You are cordially invited ………to contribute to the development, evolution and content of Standards. Standards that affect you in your daily work, standards that are not written in stone, but are constantly changing and up-dating to meet today's challenges

Go on…Give it a try…sign up and be part of it all, without ever leaving your desk!!
This is the 'simple' guide to how it works….. 

(Skip this if you know the process already and move on to page 3)

Standards have been around since the building of the pyramids and before. Indeed, we take them for granted in almost every sphere of our lives, when we rely on consistency and performance. No-where is this more evident or critical than in our demand for fully functioning and consistent Medical Devices. It is for this reason that Standards for Medical Devices have become the cornerstone of the present Regulatory environment.

 But, you may ask, who writes the standards? Where do they come from? How does it all fit together? And, is it possible that I can influence the content of standards?

These are very pertinent questions, and here are some answers.

Standards are written by Standards Bodies. There are hundreds of these worldwide. Some deal with specific subject area, some are multi- disciplined. In Ireland, the Government has established the National Standards Authority of Ireland (N.S.A.I.) as the Semi-State Body with authority and responsibility for drafting and implementing standards in Ireland. 

NSAI do not work in isolation from the rest of the world. NSAI are Ireland's representative on many International bodies, including ISO and CEN, the two biggest alliances of standards makers.

 ISO is a global network of national standards institutes from 146 countries working in partnership with international organizations, governments, industry, business and consumer representatives. It's core structure revolve around over 200 Technical Committees, (TCs), focussed on subjects as diverse as Masonry, Surgical Instruments, Packaging etc. Each Committee invites representation for member countries. The work of drafting or revising standards is usually carried out at sub-committee or task group level. Again, each member can have representation at this stage. This is the stage when the words are put on paper and much discussion ensues, before consensus is reached. Finally, all pre-standards are submitted for formal vote by committee members, before adoption as a standard. Committees, and their sub-committees meet from time to time to carry out this work, but much of the work is also carried out electronically, by e-mail and Internet access. The final product is what we know as an ISO standard, e.g. ISO 14971.

CEN is the European Committee for Standardization and was founded in 1961 by the national standards bodies in the European Economic Community and EFTA countries. It works in a similar manner to ISO, having over 300 Technical Committees. As you might expect, the scope of these committees are in many cases, similar to that of the corresponding ISO Committee. 

So, you may ask, is there a lot of overlap and duplication of resources? There could have been, were it not for an agreement called the Vienna Agreement.

The Vienna Agreement is a mechanism, whereby ISO and CEN agree to share access and information about each other's work programmes. Briefly, this agreement ensures that all standards developed, whether under CEN lead or ISO lead, are mutually visible and each body has an opportunity to contribute to the content. The aim of this is to ensure Global Harmonisation and removal of trade barriers.

But why should Europe need unique standards? The answer to this lies in what is commonly known as the 'New Approach' Directives. In an effort to rapidly remove the trade barriers that existed within the EU, the EU Commission produced a series of Product Directives, based on what became known as the 'New Approach'. We are all familiar with some of these directives, e.g. Machinery Directive, Toy Directive, Medical Devices Directives etc. These directives are all transposed into the National Laws of each Member State. They require their products to carry the CE mark to demonstrate compliance with the Essential Requirements of the relevant Directive. One very convenient way to demonstrate compliance with the Essential Requirements is to show compliance to relevant standards that have been aligned, or 'harmonised' with specific Essential Requirements. These 'Harmonised Standards' each contain a separate Annex Z that maps the alignment of the standard to the relevant Essential Requirements of the particular Directive. In this way, transparency of requirements can be achieved across the frontiers of the EU. It is the role of CEN to write and publish these standards. It is the role of the National Standards Bodies, such as N.S.A.I. to adopt these European Norms, known as ENs, as Irish Standards.

Finally, you may wonder, do you have any say in this? Apart from trying to comply with standards, can you influence the content of standards? Well here's how it works…

The N.S.A.I. has established a number of National Mirror Committees who 'mirror' or follow the proceedings of the corresponding CEN and ISO Technical Committees. These committees are called consultative committees, because they seek consultation and input from many sources in order to formulate the 'Irish voting position' on developing standards. Each Standards Consultative Committee is composed of representatives of users, manufacturers, academics, government and regulatory bodies. The work of the committee is supported by the input of panels of 'Expert' drawn from these sectors. While the Standards Consultative Committees tend to meet throughout the year, the input of the 'experts' is mainly through electronic access to documents and websites.

One such Committee is the Healthcare Standards Consultative Committee, known as the HCSC.

The HCSC works in the following manner:

 


CEN/ISO TCxxx produces a document for review

NSAI/HCSC Experts access the document on the relevant

 CEN or ISO NMC website. The Expert reviews the document, 

Compiles any comments on the comment form and posts his 

opinion to NSAI 2 weeks before the close of voting. 
NSAI/HCSC reviews the conclusions and votes accordingly.

CEN/ISO TCxxx collates the votes and comments and
then takes responsive action.

Currently, HCSC follows fifteen main subjects or interest. These are further broken down into specific Fields of Interest. These fields can be aligned with the relevant CEN and ISO TCs.

If you are interested in becoming involved as an 'Expert' in a particular field(s), then 
Please contact the Technical Secretary of HCSC:  chrissie.keane@nsai.ie

And log onto this link for free access to information on all current and published CEN and ISO Standards for medical devices.  (Make it a favourite!)
Declaration of Interest in the Standardisation Process

	Name*
	     

	Address
	     


	Representing
	     

	E-mail address*
	     

	Telephone Number(s)
	     

	Fax. No.
	     


	List Subject/Product/Processes in which you have interest and expertise
	     


	Briefly describe your current position and responsibilities. (Use additional pages if necessary)
	     



	Do you wish to contribute to the workings of Expert groups in Ireland?
	 FORMCHECKBOX 


	Are you prepared to work electronically within an Irish Expert Group?  i.e. using e-mail and web connections?
	 FORMCHECKBOX 


	Are you willing to act as Project Leader, co-ordinating work within an interest area for related Standard(s), using e-mail?
	 FORMCHECKBOX 


	Are you willing to travel to meetings in Ireland?
	 FORMCHECKBOX 


	Do you wish to be nominated as an Expert to a CEN Working Group? (Note: All travel is undertaken at your own expense)

Please identify the CEN or ISO TC and WG
	 FORMCHECKBOX 

     

	Briefly describe your Expertise in the subject matter named. Include Academic and Professional qualifications, as well as vocational experience. Use additional pages if necessary.

     



*Please indicate on the last page if you do not want your name or e-mail to appear on a list on Livelink
Please indicate Interest areas to which you are prepared to contribute and would like access to NSAI Livelink data.

	Interest Area
	CEN/ISO Committee
	General Subject
	
	Field
	Special Interest

	1
	CEN TC 55

ISO TC 106 
	Dentistry

Dentistry               FORMCHECKBOX 


	1A
	Restorative
	 FORMCHECKBOX 


	
	
	
	1B
	Oral Hygiene
	 FORMCHECKBOX 


	
	
	
	1C
	Dental Equipment
	 FORMCHECKBOX 


	
	
	
	1D
	Orthodontics
	 FORMCHECKBOX 


	
	
	
	1E
	Dental Materials
	 FORMCHECKBOX 


	2
	CEN TC 140

CEN TC 332

ISO TC 212
	In-Vitro Diagnostics

Laboratory Equipment

Clinical Lab Testing and IVDs                       FORMCHECKBOX 

	2A
	Reference Systems
	 FORMCHECKBOX 


	
	
	
	2B
	Specimen Containers
	 FORMCHECKBOX 


	
	
	
	2C
	Self Test I.V.D.s
	 FORMCHECKBOX 


	
	
	
	2D
	Medical Labs 
	 FORMCHECKBOX 


	3
	CEN TC 170

ISO TC 172
	Ophthalmics

Optics and Optical Instruments

                               FORMCHECKBOX 


	3A
	Optical Equipment
	 FORMCHECKBOX 


	
	
	
	3B
	Intra Ocular Lens
	 FORMCHECKBOX 


	
	
	
	3C
	Contact Lens
	 FORMCHECKBOX 


	
	
	
	3D
	Optical Lens
	 FORMCHECKBOX 


	
	
	
	3E
	Frames
	 FORMCHECKBOX 


	4
	CEN TC 205

ISO TC 084

ISO TC 076
	General Devices

Medical Devices for Injections

Transfusion, Infusion and Injection equip.

                              FORMCHECKBOX 

	4A
	Surgical Drapes/ Gowns/       Masks
	 FORMCHECKBOX 


	
	
	
	4B
	Sphygmomanometers
	 FORMCHECKBOX 


	
	
	
	4C
	Infusion Equipment
	 FORMCHECKBOX 


	
	
	
	4D
	Syringes / Needles
	 FORMCHECKBOX 


	
	
	
	4E
	Gauzes/ Bandages/ Dressings
	 FORMCHECKBOX 


	
	
	
	4F
	Latex Condoms
	 FORMCHECKBOX 


	
	
	
	4G
	Plastic Container
	 FORMCHECKBOX 


	5
	CEN TC 215

ISO TC 121
	Respiratory and Anaesthesia

Anaesthetic and Respiratory equipment

                              FORMCHECKBOX 

	5A
	Lung Ventilators
	 FORMCHECKBOX 


	
	
	
	5B
	Oxygen Carriers, Concentrators
	 FORMCHECKBOX 


	
	
	
	5C
	Nebulizers
	 FORMCHECKBOX 


	
	
	
	5D
	Tracheal tubes
	 FORMCHECKBOX 


	
	
	
	5E
	Pulse Oximeters
	 FORMCHECKBOX 


	
	
	
	5F
	Gas Regulators, Pipelines, Fittings, 
	 FORMCHECKBOX 


	
	
	
	5G
	Ancillary Equipment
	 FORMCHECKBOX 


	6
	CEN TC 285

ISO TC 150

ISO TC 168

ISO TC 170
	Implants

Implants for surgery

Prosthetics and orthotics

Surgical instruments

                               FORMCHECKBOX 

	6A
	Cardiac and vascular Implants
	 FORMCHECKBOX 


	
	
	
	6B
	Neurosurgical Implants
	 FORMCHECKBOX 


	
	
	
	6C
	Reconstructive Implants
	 FORMCHECKBOX 


	
	
	
	6D
	Others
	 FORMCHECKBOX 


	7
	CEN TC 285
	Orthopaedic Implants

                               FORMCHECKBOX 


	7A
	Joint Replacement
	 FORMCHECKBOX 


	
	
	
	7B
	Tools and Accessories
	 FORMCHECKBOX 


	8
	CEN TC 102

CEN TC 204
	Sterilisers for Medical Purposes

                                 FORMCHECKBOX 


	8A
	Ethylene Oxide
	 FORMCHECKBOX 


	
	
	
	8B
	Radiation
	 FORMCHECKBOX 


	
	
	
	8C
	Steam 
	 FORMCHECKBOX 


	
	
	
	8D
	Dry Heat
	 FORMCHECKBOX 


	
	
	
	8F
	Chemical
	 FORMCHECKBOX 


	
	
	
	8G
	Biological Indicators
	 FORMCHECKBOX 


	
	
	
	8H
	Packaging
	 FORMCHECKBOX 


	9
	CEN TC 204

ISO TC 198

CEN TC 216

CEN TC 243

CEN TC 328

ISO TC 209
	Sterilisation

Sterilisation of Healthcare Products

Disinfectants and Antiseptics

Clean Room Technology

Cleaning measurement

Clean rooms and controlled environments

                                  FORMCHECKBOX 

	9A
	Ethylene Oxide
	 FORMCHECKBOX 


	
	
	
	9B
	Radiation
	 FORMCHECKBOX 


	
	
	
	9C
	Steam 
	 FORMCHECKBOX 


	
	
	
	9D
	Dry Heat
	 FORMCHECKBOX 


	
	
	
	9E
	Clean Room Technology
	 FORMCHECKBOX 


	
	
	
	9F
	Disinfectants and Antiseptics
	 FORMCHECKBOX 


	
	
	
	9G
	Cleaning Measurement
	 FORMCHECKBOX 


	
	
	
	9H
	Clean Room Technology
	 FORMCHECKBOX 


	
	
	
	9J
	Measurement and Test
	 FORMCHECKBOX 


	10
	CEN TC 206

CEN TC 257

CEN TC 258

ISO TC 194

ISO TC 210
	Biocompatibility

Symbols and Nomenclature

Clinical Investigation

Biological evaluation of Medical Devices

Quality Management    FORMCHECKBOX 

	10A
	Biocompatibility
	 FORMCHECKBOX 


	
	
	
	10B
	Symbols and Nomenclature
	 FORMCHECKBOX 


	
	
	
	10C
	Clinical Investigations
	 FORMCHECKBOX 


	
	
	
	10D
	Quality and Risk Management
	 FORMCHECKBOX 


	11
	CEN TC 239
	Ambulances                  FORMCHECKBOX 

	11A
	Ambulances
	 FORMCHECKBOX 


	12
	CEN TC 216
	Miscellaneous               FORMCHECKBOX 

	12
	Services, Pharma.
	 FORMCHECKBOX 


	13
	CEN TC 209
	Cleanrooms                  FORMCHECKBOX 

	13
	Cleanrooms
	 FORMCHECKBOX 


	14
	CEN TC 403
	Aesthetic Surgery        FORMCHECKBOX 

	14
	Infection Control
	 FORMCHECKBOX 


	15
	CEN TC 216
	Osteopathy                    FORMCHECKBOX 

	15
	Osteopathy
	 FORMCHECKBOX 



Describe your interest area more specifically if necessary or add additional comments:

     
Signed……………………………………………………………………..Date………………

*  FORMCHECKBOX 
 Please tick this box if you do not want your name to appear on a list of Experts on NSAI Livelink

  *  FORMCHECKBOX 
 Please tick this box if you do not want your e-mail to appear on a list of Experts on NSAI Livelink
Return to:             Chrissie Keane, 

By post, to 
Standards Development, N.S.A.I.,

        


 Coosan Athlone. 

or fax


Fax: 090 647 2034

or, preferably, e-mail:  chrissie.keane@nsai.ie for a soft copy of this form and return it by e-mail.
Thank you for taking the time to declare your interest.



















