falling in the Scope of Article 117 of MDR 2017/745”.  
According to MDR's article 117, for drug device combination products falling under the definition of 
Art 1(8) and/or Art 1(9) of MDR, a Notified Body must be involved to give an opinion on the 
conformity of the device constituent part of the product with the relevant requirements of Annex I 
of the Medical Device Regulation (MDR 2017/745). This opinion is then expected by the competent 
medicinal authority (e.g. EMA) which has jurisdiction over the product concerned as part of the 
Marketing Authorization Applications (MAA) of the final medicinal product. 
 
The TEAM-NB position paper summarizes the expectations of the Notified Bodies related to the 
documentation for said opinion and was eagerly awaited by the drug device combination 
manufacturers community, especially after the release of two documents in 2019 published by the 
European Medicines Agency (EMA/504835/2019 & EMA/CHMP/QWP/BWP/259165/2019). In fact, 
while these two papers described precisely EMAs requirements in terms of scientific data and 
Common Technical Document (CTD) in the frame of Art.117, the details on interactions and 
submission requirements for Notified Body Opinion (NBOp) were not yet clarified. 
 
Your anteris medical team is happy to provide you with a summary on this position paper, along 
with topics that remain unclear, especially with the deferral of the MDR which has created 
opportunities, but also risks for companies involved in drug-device combination (DDC) products.  
 
Anteris medical also offers a free NBOp Table of contents document (.doc) - see our contact 
information below. 
 

 
WHAT’S NEW? WHAT HAS BEEN CLARIFIED WITH THE DOCUMENT? 
 
A detailed analysis of the text of the position paper is available in the appendix below. Briefly, the 
main clarifications are: 

o TEAM-NB confirms that the primary objective of the submission document should be the 
demonstration of “conformity of the device part with the relevant general safety and 
performance requirements set out in Annex I (GSPRs)” of the MDR. While some 
manufacturers and consulting companies were considering a full “medical device-like” 
technical file to be required, with all the content described in Annex II of MDR, the 
expectation of TEAM-NB is rather having a reduced technical file, focusing on §1, §2 and 
§4 as described in Annex II of MDR. 

o The position paper includes a general table of content, along with standard and general 
best practices. 

o Finally, TEAM-NB aims at clarifying which technical information belongs to the device part 
versus the drug constituent part and which parts could be redundant or contradictory with 
the part that EMA or a local authority is expected to review. TEAM-NB emphasizes that the 
competent medicinal agency has the final say based on both their own assessment of the 
medicinal product quality but also on the conclusion in the Notified Body Opinion. Examples 
are given on how to understand and handle some GSPRs (sterilization, compatibility with 
substances) in view of the interactions between the drug and the device. 
 

 

https://www.team-nb.org/wp-content/uploads/2020/04/Team-NB_Position-Paper_on-Documentation-Requirements-Article117-V1.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-requirements-drug-device-combinations_en.pdf
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WHAT HAS NOT BEEN CLARIFIED? 
 
Unfortunately, some points are still unclear: 

o in general, the guidance remains very general (by intention). Manufacturers need to be 
aware that each Notified Body is an independent organization and has specific 
requirements for both submission process and documentation. Therefore, the expectations 
can differ between different Notified Bodies. We recommend staying in touch with your 
Notified Body! 

o The table of content (see appendix) which is given is very basic. Surprisingly, the details 
on §3 (GSPRs) are not perfectly aligned with requirements of Annex II of MDR. These 
differences are contradictory and create unclarity versus current good practices used for 
medical device. 

o The table of content gives no requirements for information about manufacturing process, 
whereas this information appears in many cases necessary to understand the product and 
to demonstrate compliance to certain GSPRs. It is not clear what is considered an 
appropriate level of detail regarding the information to be provided. 

 
 

MORE TIME, BUT STILL SOME VERY PRACTICAL OBSTACLES & RISKS: WHAT TO DO? 
 
The deferral of the MDR in the context of the Covid-19 crisis will give more time to stakeholders to 
get prepared for the new requirements applicable in May 2021.  
 
Nevertheless, use this time wisely…  
 
In fact, the risks remain very high for pharmaceutical companies that are not talking the medical 
device language yet: 

o Notified Bodies designated, staffed and ready for Article 117 are rare according to our 
actual experience. Build your relationship with them soon! It takes time and they will be 
busy… 

o Even if one year is gained for MDR, EMA will likely continue to require more and more 
evidence and device related data for DDC submission in the MAA. Be prepared! We’ll keep 
on communicating on this topic. 

o If the requirements for the submission file of the NBOp is now a bit clearer, the hidden part 
of the iceberg remains the required source documents building objective evidence for the 
GSPRs (e.g. Risk Management File, Biological Risk Assessment, design control & 
manufacturing documentation of your device, etc.). The list can be long! If your device 
technical documentation is not yet ready in a compliant shape to support your future 
Notified Body Opinion submission, the one-year delay could be your last opportunity to 
remediate it. Do not put this in stand-by… 
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CONTACT US  
 
 
If you need any advice or assistance e.g. for your pre-filled syringe (PFS), autoinjector, or on-body 
device, or any other drug-device combination product and project, please do not hesitate to reach 
us at info@anteris-medical.com.  
 
 
We are also very happy to provide for free: 

- a first opinion to help you with your specific project challenge, 

- our detailed NBOp Table of Content (.doc, including all GSPRs) with bespoke 
comments adapted to your context.

mailto:info@anteris-medical.com
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APPENDIX: ANALYSIS TABLE OF TEAM-NB POSITION PAPER CONTENT 
 

Team-NB Position Paper on Documentation Requirements for Drug-Device Combination Products Falling in the Scope of Article 117 of MDR 2017/745 (version 1) 

Chapter of the guidance Executive summary of the chapter 

Topic 1/ Requirements on the submission file´s 
documentation (structure)  

- This guidance deals only with generic requirements: each NB remains free to set particular requirements, especially for 
documentation & submission management. 
- It is confirmed that the focus of the submission file must be mainly the conformity with relevant GSPR from Annex 1 of MDR. 
- Annex 2 of MDR must be considered for the documentation requirements, especially paragraph 1, 2 and 4.  

1/A) Structure and content of the submission file 
of the device part  

- A basic list of information required in the submission file is presented. A Table of Content could be: 
1/ Description of the device part 
2/ Information provided by the manufacturer 
3/ General safety & performance requirements of the device part 
4/ Appendix for source documents list or cross-link to technical summaries, cross-references with 3/ 

1/ B) Format of the device part´s submission file 
(including each document submitted) 

- This chapter gives details on expected best practices for the writing of the submission file: hyperlink & cross-references 
management, document edition, protection, traceability, etc. 

Topic 2/ Role of the Notified Body in the 
assessment of the conformity of the device part 
with the relevant general safety and 
performance requirements (GSPRs) set out in 
Annex I 

The paragraph aims at clarifying the interface between device and drug components of the product during the review by the 
NB. The important points to consider are: 
- The NB focuses on the device, and this means that the NB will also assess influence and impact of the drug on the device (e.g. 
GSPR 10,3 and 14,5). EMA will use the opinion of the NB in combination with its own assessment on the drug part for a final 
decision on the whole product. 
- For example, sterilization process of the drug will be assessed by the NB to see if it has impact on the compliance of the 
device versus applicable GSPRs. The focus of the NB will not be impacts of such process on the quality of the medicinal product 
part. E.g., sterility of the drug in a Pre-Filled Syringe would not necessarily be a topic reviewed by the NB. 

 


