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Please complete form and return to mauricedowling@rcsi.ie and sponsorship@rcsi.ie
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ANNEX 1                                                                                                                                      CLINICAL STUDY REGISTRATION FORM
· This sample form serves as a FIRST NOTIFICATION by a clinical investigator to his/her academic institution of their plan to undertake a clinical research project. 

· The completion of this form is required for any interventional or observational or epidemiological or physiological research study on patients recruited as part of the study.

· This form should be completed as early as possible and submitted to the academic institution’s Sponsorship Officer together with any other documentation available at that time (study protocol, patient information leaflet, investigators brochure, the risk/benefit analysis document etc). 

· The Sponsorship Officer will review the form and any documents provided with it to classify the study and its risk level as described in table 3.

· Depending on the risk level, the Sponsorship Officer will determine whether confirmation of insurance/indemnity, sponsorship risk assessment and approval are required.
· The Sponsorship Officer may share the form (and any documentation associated with it) with the State Claims Agency and/or the University’s underwriters.
· (Please ensure that the responses provided in the form are comprehensive, clear and can be understood by non-scientific of clinical personnel). 

	CLINICAL STUDY REGISTRATION FORM

	Chief Investigator (CI) Contact Details

	Name:  
CI’s employer(s): 
Dept.: 
Email:                                                      Telephone: 
    Clarify if the CI is a:

          HSE employee

      University employee
      Joint University/HSE joint employee 

	Your Contact Details (Please complete only if you are not the CI)

	Name:  

Your employer(s): 

Dept.: 
Email:                                              Telephone: 
If you are an employee of the HSE/Voluntary Hospital only, please clarify your affiliation with the University:


	Project Details

	Brief Summary of the Proposed Study– attach separate sheet if necessary

     Include details of Study Methodology

     Include details of any clinical procedures human subjects will undergo including any diagnostics interventions (e.g. imaging).

    Nature/type of intervention
Start date:                                                 End date:  

Category: 

Non-interventional                     Interventional              If interventional, please state type of intervention 
Type of study:

· Investigational Medicinal Product study
· Medical device study

· Other            Please specify: 
Clarify if the study requires HPRA approval and if so, whether it has been obtained as yet:



	Location of Research: List ALL locations where the study will be carried out (in University, Hospital, Primary Care Locations etc)

	Will the study be run in conjunction with the Clinical Research Facility/Centre (CRF/C)?

Where will research take place? Please specify locations.

Is this a multi-site study?    Yes                 No

	Funding 

	Is there planning funding for this study: Yes              No 
External Funding Source: Yes             No            If yes please specify the grant holder.
Internal Funding Source:  Yes            No             If yes please specify 

	Parties involved in the study and their role

	Please clarify which party is writing/designing the protocol: 
Please clarify which party is to assume the role of the Sponsor: 
    Name of personnel working on the study and identify who is leading the study:

Is there any other external/third party providing financial, in-kind or other support for the Study? 

Yes             No 

If yes, clarify their role (e.g. providing free products): 
Please clarify which party shall have the commercialisation rights (if any): 


	Participant Information

	Participant Type:                                       Anticipated Number of Participants: 

Will your research involve: 

Please click the boxes as appropriate:

Pregnant women            Children under 16              Genetic engineering             Contraceptives     

Administration or use of medicinal substances, devices or equipment manufactured by the University 
Will any of the research participants have the following conditions:

Please click the boxes as appropriate:

                   HIV                     Hepatitis                 CJD     

	Involvement of University employees in the study

	   Will the study involve University employees: Yes                 No 

If yes, please specify role of the University employees (select from one or more from the following options)

Obtaining patient consent            

Collection of phenotypic data         

Collection of clinical samples         

Other                                                                  Please clarify: 


If clinical samples are collected, please clarify what will be collected and where this will occur: 


   Will the study involve diagnostic interventions: Yes           No 

If yes please specify what, by whom and where this diagnostic intervention will occur: 



	Additional Details

	Are there any other factors that should be highlighted at this point so that they can be brought to the Insurer’s attention and can be used in consideration for the Sponsorship Officer Risk assessment of the proposal?  

If so, please specify.



	
CHIEF INVESTIGATOR:


	
______________________   ___________________          _____________

    PRINT NAME                              SIGN                                  DATE

	To be completed by Sponsorship Officer (SO)

	
SO’s name: 

Review date: XX/XX/XXX 

Study’s reference number:

	Preliminary risk classification: 

Low                             Medium                       High                        Very High                                                         

	Insurance 

Study fall under general policy           Study requires additional premium            Specify amount €: 
Study cannot be insured                      SCA approval 

	Outcome of preliminary risk assessment

Study can proceed                                                                                         

Study can proceed, subject to specific requirements being met                       Requirements: 
Study is subject to Sponsorship Risk Assessment and Approval             

Study cannot proceed                                                                                


This report has been prepared by the Corporate Enabling of Clinical Research Sponsorship Working Group to the best of their knowledge. While reasonable effort has been made to ensure the content and information contained in this document is accurate,  neither any of the individuals nor any of the organisations who have participated in the working group, assume any legal responsibility or liability to any user of the report nor for any errors or omissions in the report. This report is not intended to be prescriptive. This report does not constitute legal advice.  Parties should take their own legal and or regulatory advice in relation to the subject matter.
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