local committee checklist:
committee contact details:

Name of Committee:  
Beaumont Hospital Ethics (Medical Research) Committee
Contact Person:  
Ms. Gillian Vale
Position: 
Administrator
Address: 
Beaumont Hospital, Dublin 9
Tel: 
00 353 1 809 2680
E-Mail: 
gillianvale@beaumont.ie
Website (if any):  
www.beaumontethics.ie
committee remit:

Reviews applications to conduct research in:

1. Beaumont Hospital, Dublin 9 
2. St. Joseph’s Hospital, Raheny, Dublin 5 [part of Beaumont Hospital]
3. Beaumont Hospital Private Clinic, Dublin 9

4. Royal College of Surgeons Clinical Research Centre, Beaumont Hospital, Dublin 9 [part of Royal College of Surgeons in Ireland]
5. St. Ita’s Psychiatric Hospital, Portrane, Co. Dublin
Local requirements (if any):

For research involving Beaumont Hospital patients or relatives of Beaumont Hospital patients at least one Beaumont Hospital consultant must be named as co-investigator on the Standard Application Form.
For research being undertaken for the purposes of obtaining an academic qualification, the student’s academic supervisor must be named as co-investigator on the Standard Application Form.
The Principal Investigator must sign the Signatory Page.

The Academic Supervisor (where applicable) must sign the Signatory Page.

All Co-Investigators must provide proof of their support of this application.

Please exercise caution in your choice of Principal Investigator (-Question A2) as in studies where there is not an external sponsor, the Principal Investigator is usually the sponsor (-Question J3 (a)) [there are some exceptions to this…..see ‘Frequently Made Mistakes Sheet’]
Please exercise caution in your response to Question E3.2 (a): - the Data Controller for the healthcare records of Beaumont Hospital patients is ‘Beaumont Hospital Board’
Applicants are requested to adapt the Sample Draft Information Leaflets and Consent Forms available on www.beaumontethics.ie to their own studies.
APPLICATIONS WHICH DO NOT FULFILL THE ABOVE LOCAL REQUIREMENTS WILL BE DEEMED INVALID.
Local restrictions (if any):

This committee provides a photocopying service to applicants.  1 copy of all documents which it is possible for the committee to photocopy is requested.  This is based on the assumption that all of the documents are printed single-sided and in black and white.  
Should the applicant’s documents be double-sided or in colour, the committee is unable to provide a photocopying service to applicants, and 5 copies of each document is required for review.  This is particularly the case in terms of pamphlets, brochures, postcards, diaries etc.  

Colour diagrams / illustrations / photographs may also contained within other documents which are otherwise black and white.  5 copies of such documents are required for review.
5 copies of any particularly large documents (e.g. research proposal, study summary, protocol, clinical investigational plan) are required in all cases.
In addition to hard copies, the committee requests 1 electronic copy of all documents submitted for review.

This should be e-mailed to the committee administrator by 12 midnight on the day of the deadline for submission of applications, ideally (if possible only) in one e-mail, with one ZIP file attachment.

fees:

See http://www.beaumontethics.ie/application/fees.htm
An invoice, where applicable, will issue upon receipt of the application for ethical review.
documents required:

	Documents Required:
	Number of Copies Required:
	Yes / No / N/A
	Document Version / Date

	Local Checklist and Signatory Page
	1 hard copy
	
	

	Standard Application Form (RECSAF Version 5.5)
- Refer to the Guidance Manual when completing the Application Form
	1 hard copy (+ 1 electronic copy)
	
	

	Research Proposal / Study Summary / Protocol / Clinical Investigational Plan
	5 (+ 1 electronic copy)
	
	

	Information Leaflet(s)
- Refer to the Templates on the Committee Website when designing Information Leaflets
	1 (+ 1 electronic copy)
	
	

	Consent Form(s)
- Refer to the Templates on the Committee Website when designing Consent Forms
	1 (+ 1 electronic copy)
	
	

	Recruitment Material 
	1 (+ 1 electronic copy)
	
	

	Questionnaire / Interview Prompts
	1 (+ 1 electronic copy)
	
	

	Letter to Family Doctor as per your response to Question D9
	1 (+ 1 electronic copy)
	
	

	CV of Principal Investigator, signed and dated (for file) 
	1 hard copy
	
	

	Proof of Current Insurance for each Investigator not covered by the Clinical Indemnity Scheme as per Question J2 (b)
	1 (+ 1 electronic copy)
	
	

	Proof of Current Insurance for each Site not covered by the Clinical Indemnity Scheme as per Question J1 (b)
	
	
	

	Standard HSE Form of Indemnity (for Beaumont Hospital) (Externally Sponsored Studies only as per Question J3 (a) )


	1 (+ 1 electronic copy)
	
	

	Standard HSE Form of Indemnity (for RCSI) (Externally Sponsored Studies only as per Question J3 (a) WHICH ARE taking place in the RCSI Clinical Research Centre)
	1 (+ 1 electronic copy)
	
	

	Draft Agreement / Contract (Externally Sponsored Studies only as per Question J3 (a))
	1 (+ 1 electronic copy)
	
	

	Certificate of Insurance for Sponsor Company (Externally Sponsored Studies only as per Question J3 (a))
	1 (+ 1 electronic copy)
	
	

	Letter from Irish Medicines Board (Clinical Investigations of Medical Devices only: Section H)
	1 (+ 1 electronic copy)
	
	

	Fee
	Invoice to follow
	
	

	Other
	1 (+ 1 electronic copy)
	
	

	Other
	1 (+ 1 electronic copy)
	
	

	Other
	1 (+ 1 electronic copy)
	
	


local committee declaration and signatory page:

Name of Committee:  
Beaumont Hospital Ethics (Medical Research) Committee
Title of Study:  

declaration of Principal investigator:

· I certify the information in this form is accurate to the best of my knowledge and belief and I understand my ethical and legal responsibilities as Principal Investigator of this study.

· I confirm that all named co-investigators and collaborators have received the final version of the study protocol and of this application form and are in agreement with their role.

· I confirm that the protocol and research will comply with all relevant Irish legislative requirements and will abide by the ethical principles outlined in the Declaration of Helsinki and Good Clinical Practice.

· If the study receives a favourable opinion I agree to supply Annual Progress Reports, a Final report, and to seek prior approval from the Ethics Committee of any proposed changes/amendments to this protocol. 

· All relevant information about serious adverse reactions and new events likely to affect the safety of the subjects will be reported to the Ethics (Medical Research) Committee in writing.

Name of Principal Investigator:    ____________________________________

Signature of Principal Investigator:   __________________________________

Date:     _______________________

The Principal Investigator who signs the Ethics Committee Application takes responsibility both for the standard and quality of this application and for the conduct of the research in accordance with the protocol and ethics committee application.

Substandard application forms and substandard accompanying documentation will not be accepted for review by the committee
Name of Committee:  
Beaumont Hospital Ethics (Medical Research) Committee
Title of Study:  

SIGNATURE of academic supervisor:

Name of Academic Supervisor:   _____________________________________

Signature of Academic Supervisor:  ___________________________________

Date:  _______________________

The Academic Supervisor who signs the Ethics Committee Application is stating that he / she has read this application form and confirms that this application is of a high standard and of educational value.

Name of Committee:  
Beaumont Hospital Ethics (Medical Research) Committee
Title of Study:  

PROOF OF SUPPORT OF CO-INVESTIGATORS:

Co-Investigators must not be listed as co-investigators on ethics application forms without informing the co-investigator and giving the co-investigator the opportunity to proofread a document which is being submitted with their name on it.

Unlike Principal Investigators and Signatures of Academic Supervisors whose original signature is required, the committee will accept original, photocopied, faxed, scanned or electronic signatures of co-investigators.  Alternatively, letters or e-mails from co-investigators are acceptable in lieu of signature.

Name of Co-Investigator:  ---------------------------------

Signature of Co-Investigator: -----------------------------------

Date of Signature:  ---------------------------------------

Name of Co-Investigator:  ---------------------------------

Signature of Co-Investigator: -----------------------------------

Date of Signature:  ---------------------------------------

Name of Co-Investigator:  ---------------------------------

Signature of Co-Investigator: -----------------------------------

Date of Signature:  ---------------------------------------

Name of Co-Investigator:  ---------------------------------

Signature of Co-Investigator: -----------------------------------

Date of Signature:  ---------------------------------------

Name of Co-Investigator:  ---------------------------------

Signature of Co-Investigator: -----------------------------------

Date of Signature:  ---------------------------------------

