IRELAND STANDARDS AND/OR GUIDELINES
	Guideline 1 ( ( see attachment  

Guideline for the Use of Blood and Blood Components in the Management of Massive Haemorrhage


	Relating to:

· Blood


	Language: 

· English

………………………………
	Developed:

· At national level

· By specialised institutions 




	Guideline 2 ( ( see attachment  

Guidelines for the Administration of Blood and Blood Components


	Relating to:

· Medication 

· Blood

· Infection

· Medical devices

· Clinical

· Other: …………. 


	Language:

· English
	Developed:

· At national level

· At local level

· By specialised institutions 

· By groups of professionals 

· By patient organisations 




	Guideline 3 ( ( see attachment  

Pharmacovigilance guidelines for companies:

IMB has adopted all relevant EU guidance in the area of spontaneous adverse drug reaction reporting (as per the Notice to Marketing Authorisation Holders (NtMAHs), Volume 9 - Pharmacovigilance. This guideline is available electronically from the EU Commission website at http://pharmacos.eudra.org/F2/eudralex/vol9/pdf/Vol9en.pdf


	Relating to:

· Blood
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 4 ( ( see attachment  

Guidance notes about the Medical Devices Department of  the IMB
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These are produced by the Irish Medicines Board, Ireland



	Relating to:

· Medical devices


	Language: 

· English 


	Developed:

· At national level

· By specialised institutions  




	Guideline 5 ( ( see attachment  

Guidance Note for the Registration of Persons Responsible 
for Placing Devices on the Market in accordance with 
Directive 93/42/EEC and S.I. No. 252 of 1994
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These are produced by the Irish Medicines Board, Ireland



	Relating to:

· Medical devices

……. 


	Language: 

· English


	Developed:

· At national level

· By specialised institutions 




	Guideline 6(  see attachment  

Guidance Notes for the Registration of Persons Responsible for Placing In-vitro Diagnostic Medical Devices on the Market in accordance with Directive 98/79/Ec and S.I. No. 304 of 2001.
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These are produced by the Irish Medicines Board, Ireland


	Relating to:

· Medical devices 


	Language:

· English


	Developed:

· At national level

· By specialised institutions 




	Guideline 7 (  see attachment  

…

Guidance Notes for Application for Certificates of Free Sale
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These are produced by the Irish Medicines Board, Ireland


	Relating to:

· Medical devices 


	Language: 

· English


	Developed:

· At national level

· By specialised institutions 




	Guideline 8 ( ( see attachment  

Guidance Notes for Manufacturers on Clinical Investigations carried out in Ireland
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These are produced by the Irish Medicines Board, Ireland


	Relating to:

· Medical devices
	Language:

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 9 ( ( see attachment  

Glossary of Terms for Medical Devices
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 10 ( ( see attachment  

Guidance Notes on the Vigilance System for Medical Devices
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 11 ( ( see attachment  

Guidline on the Recall of Medical Devices and In-vitro Diagnostic Medical Devices
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	Relating to:

· Medical devices


	Language: 

· English


	Developed:

· At national level

· By specialised institutions 




	Guideline 12 ( ( see attachment  

Guide to Fees of Medical Devices
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These are produced by the Irish Medicines Board, Ireland


	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 13 ( ( see attachment  

Guidance Note to Custom Made Dental Device Manufacturers
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These are produced by the Irish Medicines Board, Ireland


	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 14 ( ( see attachment  

Introduction to the In-vitro Diagnostic Medical Devices (IVD) Legislation
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 15 ( ( see attachment  

Guidance Note for Class I Manufacturers regarding Compliance with the Requirements as outlined in S.I. No. 252 of 1994 European Communities (Medical Devices) Regulations, 1994.
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 16( ( see attachment

Guidance Note on Adverse Incident Reporting for General Medical 
Devices and Active Implantable Medical Devices
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	Relating to:

· Medical devices


	Language: 

· English


	Developed:

· At national level

· By specialised institutions 




	Guideline 17 ( ( see attachment  

Guidance Note for Custom-Made Medical Device Manufacturers regarding Compliance with the Requirements as outlined in S.I. No. 252 of 1994 European Communities (Medical Devices) Regulations, 1994
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 18 ( ( see attachment  
Classification of Medical Devices
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 19 ( ( see attachment  

Instructions for Use of the On-Line Registration System for Medical Devices
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 20( ( see attachment  

Guidance Note on Adverse Incident Reporting for In-vitro 
Diagnostic Medical Devices
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	Relating to:

· Medical devices


	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 21 ( ( see attachment  

Guidance Note for Manufacturers of the General Class of In-vitro Diagnostic Medical Devices regarding Compliance with the Requirements as outlined in S.I. No. 304 of 2001 European Communities (In-vitro Diagnostic Medical Devices) Regulations, 2001.
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 22 ( ( see attachment  

Instructions for Use of the On-Line Vigilance Reporting System for Healthcare Users
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	Relating to:

· Medical devices
	Language: 

· English


	Developed:

· At national level

· By specialised institutions 




	Guideline  23 ( ( see attachment  

Instructions for Use of the On-Line Vigilance Reporting System for Industry Users
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline  24( ( see attachment  

Manufacture of Medical Devices within Healthcare Institutions
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	Relating to:

· Medical devices
	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 25 ( ( see attachment  

The Control and Prevention of MRSA in Hospitals and in the Community [image: image63.png]



……………………………………………………………………………………………..
These are produced by the Health Protection Surveillance Centre of the Health Services Executive, Ireland

	Relating to:

· Infection


	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




	Guideline 26 ( ( see attachment  

Guidelines for Hand Hygiene in Irish Health Care Settings [image: image64.png]



……………………………………………………………………………………………..
These are produced by the Health Protection Surveillance Centre of the Health Services Executive, Ireland

	Relating to:

· Infection


	Language: 

· English
	Developed:

· At national level

· By specialised institutions 




