APPLICANT’S CHECKLIST

CTIMP (Clinical trial of an investigational medicinal product)

	REC Ref:
	EudraCT No:


	Full Title of Study:



	Chief Investigator Name:

	Sponsor:



Please complete this checklist and send it with your application.
· ALL accompanying documents must bear version numbers and dates (except where not applicable)
· Delete ‘yes/no’ as applicable if completing the form electronically; circle the appropriate option if completing the form by hand
	Document
	Enclosed?
	Date
	Version
	Office use

	Covering letter on headed paper
	Mandatory
	
	
	

	*18 copies Application Form
	Mandatory
	
	
	

	*1copy of Completed Annex 1 Form    
	  Yes No
	
	
	

	* 2 copies of the Research protocol 
	Mandatory
	
	
	

	* 2 copies of the Investigator's brochure 
	Yes  No
	
	
	

	* 18 copies Research participant information sheet (PIS)
	Mandatory
	
	
	

	*18 copies Research participant consent form/s
	Mandatory
	
	
	

	Research Study Registration Form (to return to Ms. Louise McCormack, ERC - louise.mccormack@ucd.ie )
	Mandatory
	
	
	

	*18 copies Letters of invitation to participant
	Yes  No
	
	
	

	*18 copies GP/consultant information sheets or letters
	Yes  No
	
	
	

	*2 copies Sample diary card/patient card
	Yes  No
	
	
	

	*18 copies Validated questionnaire 
	Yes  No
	
	
	

	*18 copies Non-validated questionnaire
	Yes  No
	
	
	

	*18 copies of advertisement material for research participants, e.g. posters, newspaper adverts, website. For video or audio cassettes, please also provide the printed script.
	Yes  No
	
	
	

	* 1 Letter of Indemnity for each site signed by the    sponsor  company/or declaration that there is adequate indemnity cover ( including Clinical Indemnity Scheme)
	Mandatory
	
	
	

	* 1 CV- of each Investigator – 2 page summary    document

* 1 Copy of current GCP certification
	Mandatory
	
	
	

	* 1 Copy of Valid (at time of submission)  Insurance Certificate from Sponsor Company
	Mandatory
	
	
	

	* Application fee -  €1,000  +   (€150 for each trial site)
	Yes  No
	
	
	

	*1 Site Specific Assessment Form Annex 2

For each proposed site.
	Yes No
	
	
	

	*  1Copy of the Clinical Study Agreement  between Sponsor &Chief Investigator.
	Mandatory
	
	
	

	*   1Copy of the Financial Agreement between Sponsor & Chief Investigator.
	Mandatory
	
	
	


Please send
18 INDIVIDUAL COLLATED PACKS 


     (CONTAINING ONE COPY OF EACH INDICATED DOCUMENT FOR REVIEW) 
Note: individual documents to be stapled/ paper-clipped as appropriate. 

Non-collated packs will be returned.

(Except where otherwise indicated *)

+ 

One electronic copy of all documents
MUST BE SUBMITTED

 




to:
Ms Sue Canny or Ms Jacinta McManus, Ethics and Medical Research Department, Education Research Centre, St. Vincent’s University Hospital, Elm Park, Dublin 4, Ireland.

Tel: 353-01-2774117. 
Email: sue.canny@ucd.ie or jacinta.mcmanus@ucd.ie
SVUH Compliance Requirements: 

· All Principal Investigators and Research Staff must complete the Statement of Interests for the purposes of Section 18 of Ethics in Public Office Act 1995 (SIPO) document. All Hospital Consultant’s must complete this on an annual basis.

· If a Medical Device is being used as part of a research study, the   Principal Investigator must inform the hospital’s Clinical Engineering Department and the Department of Infection Control in advance of the device being used. Ref: PPG – ORG 97
· If Photography is being used as part of the research, this must be stated clearly in the PIL/Consent outlining how patient confidentiality will be maintained, where the photographs will be stored and how long they will be retained for.

· The Principal Investigator and the Research Team must comply with SVUH Data Protection Policy  Ref: . PPG-ORG-126
·             If Healthy Volunteers are recruited as part of the research study, a separate Informed Consent must be provided and submitted for review and approval by the SVHG EMRC.

· If Staff are recruited as healthy volunteers, staff members are responsible for requesting permission from their line Managers before participating in the research.  The needs of the service must take priority and therefore participating may not always be possible.  A separate Informed Consent must be provided and submitted for review and approval by the SVHG EMRC.

· If hazardous materials are part of the research, the SVUH policy on Hazardous materials must be adhered to Ref: PPG ORG 132.

·             Annual Safety reports of all clinical trials and annual reports of healthcare related research must be forwarded to the ethics committee on at least an annual basis. The EMRC will acknowledge receipt of the annual reports and notify the principal investigator of any requirements or concerns of the committee with respect to the information provided.

·             On completion of a clinical trial or healthcare related research project the Principal Investigator must notify the committee by completing a Termination Report Form. The completed form must be submitted to the EMRC within 90 days of the end of the clinical trial or healthcare related research. If the clinical trial or healthcare related research is terminated early the period shall be reduced to 15 days and the reasons clearly stated.

· Any complaints regarding the research study by participants should be directed to the SVUH Consumer Affairs Department. Ref:  PPG ORG 114
Local committee declaration and signatory page:

Name of Committee:  
St.  Vincent’s Healthcare Group, 


Ethics and Medical Research Committee

Title of Study:  

declaration of Principal investigator:

· The information on this form is accurate to the best of my knowledge

Name of Principal Investigator:    ____________________________________

Signature of Principal Investigator:   __________________________________

(For Ethics Office use only)





Date of receipt Invalid application		---  ------ ----	





Date of receipt of Valid application		---- ------ ----


	








