
Current Directives and Proposed 

Changes 
 

Rob Higgins 

Head of Regulatory Affairs 



Todayôs session 

ÅCurrent European legislation ï a brief recap 

ÅWhy revise? 

ÅThe proposals 

ÅCurrent positions ï UK, Member States, EP 

ÅWhere are we now? 

 

 

 



Medical devices legislation 

ÅLegislation ï three EU Directives 

Medical Devices 

Directive (1993) 

Active Implantable 

Medical Devices 

Directive (1990) 

In-Vitro Diagnostic 

Devices Directive 

(1998) 
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Summary of Directives 

Å Single market provision, based on mutual recognition and removal of 

national measures 

 

Å specify essential requirements 
 

Å introduce controls covering the safety, performance, specification, 

design, manufacture and packaging of devices  
 

Å specify requirements for assessment of clinical investigation protocols 

  



Summary of Directives (Cont) 

Å specify requirements for the evaluation of any adverse incidents that 
occur (Vigilance) 

 

Å introduce a system of classifying devices, and applies a level of control 
which is matched to the degree of risk inherent in the device 
 

Å introduce the concept of Notified Bodies who check and verify that 
manufacturers and devices meet the relevant requirements 

 

Å introduce system of registration of medical devices 

 



Manufacturer 

Å Reviews and complies with relevant Essential Requirements 
 

Å  Implements systems 
 

Å  If applicable applies to Notified Body for Assessment, test 
 

Å  Makes Declaration of Conformity 
 

Å  If applicable registers product with relevant Competent Authority 
 

Å  Applies the CE Marking 
 

Å  Operates Post Market Surveillance  and Vigilance    



Safeguarding public health 

Notified Body 

 
 Pre Market : 

Å Assessment against the particular Annex(es) for Specified Product 

Range 

Å Issues Annex Approval(s) 

Å Batch Review of Highest Risk IVD Products 

  

 Post Market : 

Å Ongoing Surveillance (if QA Annex) 

Å Approves Changes  

Å Co-Regulator 

 



Safeguarding public health 

    

Notified Bodies : Who Are They ? 

 

ÅThird party test and/or certification bodies 

designated by their national Competent 

Authorities to undertake relevant conformity 

assessment procedures for specific 

range(s) of products 



Competent Authority 

   Notified Bodies   : Initial Designation                                  

         : Ongoing Surveillance 
 

    Pre Market         : Registration 

      : Clinical Investigation  

      : Review of TSE Summary Reports 
 

 Post Market : Vigilance 
 

 Throughout : Enforcement 

 



 Essential Requirements 

Å General Requirements 
  - Safety/Risk 
  - Quality 
  - Performance 

Å Chemical, Physical and Biological Properties 

Å Infection and Microbial Contamination 

Å Construction and Environmental Properties 

Å Devices with a Measuring Function 

Å Protection against radiation 

Å Devices Connected to or Equipped with an Energy Source 

Å Labels and Instructions for Use 

Å Clinical Data 

 



Risk Classification 

Å Low Risk  

  General IVDs, Plasters, Walking Sticks, Wheelchairs, Stethoscopes, 
Medicine Spoons, Administration Sets, Syringes, Re-usable Surgical 
Instruments 

 

 

 

Å Medium Risk 

  Needles, Dental Filling Materials, Contact Lenses and Solutions, 
Diagnostic and Monitoring Equipment, Self Test IVDs, Condoms, Infusion 
Pumps, Blood Bags, Haemodialysis Concentrates, Hearing Aids, Ventilators, 
Incubators, Surgical Lasers, Anaesthetic Machines, Nebulisers, Specified IVDs 
(eg Rubella, Chlamydia, PSA, Downs Syndrome) 

 

 

Å High Risk 

  Pacemakers, Cochlear Implants, Breast Implants, Devices containing 
Medicinal Substances, Devices containing Animal Materials, Cardiovascular and 
Devices, Neurological Implants, Absorbable Sutures, IUDs, HIV and Hepatitis 
Test Kits, Blood Grouping Reagents 



Low Risk (Class I/General IVDs) 

Å Register with Competent Authority 
 

Å Sterile and/or Measuring Class I Devices require Notified Body 

involvement to cover sterilization/metrology aspects 
 

Å Self Declare that Products meet the Requirements 

 

 



Medium Risk  

(IIa & IIb/ List B & Self Test IVDs) 

Å Normally a QA/GMP  assessment by the Notified Body at the Manufacturerôs 

facilities. Sample of processes and product technical files across the range 

reviewed. 
 

Å Register with Competent Authority (IVDs Only) 
 

Å Declare that Products meet the Requirements 

 

 



High Risk 

(AIMDs/Class III/List A IVDs) 

Å Normally a QA/GMP  assessment by the Notified Body (NB) at the 
Manufacturerôs facilities. Sample of processes reviewed 

Å Detailed review of each product technical file by the NB 

Å If product contains a Medicinal Substance then consultation with a drug 
regulatory body required (MDs Only) 

Å If product contains/utilized material from TSE susceptible species then 
consultation required between European authorities (MDs Only) 

Å Register with Competent Authority (IVDs Only) 

Å Declare that Products meet the Requirements 

Å Batch Verification by NB for each batch of IVDs manufactured 

 
 

 



CLINICAL DATA 

ñé..clinical data must be based 

on either a compilation of the  

relevant scientific literatureé 

or the results of all the clinical 

investigations madeé..ò 

MDD: Annex X 



EQUIVALENCE 

 clinical 

Å  same clinical condition, purpose 

Å   same site, similar population 

 

 technical 
Å   similar specifications, properties, deployment 

Å   critical performance, principles operation 

 

 biological 
Å   same materials, same tissues 



Indications for Clinical Investigations 

Å new device 

Å new function 

Å new feature 

Å modification 

Å new material 

 

Å ex vivo cannot mimic clinical situation 



Clinical Investigations 
  

Manufacturers wishing to carry out clinical 
investigations of medical devices in UK must apply 
to MHRA 

 

About 70 Applications per annum 

 

About 100 Changes to Protocol per annum 

 
 

 

 



HANDLING BY CA 

NOTIFICATION  

ASSESSMENT 

60 DAYS 

  (supplemented by ethics opinion) 



Registration 

ÅManufacturers or Authorized Representatives based in UK 

 

Å  Medical Devices : Class I, Custom Made, Systems and 

Procedure Packs, Sterilizers 

 

Å  In Vitro Diagnostics : All In Vitro Diagnostic Medical 

Devices including those for Performance Evaluation 

 

 

 



Adverse incidents: 

Importance of Reporting 

ÅReporting data is one of MHRAôs most 

powerful tools in safeguarding the publicsô 

health 

 

Åto learn what is wrong and take action we 

maintain two main reporting routes, for: 

ïmanufacturers (vigilance system) and 

ïñusersò - patient, staff, carers, public 



Vigilance 

Å Reporting Timescales for informing relevant CA : 

 

Å Serious public health threat: IMMEDIATELY (without any delay that could not 
be justified) but not later than 2 calendar days after awareness by the 
MANUFACTURER of this threat. 

 

Å Death or UNANTICIPATED serious deterioration in state of health: 
IMMEDIATELY(without any delay that could not be justified) after the 
MANUFACTURER established a link between the device and the event but not 
later than 10 elapsed calendar days following the date of awareness of the 
event. 

 

Å Others: IMMEDIATELY (without any delay that could not be justified) after the 

Å MANUFACTURER established a link between the device and the event but not 
later than 30 elapsed calendar days following the date of awareness of the 
event. 

 

 



Vigilance 

Å The manufacturer normally performs the investigation, while the 
Competent Authority monitors progress. The Competent Authority may 
intervene, or initiate independent investigation if appropriate. This 
should be in consultation with the manufacturer where practicable. 

 

Å The manufacturer should make a final report to the relevant Competent 
Authority. Outcomes may include, for example: 

 

Å  no action; 

Å  additional surveillance or follow-up of devices in use; 

Å  dissemination of information to users, eg by field safety notice; 

Å  corrective action on future production; 

Å  corrective action on devices in use; 

Å  recall. 

 

 



Investigating: how incidents arise 

ïShortcomings in the device itself 

ïInadequate instructions for use 

ïInadequate servicing and maintenance 

ïInappropriate modifications or adjustments 

ïUser error, including inadequate training 

ïInappropriate device management  

ïEnvironment in which it is used or stored 

ïInappropriate choice of device 



Enforcement 

ÅMHRA activity can be as a result of  

 

ÅInformer 

ÅRandomly selected case 

ÅTargeted area 

 

ÅMHRA try to resolve any issues in a co-operative 

manner and resort to court in only the minority of 

cases 

 

 



Why revise? 

Å Regulatory system highly regarded 

Å Rapid market entry compared to other systems 

 

 

But...? 

 



Advances in technology 

1990 
2012 



The EU in 1990 
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