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Basic form

for submitting a biomedical research project
submitted to      
on      
Title of the research project submitted as mentioned in the protocol

	     


 FORMCHECKBOX 

1st submission 

 FORMCHECKBOX 

re-submission 


Ethics Com. ref. №:      
Swissmedic/FOPH ref. №:      
Investigator (principal investigator within the sphere of responsibility of the ethics committee)

Surname, First name, Title:      
Position:      
Address:      
Tel.:      
Fax:      
e-mail:      
 FORMCHECKBOX 

other staff (in accordance with attached list)

Principal investigator in Switzerland (in the case of multi-centre projects)

Surname, First name, Title:      
Position:      
Address:      
Tel.:      
Fax:      
e-mail:      
Sponsor

Company / Institution:      
Contact person in Switzerland:      
Address:      
Tel.:      
Fax:      
e-mail:      
Main source of financing (if not identical with sponsor)

Company / Institution:      
Address:      
Contact person:      
Tel.:      
Fax:      
e-mail:      
Other sources of financing

Company / Institution:      
Address:      
Contact person:      
Tel.:      
Fax:      
e-mail:      
Company / Institution:      
Address:      
Contact person:      
Tel.:      
Fax:      
e-mail:      
Company / Institution:      
Address:      
Contact person:      
Tel.:      
Fax:      
e-mail:      
CRO (contract research organization)

Name:      
Address:      
Contact person:      
Tel.:      
Fax:      
e-mail:      
Type of research project

	 FORMCHECKBOX 

Medicinal products, Phase:  FORMCHECKBOX 
 I  FORMCHECKBOX 
 II  FORMCHECKBOX 
 III  FORMCHECKBOX 
 IV
 FORMCHECKBOX 

Transplantation

 FORMCHECKBOX 

Medical devices, certified:    FORMCHECKBOX 
 yes     FORMCHECKBOX 
 no
 FORMCHECKBOX 

Basic research

 FORMCHECKBOX 

Radioactive products
 FORMCHECKBOX 

Epidemiology

 FORMCHECKBOX 

Blood products
 FORMCHECKBOX 

Studies on patients' data

 FORMCHECKBOX 

Immunological products
 FORMCHECKBOX 

Osteopathy, Physiotherapy,

 FORMCHECKBOX 

Surgery
 FORMCHECKBOX 

Nursing

 FORMCHECKBOX 

Radiotherapy
 FORMCHECKBOX 

Research with embryos (in vitro)

 FORMCHECKBOX 

Gene therapy – trials
 FORMCHECKBOX 

Pathology

 FORMCHECKBOX 

Genetic studies
 FORMCHECKBOX 

Psychotherapy studies

 FORMCHECKBOX 

Other (please specify):      


Investigational product/s

(Active substance/s and brand name/s)

     
Comparative product/s

(Active substance/s and brand name/s)

     
Brief description of research project (key words)

	     


What are your ethical considerations for conducting this trial?

	     


Planned number of trial subjects

under the responsibility of the ethics committee:      
in Switzerland:      
worldwide:      
Participation of trial subjects in need of special protection

	 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes, i.e.
 FORMCHECKBOX 

Healthy trial subjects
 FORMCHECKBOX 

Minors



 FORMCHECKBOX 

Inmates of institutions
 FORMCHECKBOX 

Incapacitated persons



 FORMCHECKBOX 

Emergency cases
 FORMCHECKBOX 

Terminally-ill patients

 FORMCHECKBOX 

Other:      


Planned number of trial locations within the responsibility of the ethics committee

 FORMCHECKBOX 

1
 FORMCHECKBOX 

several (in accordance with attached list)

Other cantons in which the research project will be conducted
 FORMCHECKBOX 
  None
 FORMCHECKBOX 

AG
 FORMCHECKBOX 

AI
 FORMCHECKBOX 

AR
 FORMCHECKBOX 

BE
 FORMCHECKBOX 

BL
 FORMCHECKBOX 

BS
 FORMCHECKBOX 

FR

 FORMCHECKBOX 

GE
 FORMCHECKBOX 

GL
 FORMCHECKBOX 

GR
 FORMCHECKBOX 

JU
 FORMCHECKBOX 

LU
 FORMCHECKBOX 

NE
 FORMCHECKBOX 

NW

 FORMCHECKBOX 

OW
 FORMCHECKBOX 

SG
 FORMCHECKBOX 

SH
 FORMCHECKBOX 

SO
 FORMCHECKBOX 

SZ
 FORMCHECKBOX 

TG
 FORMCHECKBOX 

TI

 FORMCHECKBOX 

UR
 FORMCHECKBOX 

VD
 FORMCHECKBOX 

VS
 FORMCHECKBOX 

ZG
 FORMCHECKBOX 

ZH

Other countries in which the research project will be conducted
 FORMCHECKBOX 
  None
 FORMCHECKBOX 

FL
 FORMCHECKBOX 

others, i.e.      
Duration of the research project

Scheduled start of the research project (recruitment of the first trial subject):      
Scheduled end of the research project (last trial subject; last visit):      
Has this research project already been or will this research project be assessed by other ethics committees in Switzerland?

 FORMCHECKBOX 

Yes, please attach (initial) decision(s)
 FORMCHECKBOX 

No

 FORMCHECKBOX 

pending; decision awaited from:      
The following documents are enclosed with the accompanying letter:
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 FORMCHECKBOX 

Basic form, dated and signed
     
 FORMCHECKBOX 

Protocol of the research project, dated and signed:
Original dated      
     
 FORMCHECKBOX 

Protocol
Amendment (dated + signed) №.       dated      
     

Amendment (dated + signed) №.       dated      
     
 FORMCHECKBOX 

Latest version of the protocol (incl. amendments) dated      
     
 FORMCHECKBOX 

Executive summary of the protocol in everyday language
     
 FORMCHECKBOX 

Information about recruitment of trial subjects, incl. advertisement/s and questionnaire/s dated      , planned media (please state names)      
     
 FORMCHECKBOX 

Information for trial subjects
 FORMCHECKBOX 
 in German dated      
     
 FORMCHECKBOX 
 in French dated      
     
 FORMCHECKBOX 
 in Italian dated      
     
 FORMCHECKBOX 
 in other languages:       dated      
     
 FORMCHECKBOX 

Declaration of consent for trial subjects
 FORMCHECKBOX 
 in German dated      
     
 FORMCHECKBOX 
 in French dated      
     
 FORMCHECKBOX 
 in Italian dated      
     
 FORMCHECKBOX 
 in other languages:       dated      
     
 FORMCHECKBOX 

Extent and type of compensation for trial subjects
     
 FORMCHECKBOX 

Extent and type of compensation for investigators
     
 FORMCHECKBOX 

Insurance certificate / insurance policy valid for the trial location dated      
     
 FORMCHECKBOX 

Letter of confirmation from the sponsor relating to coverage of damages compensation dated      
     
 FORMCHECKBOX 

Letter of confirmation from the person designated for Switzerland declaring that he/she undertakes in Switzerland the duties laid down in Art. 7 par. 3 OClin,
dated      
     
 FORMCHECKBOX 

Signed contracts between the sponsor and the investigator or between a contract research organization (CRO; call centre) and the sponsor or the investigator 
     
 FORMCHECKBOX 

CV of the principal investigator, dated and signed, and CVs of other investigators
     
 FORMCHECKBOX 

List of other investigators at the trial locations within the responsibility of the ethics committee, status on      
     
 FORMCHECKBOX 

List of other staff members within the responsibility of the ethics committee, status
on      
     
 FORMCHECKBOX 

Scientific literature
     
 FORMCHECKBOX 

Investigator's brochure dated      
     
 FORMCHECKBOX 

(Initial) decision(s) from other ethics committees
     
 FORMCHECKBOX 

Other documents relevant to the type of trial (e.g. for medical devices; gene therapy-trials):
     
     


Date:
Signature of the principal investigator:

     





To be completed by the ethics committee, unless the documents are listed in the ethics committee’s decision

The ethics committee hereby confirms that it has received and checked all documents listed above.

On behalf of the ethics committee:

Surname + First name, Position:



Date:
Signature:
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Trägerschaft: Schweizerischer Verein Balgrist 



