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“assure predictable & 

sustainable market access”
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Elektas transition to MDR

MDD Certificates

Each Legal Manufacturer 

have their own ISO, 

MDSAP and MDD 

certificates

8

Notified Bodies 

Each Legal Manufacturer 

have their own 

Notified Body

7

One Legal Manufacturer

Placing all products on all 

markets reducing 

certification costs, speed to 

market and complexity.

One Notified Body

Simplifying complexity with 

interpretations and 

overhead to the QMS.

System Level Approvals

Reducing number of 

submissions, time to 

market and costs. Target 

less than 20.

Products / Technical Files

An industry history of 

approvals on low level to 

simplify & speed up 

submissions

64
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ELEKTA SOLUTIONS

drive harmonization, 

standardization, 

digitalization and improved 

control and governance

ONE LEGAL 

MANUFACTURER

ALL PRODUCTS

FULL QMS SCOPE

INTERFACE TO 

AUTHORITIES

PREDICTABLE & SUSTAINABLE 

MARKET ACCESS

SIMPLIFICATION
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Notified Body

One Notified Body

Covering all areas of 

Elekta, all products globally

Evaluate Scope

Scope evaluation under 

MDD

Initial meetings

To evaluate interest and 

product coverage.

Agreement

Sign agreement as early as 

possible to assure NB 

availablity

6

Elekta EU Sales HQ

Located in UK

Elekta Authorized 

Representative

Located in UK

MDD Notified Bodies

Several UK based and not 

supporting transition to 

Europe

UK Netherlands
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Phase 1

Sales, Service & Brexit

Phase 2 

Manufacturer & MDR

Phase 3 

Global Market Access

ISO 13485 

Full Scope

MDR Certification

Global Product 

Approvals

Scope reductions 

& re-certifications
MDSAP Certification

Product transfers

AR

Brexit mitigation 

EU Authorized 

Representative

ISO 13485 

Sales and service

Technical File 

Transfers / Reviews
Wave 1 Products

2020-04

Region Europe 

Certificate withdrawal

2020-02

2020-02

Technical File 

Transfers / Reviews
Wave 2 & 3 Products

Elekta Solutions – Implementation Phases

2019-03 2021-10

2021-10

8

Elekta Solutions as Manufacturer

Supplier Subcontractor

Manufacturing

Development

Manufacturer

&

Distributor

Distributors

Level of Authority Oversight

Elekta Solutions AB
Elekta Business Lines

3rd Party
Elekta Regions

3rd Party

Supplier QAA Product QAA Intercompany QAA

ESAB outsource Manufacturing and Design, Distribution, Sales and Service, but 

can not outsource the responsibilities of the PRRC

Manufacturers CE-marking under MDR shall appoint a PRRC (Person 

responsible for Regulatory Compliance) within their own organisation
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Notified Body Review Process

310 -12 weeks

For changes, 

review might not 

be needed

Notification 

to Notified 

Body

Audit 

and / or

Technical

File review

Notified 

Body Panel

Review

CE 

Certificate

Acknowledgment if audit / 

review is not needed

Change can be 

placed on market in 

Europe

Place on market 

in Europe

10 -12 weeks

1-2 weeks

Place on market

outside Europe

without CE-mark
10 -18 weeks
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Leksell 

Gamma 

Plan

Elekta 

Medical 

Linear 

Accelerators

MOSAIQ

Clarity

Unity

ProKnow

Kaiku

Health

Vantage

Leksell 

Gamma 

Knife

Monaco

Geneva

Not started In review Approved

Phase 3 Products

Significant Changes

New Products

Transfer Status March 2022
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Regulatory Affairs & Quality

Elekta Solutions 

Americas

Europe

TIMEA

China

APAC

Japan

Brachy

Solutions

Neuro

solutions

Linac

solutions

Oncology

Informatics

solutions

RAQ

Americas

RAQ

Europe &  

TIMEA

RAQ

China

RAQ

Japan

RAQ

APAC

RA

BL Neuro

RA

BL Linac

RA

Software

Vice President

Regulatory Affairs & 

Quality Elekta Solutions
(Management Representative)

Regulatory

Affairs

Quality 

Management

System

QM 

Operations

QA Systems 

Governance

Vice President

RA-Q Governance

& Operations

Market 

Access
Post Market

Surveillance

Sr. Vice President, 

Regulatory Affairs & Quality 
(PRRC)

PMS

Program
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Retrospective Review – Total Number of Questions
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Retrospective Review – Remaining after 3 set of questions

Improve submission 

review process to enable 

more predictable outcome

Update related procedures and 

technical documentation to 

prevent recurrence


