Ethics Committee’s Application form – Erasme-ULB (021/406)


The "Request for Opinion from the Ethics Commission" is a document intended to facilitate the work of:

· The Ethics Committee’s secretarial pool 

· The administrative questions will enable the administrative assistants to enter useful information into our database.

· These data will be used to ensure proper management of the protocol by the Ethics Committee, for the various reports we are called upon to provide, for the Committee’s statistics, etc.


· The Secretary of the Ethics Committee

· In view of the number of protocols submitted for the Committee’s approval, the Secretary of the Ethics Committee is unable to read all dossiers submitted in their entirety. 
The “Request for Opinion” will enable him or her to gain an impression of the protocol that is being submitted and to assign it to one of the Committee’s reviewers for examination and reporting at a Committee meeting.

· Within the scope of the study follow-up (we have some 800 currently under way), this synthesis document allows for easy repositioning of the protocol.


· The reviewer who will be presenting the scientific and ethical ins and outs of the dossier at a Committee meeting.

It is therefore important for proper management of your dossier that all questions asked in the document be answered clearly and correctly.

  
Simply making reference to an element in the dossier in the answers to the items proposed takes away all interest from this document. Similarly, copy and paste section of other documents not often respond to the request.

The document is drafted in “Microsoft Word” and must be completed using that word processing package.

The boxes adjust to the amount of information provided, without limitation; however, the objective is that the final size of the document be between 8 and 15 pages. 

The document’s format can obviously not be adapted to all types of clinical trials proposed to our Committee.  It is therefore entirely foreseeable that certain items may be considered to be “Not applicable”.

The document must be dated and signed.  For the electronic version, the titles (Mr, Ms, Dr, Prof.), last and first names of the principal investigator replace the signature.

Thank you for your cooperation.

For the Ethics Committee

Georges Niset, BSc, PhD
Secrétaire du Comité d'éthique

T +32 (0) 2 555 37 07
T +32 (0) 2 555 37 11 - F +32 (0) 2 555 46 20
M Comite.ethique@erasme.ulb.ac.be
	1
	Title and Summary of the Project (justification, objectives, recruitment, methodology, etc.) 
PLEASE DO NOT extend beyond PAGE 1 of the current form, font ≤ 11, single line spacing

	
	Title

	
	Summary




Administrative Questions


	2
	EudraCT Nr:   
	CCB Nr:

	
	CE-Erasme Reference:
	Presumed end of study (mm/yyyy): 


3: Principal Investigator 
 FORMCHECKBOX 
  to check a box, place the cursor in front of the box, double-click and choose box checked
 FORMCHECKBOX 
  Internal to the institution  
 FORMCHECKBOX 
  External to the institution 

 FORMCHECKBOX 
  Doctor :     FORMCHECKBOX 
  Scientific framework     FORMCHECKBOX 
  Physiotherapist     FORMCHECKBOX 
  psychologist     FORMCHECKBOX 
  Nurse
 FORMCHECKBOX 
  Other (specify)
Last name, First name :

Department :

Name of the institution where the trial will take place :

Address :

4 : Experimentation Type :

( trial that does not fall under the enforcement of the law of 7 May 2004

 FORMCHECKBOX 
  Retrospective trial
 FORMCHECKBOX 
  Trial on surplus of human biological material

 FORMCHECKBOX 
  Trial on embryo
 FORMCHECKBOX 
  Psychological study
 FORMCHECKBOX 
  Other: please specify (survey, etc ...)

( trial that does fall under the enforcement of the law of 7 May 2004

 FORMCHECKBOX 
  Interventional trial
 FORMCHECKBOX 
  Observational trial (non-interventional)
5 : Sponsor of the experimentation :

· non commercial or academic trial



       origin of sponsor

 FORMCHECKBOX 
  Erasme Hospital

 FORMCHECKBOX 
  Scientific Association

 FORMCHECKBOX 
  Faculty of Medicine - ULB

 FORMCHECKBOX 
  FSM – ULB
 FORMCHECKBOX 
  Faculty de Psychology – ULB

Other ; please specify :

· Commercial or non academic trial 


         FORMCHECKBOX 
  Industrial sponsor

6 : Single or Multicentre Centre Trial :

 FORMCHECKBOX 
  Single centre trial

 FORMCHECKBOX 
  Multicentre trial leading committee

 FORMCHECKBOX 
  Multicentre trial non leading committee : Identify LEC

7 : Subject of study (one answer only)

 FORMCHECKBOX 
 Surgery
 FORMCHECKBOX 
 Psychiatry


 FORMCHECKBOX 
 Emergency/Intensive care
 FORMCHECKBOX 
 Internal medicine
 FORMCHECKBOX 
 Oncology & radiotherapy
 FORMCHECKBOX 
 Palliative care
 FORMCHECKBOX 
 Female disease
 FORMCHECKBOX 
 Clinical biology
 FORMCHECKBOX 
 Nursing care
 FORMCHECKBOX 
 Paediatrics
 FORMCHECKBOX 
 Bacteriology/virology
Other; please specify :
8 : Trial focussing on a medicine (one answer only) 

 FORMCHECKBOX 
  Phase 1          FORMCHECKBOX 
  Phase 2           FORMCHECKBOX 
  Phase 3           FORMCHECKBOX 
  Phase 4

 FORMCHECKBOX 
  Bioequivalence/pharmacokinetic              FORMCHECKBOX 
  Pharmaco-vigilance

 FORMCHECKBOX 
  Pharmaco-economy                                 FORMCHECKBOX 
  Compassionate use / Medical Need Program

Other; please specify

9 : Trial not focussing on a medicine (one answer only) 

 FORMCHECKBOX 
  Medical device / prosthesis
 FORMCHECKBOX 
  Diagnostic study
 FORMCHECKBOX 
  Physiology / Pathophysiology
 FORMCHECKBOX 
  Epidemiological study
 FORMCHECKBOX 
  Psychological study
 FORMCHECKBOX 
  Sociological study
Other ; specify
10 : Choice of subjects (several answers possible)

 FORMCHECKBOX 
  Adults able to express their will

 FORMCHECKBOX 
  Adults unable to express their will
 FORMCHECKBOX 
  Subjects under 18
 FORMCHECKBOX 
  Emergency situation
 FORMCHECKBOX 
  Pregnant women or likely to become pregnant during the study 

 FORMCHECKBOX 
  Nursing women

Number of subjects :

Affection :

Age :

Gender :
11 : Notification of trial to the Erasme Hospital Management :

 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO / N/A

For what reason ?

12 : Insurance :

 FORMCHECKBOX 
  Certificate attached 

 FORMCHECKBOX 
  Ongoing process 

 FORMCHECKBOX 
  N/A 

If N/A, please explain reason : 

13 : Will the medical file of each patient included in the trial contain under « Clinical Research » :

a short summary of the ongoing trial :
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

the location of the full protocol : 
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

Ethical considerations 


	14
	Background of the submitted trial.

	
	

	15
	Primary hypothesis in this trial (if relevant, also secondary hypotheses)

	
	

	16
	Short description of chemical and pharmalogical characteristics of the investigated medicinal product, if appropriate.

	
	

	17
	a)Description of investigational procedures 

	
	

	
	b) In the context of an  interventional clinical trial , description of any deviations necessary from the routine treatment (List of  procedure required exclusively by the trial, including nature, frequency and volume of performed samplings)

	
	

	18
	Description of steps taken for the patient to be informed, through the PIL/ICF, of the measurements required exclusively for the study (Table / statement “required by the study / standard of care”), of local arrangements taken for these measurements not to be invoiced neither to the patient nor to the INAMI (social security).

	
	

	19
	Possible benefit for included subjects……. Present possible gain in knowledge to be obtained in the trial and its importance

	
	

	20
	Risk assessment, foreseeable risks of treatment and/or procedures to be used (incl. pain, discomfort, invasive manipulation and means taken to reduce these risks and take care of possible unforeseen events during the procedure/out of the procedure, possible contact with the investigator,…).

	
	

	21
	Present your own evaluation of the risk-benefit ratio.

	
	

	22
	For clinical trial, plan for treatment and care after the subject has ended the participation in the clinical trial in the respects of the Declaration of Helsinki (IP / Promoter Responsibilities ?) 

	
	

	23
	Rules for stopping or prematurely ending the trial at the site /as a whole.

	
	

	24
	Previous experience of the investigator / the site in the conduct of similar research procedures.

	
	

	25
	Description of the recruitment procedure (all material to be used should be appended)

	
	

	26
	Description of procedure to provide information and obtain consent from the subject or legal representative if applicable (list of people who will give the information and when, need for legal representatives, witness etc).

	
	

	27
	Reason for including persons from vulnerable groups, i.e. minors, temporarily or permanently incapacitated  subjects.

	
	

	28
	Relation between subject and investigator (patient – physician, student – teacher etc)

	
	

	29
	Local procedures to avoid the subject to take part simultaneously to several trials or to check that a required period has elapsed since 2 participations in studies (particularly important when healthy subjects are included in pharmacology trials).  

	
	

	30
	Requirements and procedures to assess health of healthy subjects (i.e. hospital files or national requirements)

	
	

	31
	Procedures for searching, recording and reporting adverse effects (describe when, by whom and how open questions and/or according to lists

	
	

	32
	Procedures used to protect the privacy of the participants
.

	
	

	33
	Definition of required number of subjects, statistical consideration (mode of analysis). 

	
	

	34
	Amount and procedures for compensation of subjects (description of amount paid, during the participation in the trial and justification travel/parking costs, compensation for discomfort etc).

	
	

	35
	Agreement on investigator’s access to data, publication policy etc. 

	
	

	36
	Sources of funding and information on financial or other interests of the investigator.

	
	


	Investigator’s statement

	Study Title

	I hereby confirm that the information supplied to the Ethics Committee in this Request for Opinion is true and accurate.

I confirm having disclosed any potential conflicts of interest that could result from the relationships I myself or any person in my immediate environment entertain with the company sponsoring the study constituting the subject of this request. 

I believe the present study can be carried out in compliance with the protocol and the principles of the Helsinki Declaration, Good Clinical Practice and the Belgian Act of 7 May 2004 concerning experiments carried out on humans.  

In particular, I undertake to be especially careful about protecting the privacy of the participants I will recruit for this study.  This means that:

· No identifying information will leave the institution,

· No association of data (such as for example true initials combined with the birth date expressed as  dd/mm/yyyy and sex) that might enable the participant to be identified will leave the institution,

· The data and/or biological samples sent to the study’s sponsor will be encoded.

· Together with my staff I will be the only owner of the database that associates the study identification code to the participant’s file.

· This database will be kept in a safe place (locked cabinet / password protection in the case of electronic databases) and destroyed at the latest 15 years after the closing date of the study except if otherwise stipulated in the contract entered into with the sponsor.

· Any third party access to source data and to the patients’ medical files will take place under my direct supervision or that of one of my staff members.

· The computer files containing data collected will be protected from abusive use.

I undertake to forward the following to the Ethics Committee: 

· The dates indicating the progression of the study (inclusion/enrolment of the first participant, inclusion/enrolment of the last participant, closing of the study), 

· Any severe suspect and unexpected undesirable event affecting one of the participants recruited by me,

· My new evaluation of the “risk /benefit” ratio for the study participants every time I send or the sponsor asks me to send the Ethics Committee documents in connection with the safety of the participants in the study,

· An annual report accompanied by my evaluation of the risk/benefit ratio for the study participants,

· The final report for the study.


	Date :  
	Signature: 




� LEC : Leading Ethics committee (... which is competent to issue the single opinion)


� This point should specify how the study identification code is defined, who has access and who holds the list linking the study identification code and the participant's medical record, when the list will be destroyed, how the source documents will be protected, how the research data will be transsmitted to the research database manager and what measures are taken to ensure that study data can not allow, through data association, identification of the participant.
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