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[bookmark: _GoBack](CLINICAL) RESEARCH PROJECT APPLICATION FOR EVALUATION BY THE
HRS RESEARCH COMMITTEE AND MEDICAL DIRECTORATE 

DATE OF SUBMISSION:
MAIN PROJECT APPLICANT FROM HRS:
PRINCIPAL INVESTIGATOR AT HRS:
ADDITIONAL APPLICANTS AT HRS:
HRS UNIT(S):
RESUBMISSION       |_|   YES  	|_|  NO	

I. PROJECT 
TITLE:  

ACRONYME:   				 
Clinical Phase: 
Protocol n°:                   	                                                                     EudraCT N° (if applicable): 
Sponsor / Promoter: |_| Internal (HRS)  |_|   Academic (e.g., University of ….) |_| Pharmaceutical/Industrial
Sponsor Name : 
Multi-site :  |_|  YES      |_| NO   

[bookmark: CaseACocher10]EXTERNAL LUX PARTNERS:       |_| NO  |_| LIH  |_| University of Luxembourg    |_|  others:                        
EXTERNAL CONTACT POINT:



II. STUDY METHODOLOGY

|_|  INTERVENTIONAL STUDY					 |_|  NON-INTERVENTIONAL STUDY                                               
|_|     Drug without marketing authorization		               |_|   Observational   |_|  Prospective           
                                                                                                                   |_|   Retrospective/Patient records
|_|     Drug with marketing authorization			 |_|   Register
	   According to indications |_|   YES      |_| NO    						               
|_|    No Drug						 			 
|_|     Medical device                 CE marking     |_|  YES      |_| NO                                                                  			 
|_|     Sample collection                                                                 |_|     Other: 

III. DESCRIPTION OF THE PROJECT (BE SUCCINT)
1.  Objectives of the study: 

2. The known potential risks for the patient:

3. Estimated number of patients to be included in HRS:
4. Study duration /timeline of the project:	
5. Estimated starting date:  
6. Subject to external funding application (e.g., FNR, Horizon Europe, MoH): |_|   YES      |_| NO  
IF YES, specify:
Funding Agency : 
Submission date _ _ / _ _ _ _ (month/year) / expected response date _ _ / _ _ _ _ (month/year)
Call:
7. Contract / convention:  |_| YES  |_| NO  |_|  Ongoing     |_|  NA      CONTACT POINT:
 
IV. CA (MINISTRY OF HEALTH) & EC (CNER) APPROVAL

|_|  Final approval  |_|  Decision with comments   |_| under review (request submitted on _ _ / _ _ / _ _) by: 
|_|  Submission to do on _ _ / _ _ _ _ (month/year)              |_|  NA

V. DATA PROTECTION

5.1 Collection of sensitive data (race, ethnicity, genetic data, etc.)     |_| YES      |_| NO

If YES, justification for the need to collect this information: 



5.2 Description of the anonymization process:




5.3 Data transfer outside the EU  |_| YES	  |_| NO 	  

If YES, specify and / or attach the following documents:
5.3.1. Exhaustive list and DATAFLOW of the different destinations of the data transmitted from HRS:
|_|  Annexed form (s)                 |_|  Pending form (s) (sponsor)

5.3.2 Declaration form and acknowledgment of receipt from the local data protection authority:
|_|  Annexed form (s)                 |_|  Pending form (s) (sponsor)
	    		
               5.3.3. 	|_|  « Binding corporate rules » - mandatory for any transfer outside the EU or / and
 	|_|  Contract for subcontractors	
	  
5.4. Data Protection Officer (External-sponsor) contact point:
Name: 	                                                                    Email:                                                         Phone:
			                                                                                            
HRS Register/PIA (Privacy Impact Assessment): 	|_|  Annexed form (s)           |_|  Pending form (s) (sponsor)
									
VI. INSURANCE

External insurance contracted: 	  |_|  YES	|_|   NO  	|_|  NA      Insurance expiry date:  	 

Additional insurance to be contracted by HRS:     |_|  YES	|_|   NO  	|_|  NA


VII. FINANCIAL PART

|_|	HRS/FHRS          Planned financial amount:                                           Total/patient/project:
|_|	NA
								
|_|	External 	Planned financial amount:                                           Total/patient/project:                            
|_|	NA	

Financial sheet at HRS: |_|  NA                                |_|  Ongoing		|_|  Completed and validated

VIII. RESEARCH TEAM

EXTERNAL COLLABORATORS (if applicable) 
	Role in the study
	Name 
	Institution/Unit

	
	
	

	
	 
	 

	 
	 
	 

	
	 
	

	
	 
	 

	 
	 
	 

	
	
	 



AT HRS	
	Role in the study
	Name 
	Unit

	Principal Investigator
	
	

	Co-Investigator  (1)
	
	

	Co-Investigator  (2)
	
	 

	Research Nurse  (1)
	 
	 

	Research Nurse  (2)
	 
	 

	Clinical Research Coordinator
	
	

	Pharmacy
	
	

	Laboratory
	
	

	Others 
	 
	 




IV. EXPECTED OUTCOME / GAIN

1. Dissemination (e.g., publication, conference contribution):








2. Added value for HRS (IP, commercialization, innovation, strategic goal, strategic partnership, 
development of skills, application / test of new technology):












NAME & SIGNATURE OF THE PRINCIPAL INVESTIGATOR OF THE PROJECT AT HRS:





NAME & SIGNATURE OF THE HEAD OF CLINICAL RESEARCH UNIT AT HRS:





	GO/No GO FROM THE HRS RESEARCH COMMITTEE+ DPO + MEDICAL DIRECTORATE 

	                         HRS RESEARCH COMMITTEE

 PRIOR             Date :

 Go      No Go             Signature


Remarks:



DPO

 Go      No Go             Signature



Remarks:

                                           
	                    HRS MEDICAL DIRECTORATE

  FINAL                 Date :

 Go      No Go                 Signature


Remarks:
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