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1. Title of the research project
Name of the study (if applicable)

Number of protocol (if applicable)


2. General information
2.1 (principal) investigator 
(if the study applies to the law of May 7th, 2004, the principal investigator has to be practicing a healthcare profession as stated in art. 2, 17°)
(in case of a PhD thesis, the promotor will be considered as the principal investigator)
Name of principal investigator: 


Department: 


Correspondence address: 

E-mail address of the principal investigator:

Name of other investigators:

2.2 The research venue 

Where will the study be performed? 

Institution: 


Department: 
 

The study is in Belgium:
 monocentric (an experiment conducted according to only 1 protocol and at 1 single venue)
 multicentric (an experiment conducted according to 1 particular protocol but at different venues in Belgium and therefore conducted by more than one investigator)
2.3 The ethics committee

Is the Ethics Committee UZA / UA the 'central' ethics committee?
 Yes
          Are there other local ethics committees involved?  
           No
           Yes
Specify (name ethics committee, address, telephone number, e-mail + name of local investigator)
           

 No
            Specify name, address, telephone number, e-mail of the central ethics committee 

2.4 The initiator of the study 
 (please specify below whether or not the study is a commercial one and within each category who the initiator is) 
( Initiator of the non-commercial study 
  UZA – UA 
  UZA – UA with extern support 
      FWO/BOF/EU (see 2.5.2 for further information)

      Grant

      Free providing of medication/device by a company (specify name – address - contact) 


  Other (specify name of initiator- address)


( Commercial study with initiator
  Pharmaceutical company (name and address)


     Contact information (name – email address – telephone/mobile number)

  CRO (name and address)


     Contact information (name – email address – telephone/mobile number)

  Other (specify client name - address)


2.5 Financing of the study
2.5.1 General
Which fee do you as researcher receive?  

Is this fee reasonable and in relation to your performances?

 Yes
 No, explain: 


How is the amount composed?

Are there any investigations that will be compensated by the RIZIV?
 Yes
          Reason for compensation by the RIZIV? 


 No
Will participants receive a financial compensation? 
 Yes
          Amount of compensation? 


          Describe the compensation? 


 No
2.5.2 Financing of the study in case of FWO/BOF/EU


Specify the source of funding / financial authority (FWO, BOF, EU):


Financing program (re. BOF-DOCPRO, EU-ERC, FWO-postdoc, FWO-SBO):


Name of the applicant (if applicable):


Project title (if different than the application for the EC):


Project ID PeopleSoft research database (available for all research agreements with the Antwerp University, always 5 digits):


Project ID extern financer (if applicable, vb. FWO-number):


Relation to ethical advice:


Prolongation / amendment (if applicable):


Note: if this ethical advice is applicable to different financial sources, the above information is a necessity for each of the sources.
2.6 Your application need to contain following documents (if applicable):
(  accompanying letter (signed by the main investigator or delegated person)
(  information sheet ethics committee (this document) – signed by the main investigator and the head of the department.               

      (in case of students, the information sheet must be signed by the involved students and the promotor).

(   protocol of the study 
(   Dutch abstract of the protocol

(  information and informed consent for the patient and/or family in a clear and understandable language which the patient can understand/is acquainted with
(  information and informed consent for children
(  investigators brochure/information of the study medication, medical device or supplement 
(  all diaries and/or questionnaires provided to the participant
     (   the arrangements for recruitment of subjects
(  insurance (unnecessary if the Antwerp University Hospital is the initiator)

(  contract between initiator and investigator (clinical trial agreement)
(  cv of all investigators (if applicable also of the involved students)

( list of contacts of participant venues and the ethics committees
( European clinical trial application form (interventional studies with medication/drugs)
( received confirmation Eudract-number (interventional studies with medication/drugs)

( summary of the product characteristics of the – in the study – used and already approved medication/drugs.
( CE-certification (medical device studies)
( technical data / instructions, …

(  billing schedule (only for commercial studies)
( …

2.7 Important information 

All documents must be submitted in duplicate and in 2 identical paper bundles and must be accompanied by an electronic version of all submitted documents.  
All documents can be sent to ethisch.comite@uza.be.  10MB is the average maximum of the e-mail and appendix.  If the file exceeds the 10MB, we prefer to receive the files on an external data carrier (CD-ROM or USB-stick). 
Please check if the files are submitted in a correct way, as well as on the external data carrier as on the appendix of your email.  Please check if all files are readable (preferably as PDF-files or files made with MS Office and please use a common font).
All self-made documents NEED to contain an edition number and an edition date 
Please consider that the Ethics committee has 25 days to review a file.  Make sure you submit your study on time. 

In case of an initial submission the studies must be submitted simultaneously at the central ethics committee and the local ethics committee of the participant venues.
In case of a commercial study, the completed billing schedule must be added to the initial submission.  Please make sure that the contact information of the company to whom the invoice needs to be sent is mentioned correctly, as well as VAT-number and PO-number, the EudraCT-number and the protocol number.

If the required administrative documents are insufficient, the study will be considered as inadmissible.

3. Information considering the study design
The study is: 
( not covered by the law of 07/05/2004
      retrospective 

     ( medical need
     ( compassionate use

     ( study on corporal tissue
     ( other – specify 

( covered by the law of 07/05/2004
      prospective, observational (questionnaire, interview)

      prospective interventional
           with drugs
                phase I

                phase II

                phase III

                phase IV

                trial (test) for gene therapy and somatic cell therapy
                trial (test) with drugs that contain genetically modified organisms
                trial (test) with cell therapy containing xenogenes
           without drugs
                medical device/prosthesis
                blood sample, radiography, …
The study is: 
 physiological/physio pathological         
 diagnostic

 therapeutic
 epidemiologic
 psychosocial
 other – specify  

Duration of the study:

Start date: 


End data 


Aim of the study:
Brief summary of the protocol (understandable for people who are not specialized in the matter): 
Scientific rationale of the study:
Is there a placebo arm present in the clinical research? 
 Yes
          Justify: 


 No
Was the study already performed elsewhere, either entirely or partially?
 Yes
         Where was the study performed? 


                   What where the results/outcome of the study?


 No
 N/A
Are there – during the same period – other competitive studies at the department?
 Yes
          How will patients be recruited in the various studies?


 No
 N/A
4. Information concerning the participants 

4.1 Number of participants
Number of participants to be recruited:

In the entire study: 


In own center: 


How will the participants be recruited and what arrangements were made for this recruitment?
4.2 Participant selection criteria

Healthy participants? 

 Yes
 No
 N/A
Participants suffering from:

Age category?
Gender 

 Male
 Female
 Both sexes
Pregnant women or women who might become pregnant during the study? 
 Yes
 No
 N/A
4.3 Control group

Is there a control group? 
 Yes
          Consisting of healthy participants?


          Consisting of participants suffering from:


          Number of participants:


 No
 N/A
4.4 Investigations
Which investigations do participants need to perform? 
Purely clinical evaluation
 Yes
                Frequency: 

 No
Functional or dynamic tests
 Yes
                Specify: 


                Frequency: 

 No
Radiographic and/or radio-isotopic investigation
 Yes
                Specify: 


                Frequency: 

 No
Biopsy
 Yes
                Specify: 


                Frequency: 

 No
Blood samples
 Yes
                Volume: 


                Frequency: 

 No
Is all the necessary done to limit the number and volume of blood samples to a strict minimum?
 Yes
 No
 N/A
Will there be a test for DNA? 

 Yes
 No
 N/A
Is there a separate consent been asked for this? 

 Yes
 No
 N/A
For which investigation will this DNA sample be used? 


For how long will the samples be stored? 


How will the data be processed? 
( Anonymous    
( Pseudonymized     
( By name
(Feedback to the participants will not be possible using anonymous processing, feedback with pseudonymized processing is still possible)
How will data be anonymized / pseudonymized     ?


Other
 Yes
                Specify: 

 No
Are there special investigations needed outside of a clinical practice?
4.5 Risks
Taking into account the current knowledge of science, do you think the research: 
( will incur no risk or complication
( may incur potential risks or complications: 

          Specify? 

                   Frequency?


( is most likely to have a risk or complication 

          Specify? 

                   Frequency?


4.6 Informed consent
Does the patient information sheet and informed consent contain information about the following aspects?
(cfr. law of 07/05/2004 experiments on human beings):
	
	Yes
	No

	The aim of the study
	
	

	The standard treatment and whether this treatment is withheld 
	
	

	Potential alternative treatments
	
	

	The risks for the participant and all efforts done to minimize these risks
	
	

	All activities expected of the participant
	
	

	The benefits for the participant
	
	

	The (possible) compensation for the participant and the investigators
	
	

	The insurance for the participant in case of possible injuries
(no-fault insurance cfr. art. 29 of the law on experiments on human subjects dd. 07/05/2004)
	
	

	The confidentiality of the data
	
	

	The voluntary participation 
	
	

	The right to refuse participation at any time without consequences for

the treatment
	
	

	The right to obtain access to the data of the participant
	
	

	The identity and contact details of the local investigator
	
	

	A copy of the informed consent will be provided to the participant
	
	

	
	
	

	The informed consent is written in a clear and understandable language and abbreviations used are clarified so the patient is able to understand.
	
	

	The informed consent for children > 12 y old is provided (if applicable)
	
	

	The informed consent for children < 12 y old is provided (if applicable)
	
	

	In case of urgency, permission will be asked from the participant or legal representative as soon as possible
	
	


How will the data be collected? 
( Anonymous    
( Pseudonymized     
( By name
Who will be responsible for the database ?


Who will be responsible for the pseudonymization codes?


For how long will the data be stored?


Which data will be collected 
( Only form data
( More data 
          Specify?

Where will the collected data be stored?

5. Supervision of participants 

Constant medical supervision during the study? 

 Yes
 No
 N/A
Supervision after office hours following the experiment? 

 Yes
         By whom? 


         How to be reached? 


 No
 N/A
6. Insurance considerations (N/A if UZA is the initiator)
Are all participants involved in the experiment insured for their no-fault liability? 

 Yes
 No
What is the insured amount of the study?


Is the insurance document valid for the entire duration of the study?
 Yes
          Valid until: ………………………

 No
          Valid until: ………………………

Will claims submitted after the end of the study still be covered by the insurance?
 Yes
 No
	Principal investigator
(name + signature + date)
	Head of the Department 
(name + signature + date)
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