
     
  

 

 

  

 

 

 

  

   

 

 

  

 

    

     

               

 

  

        
              

     

Research Project Application Form

Public Short title: 

Acronym:

Applicant: 

Last Name:

First Name:

Organization:

Address:

Telephone:

E-Mail:

Title:

Zip/City:

What kind of sponsor?:

(Base Form, Basisformular, Formulaire de base, Modulo di base) 

SNCTP-No.:

Project-No.:

Mono-/Multi-centric:

Start Date:

Risk Category:

Other ECs involved:
EKNZBE GE SG

TG TI VD VS ZH

Who initiated the study?:

Role of Applicant:

Report of Practical Experience?:

Necessary for education / obtaining a degree?:

End Date:

(Lead) Ethics Committee:

Date submitted:
EC-No.:

Title:
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User guide
Note
Registering an application through SNCTP: http://www.kofam.ch/en.html

User guide
Note
Will be assigned by the Ethics Committee.

B.  Hirschel
Sticky Note
Address complaints, comments, and suggestions regarding this form to bernard.hirschel@hcuge.ch

User guide
Note
The Base Form must be filled out for all projects.  Additional forms need to be submitted, depending on the type of research project.  For instructions, please refer to http://www.swissethics.ch/templates.html 


User guide
Note
Format dd.mm.yyyy

User guide
Note
If this is a monocentric study, choose the EC to which the submission is adressed

User guide
Notiz
Optional; for instance to indicate the number of an international trial registered outside of Switzerland

User guide
Notiz
In German:  Gesuchsteller, in French:  Requérant 

User guide
Note
For clinical trials, choose a category as described in Art 19-22 VKlin/OClinIn general, category A = minimal risk. For drugs: A = use according to compendium, B = Licenced drug, but used for new indication or new dosage, C = drug not licenced in Switzerland.  For details, see the respective ordinances: OClin Art 19 et 20, for clinical trials, and ORH Art 7, for other research projects.

User guide
Note
Anticipated date of enrollment of first patient

User guide
Notiz
Deutsch: Praxiserfahrungsbericht, Français: Rapport d’expérience pratique


User guide
Notiz
HFG Art 3, al. l: Clinical trial means a research project in which persons are prospectively assigned to a health-related intervention in order to investigate its effects on health or on the structure and function of the human body.

User guide
Notiz
If sponsor and principal investigator is the same person, choose principal investigator.



     
  

 

 

  

 

 

 

  

   

 

 

  

 

    

     

               

 

  

        
              

     

 Key inclusion criteria: 

Key exclusion criteria: 

Minimal/Maximal 
age of study subjects:

Vulnerable Population: 

none

embryo/fetus intrauteri

prisoners unable to consent

 Target Sample Size:

Phase:

in CH: total:

Gender of study population:

emergencies

Health condition(s) or problem(s) studied:

Intervention(s):
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children

pregnant women

adolescents

healthy volunteers

Allocation:

Blinding techn.:

Primary purpose:

Type of control:

Arms/distribution:

Study-Type 2:

Study-Type 1:
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User guide
Sticky Note
For clinical trials and observational studies the target sample size is the number of individuals enrolled in the study.  For studies involving biological samples, it is the number of such samples.

User guide
Note
For each arm of the trial record a brief intervention name plus an intervention description.Intervention Name: For drugs use generic name; for other types of interventions provide a brief descriptive name.- For investigational new drugs that do not yet have a generic name, a chemical name, company code or serial number may be used.- For non-drug intervention types, provide an intervention name with sufficient detail so that it can be distinguished from other similar interventions.- Intervention Description: Must be sufficiently detailed for it to be possible to distinguish between the arms of a study (e.g. comparison of different dosages of drug) and/or among similar interventions (e.g. comparison of multiple implantable cardiac defibrillators). For example, interventions involving drugs may include dosage form, dosage, frequency and duration.For controlled trials, the identity of the control arm should be clear. The control intervention(s) is/arethe interventions against which the study intervention is evaluated (e.g. placebo, no treatment,active control). If an active control is used, be sure to enter in the name(s) of that intervention, orenter "placebo" or "no treatment" as applicable. For each intervention, describe other interventiondetails as applicable (dose, duration, mode of administration, etc).

micih
Notiz
Unmarked festgelegt von micih

User guide
Notiz
If several purposes apply, indicate primary purpose.



 

    
 

         

      

     

    

 

        
              

Type

Name of Primary Registry:

Public title in English:

Public title in Swiss national language (de, fr, it):

Amount in kF(*) %

Primary outcome(s)/endpoint(s): Secondary outcome(s)/endpoint(s):

Information on Financing
Source

Europe Asia Africa

Countries of recruitment (in addition to Switzerland): 

AustraliaUSA

Countries by name:
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(*) 1 kF = 1'000 Swiss Francs 
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User guide
Note
User guide :  You may indicate up to 4 different sources of financing.Example:  Your project is mainly financed by the SNF. In addition, you have received a grant from the Swiss Society of Cardiology, and from your hospital:| Source                      | Type                      | Amount in kF | Percent ||-----------------------------|---------------------------|--------------|---------|| SNF                         | Swiss Nat'l Sc Foundation | 300          | 75      || Swiss Society of Cardiology | Other Foundations         | 80           | 20     || Geneva University Hospital  | Hospital Funds            | 20           | 5       |  Special cases:- In international trials, only list costs in Switzerland- If financing occurs on a per-case basis, multiply by the number of cases planned in Switzerland (e.g. 400 kF for 50 patients at 8000.- per patient)Only list resources paid to investigators.  For instance, if a CRO is responsible for the trial with 50 patients at 8000.- per case, do not consider the costs incurred by the CRO for monitoring etc

User guide
Note
For instructions, visithttp://www.who.int/ictrp/network/primary/en/

User guide
Note
Fill out only if different from short title on page 1. Should be understood by the general public

User guide
Note
Should be understandable by the general public

User gude
Note
Outcomes are events, variables, or experiences that are measured because it is believed that they may be influenced by the intervention. The Primary Outcome should be the outcome used in sample size calculations, or the mainoutcome(s) used to determine the effects of the intervention(s). Most trials should have only one primary outcome.For each primary outcome provide:- The name of the outcome (do not use abbreviations)- The metric or method of measurement used (be as specific as possible)- The timepoint(s) of primary interestExample:Outcome Name: DepressionMetric/method of measurement: Beck Depression ScoreTimepoint: 18 weeks following end of treatment

User guide
Note
List a maximum of 4 secondary outcomes



 

 

 

        
              

Inclusion Criteria: Exclusion Criteria:

Where in Switzerland can 
patients enroll?:

Adress for further 
information: Name, phone 
number, e-mail address:

Study Decription:

Health condition (disease):

Intervention:
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Lay summary in Swiss national language (de, fr, or it):

Title:
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User guide
Notiz
A simple title for persons without medical education. For instance: "Erprobung eines neuen Medikamentes, ABC 2345, in der Behandlung der Zuckerkrankheit."

User guide
Notiz
List only the most important inclusion criteria (maximum three criteria)

User guide
Notiz
List only the most important exclusion criteria (maximum 3 criteria)

User guide
Notiz
Use simple language without specialized terminology: "zufällig" statt "randomisiert", "Zuckerkrankheit" statt "Diabetes", "weder Sie noch Ihr Arzt wissen, welche Behandlung Sie erhalten" statt "doppelblind" etc.

User guide
Note
Summary for the general public.



 
  

 

     

  

     

        
              

                         

2)

additional local Invesitgators (use Appendix) 

3a) Sponsor, Click here if same as PI or CI:

4) CRO, Click here if none:

5) Address for billing the EC’s fees1b) for scientific queries
click here if same as 1a):

1a) Address for general queries

3b) Sponsor's representative in Switzerland

6) Local Investigator in multicenter studies

b)

list one per center. click here if same as PI:

a)

Click here if same as 3a):

Principal Investigator (PI, in multicenter 
studies: Coordinating Investigator CI) 
Click here if same as 1a):

(postal address in Switzerland mandatory)
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Address Page

swissethics.ch Clinical Trials, Version 1.23, 05.06.2014 5/7

User guide
Note
The Coordinating Investigator (also called Principal Investigator) may or may not be identical to the Primary Sponsor.  For clinical trials, must be an MD and (in most cantons) have a licence to practice medicine independently (Praxisbewilligung/droit de pratique). 

User guide
Note
KlinV, Article 2, alinea c:  Sponsor:  A person or a institution based in Switzerland, or with a representation in Switzerland, which takes responsibility for the instigation of a clinical trial, in particular for its launch, management and finances



                 
               

  
   

    
 

  

  
 

        
              

Signatures 
By signing below, you will be reaffirming that you understand your role in this project 
and that you agree with this application and its content.

Sponsor CRO, if applicable 

Signature 

First/Last 
Name 

Address 

PI (in multicenter studies: CI)

Additional documents
Depending on the type of submission, additional documents need to be submitted, see: 
http://www.swissethics.ch/templates.html
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User guide
PI = Principal Investigator, 
CI = Coordinating Investigator

micih
Notiz
Unmarked festgelegt von micih



        
              

 Appendix

additional local Investigators (One local Investigator per participating center)

c)

d) h)

e) i)

f) j)

g)
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	Key inclusion criteria: 1) a psychotic disorder according to ICD 10 (F20 or F25), diagnoses having been established by experienced clinicians; 2) presenting a score of at least 2 on the overall SANS anhedonia scale; 3) age between 18 and 65 years old; 4) French-speaking; 5) sufficient clinical stability
	Key exclusion criteria: 1) evidence of organic brain disease, clinically significant concurrent medical illness, or learning disability; 2) no understanding of the study protocol as assessed with a decisional capacity instrument 
	Gender of study population: [Both]
	Public title in Swiss national language: Programme Emotions Positives pour la Schizophrénie (PEPS) : un essai contrôlé randomisé sur l’amélioration du plaisir et de la motivation dans la schizophrénie
	Health conditions: Schizophrenia spectrum disorders, ICD 10 F20 or F25 
	Public title: Positive Emotions Program for Schizophrenia (PEPS): a randomized controlled study on improving pleasure and motivation in schizophrenia
	Min/Max Age: 18-65
	addLocalInvestigators: Off
	TargetSampleSizeCH: 60
	TargetSampleSizeTotal: 60
	VunerableNone: Oui
	VunerableChildren: Off
	VunerableUnableToConsent: Off
	VunerableEmergencies: Off
	VulnerableAdolescents: Off
	VulnerablePregnantWomen: Off
	VulnerableEmbryosFetuses: Off
	FinanceSourceType1: [SNF]
	FinanceSourceType2: [Please Choose]
	FinanceSourceType3: [Please Choose]
	FinanceSourceType4: [Please Choose]
	FinanceSource1Amount: 395.4
	FinanceSource2Amount: 
	FinanceSource3Amount: 
	FinanceSource4Amount: 
	FinanceSource1Percent: 
	FinanceSource2Percent: 
	FinanceSource3Percent: 
	FinanceSource4Percent: 
	FinanceSource1: Division Sciences humaines et sociales
	FinanceSource2: 
	FinanceSource3: 
	FinanceSource4: 
	Name of primary registry: clinicalTrial.gov & Kofam
	SigPI_First: Jérôme Favrod 1,2
	SigPI_Last: 
	SigSponsorFirst: Jérôme Favrod 1,2
	SigSponsorLast: Charles Bonsack 2
	SigCROFirst: 
	SigCROLast: 
	SigPI_Address: 1) Institut et haute école de la santé la Source, Haute école spécialisée de Suisse occidentale, avenue Vinet 20, 1004 Lausanne et 2) Service de Psychiatrie Commuanautaire du DP-CHUV, place Chaudron 18, 1003 Lausanne
	SigSponsor_Address: 1) Institut et haute école de la santé la Source, Haute école spécialisée de Suisse occidentale, avenue Vinet 20, 1004 Lausanne et 2) Service de Psychiatrie Commuanautaire du DP-CHUV, place Chaudron 18, 1003 Lausanne
	SigCRO_Address: 
	chkScientificQueries: Oui
	1a_FirstLast: Jérôme Favrod
	1a_Address1: Ecole la Source HES/SOAvenue Vinet 30
	1a_ZipCode: 1004
	1a_Email: j.favrod@ecolelasource.ch
	1a_Telephone: +4179 447 31 57
	1b_FirstLast: First, last name
	1b_Address1: 
	1b_City: City
	1b_Email: Email
	1b_Telephone: Telephone
	2_FirstLast: First, last name
	2_Position: Position, e.g. chief of service
	2_Address1: Address 1
	2_ZipCode: Zip Code
	2_City: City
	2_Email: Email
	2_Telephone: Telephone
	chkSponsorSameAsCI: Oui
	3a_FirstLast: First, last name
	3a_Address1: Address 1
	3a_ZipCode: Zip Code
	3a_City: City
	3a_Email: Email
	3a_Telephone: Telephone
	3b_FirstLast: First, last name
	3b_Address1: Address 1
	3b_ZipCode: Zip Code
	3b_City: City
	3b_Email: Email
	3b_Telephone: Telephone
	4_FirstLast: First, last name
	4_Address1: Address 1
	4_ZipCode: Zip Code
	4_City: City
	4_Email: Email
	4_Telephone: Telephone
	5_choose: [Choose]
	5_FirstLast: Jérôme Favrod
	5_Address1: Unité de réhabilitation, Service de psychiatrie communautaire du DP CHUV18, Place Chaudron
	5_ZipCode: 1003
	5_City: Lausanne
	5_Email: jerome.favrod@chuv.ch
	5_Telephone: +4179 447 31 57
	6a_CenterName: Name of Center
	6a_FirstLast: First, Last name
	6a_Address1: Address 1
	6a_ZipCode: Zip Code
	6a_City: City
	6a_Email: Email
	6a_Telephone: Telephone
	6b_CenterName: Name of Center
	6b_FirstLast: First, Last name
	6b_Address1: Address 1
	6b_ZipCode: Zip Code
	6b_City: City
	6b_Email: Email
	6b_Telephone: Telephone
	chkCRO_none: Oui
	chkLocalInvSameAsPI: Oui
	Primary outcome: Composite score of apathy/avolition and anhedonia/asociality of the SANS 
	Secondaty outcome: Capacity to savor pleasure, anticipatory pleasure, and consummatory pleasure, depression
	1a_City: Lausanne
	SNCTP: 
	Title: Positive Emotions Program for Schizophrenia (PEPS): a randomized controlled study on improving pleasure and motivation in schizophrenia
	PublicShortTitle: Positive Emotions Program for Schizophrenia (PEPS): a randomized controlled study
	Acronym: PEPS RCT
	ET Committee: [VD]
	BE1: Off
	EKNZ1: Off
	GE1: Off
	SG1: Off
	TG1: Off
	TI1: Off
	VD1: Off
	VS1: Off
	ZH1: Off
	projectNumber: 
	dateSubmitted: 12.10.2015
	ecNumber: 
	1b_ZipCode: Zip Code
	Risk category: [C]
	Start date: 1.12.2015
	End date: 30.11.2018
	VulnerableHealthyVolunteers: Off
	VulnerablePrisoners: Off
	LaySummaryInclusionCriteria: Un trouble du spectre de la schizophrénie, avoir entre 18 et 65 ans. Avoir un score d'au moins 2 sur l'échelle d'anhédonie de la SANS, comprendre et parler le français
	LaySummaryHealthCondition: Trouble du spectre de la schizophrénie
	LaySummaryExclusionCriteria: Avoir un trouble organique, échec sur l'échelle de la capacité à consentir.
	LaySummaryIntervention: Un  programme en huit séances pour améliorer la capacité de savourer et anticiper le plaisir.
	LaySummaryWhereCHenroll: Canton de Vaud et de Fribourg
	LaySummaryAddress: Jérôme Favrod - +41 79 447 31 57, j.favrod@ecolelasource.ch
	LaySummaryTitle: Programme Emotions Positives pour la Schizophrénie (PEPS) : un essai contrôlé randomisé sur l’amélioration du plaisir et de la motivation dans la schizophrénie
	LaySummaryDescription: Les symptômes négatifs sont depuis longtemps reconnus comme une caractéristique centrale de la schizophrénie depuis les premières descriptions de Kraepelin et Bleuler. Ils affectent négativement l’évolution fonctionnelle et professionnelle des patients ainsi que leur rétablissement. Toutefois, l’efficacité des traitements pharmacologiques et psychologiques sur les symptômes négatifs primaires reste très limitée. Cette étude vise à tester l’efficacité d’une nouvelle intervention pour améliorer les symptômes négatifs.Le projet va tester l’efficacité du Programme Emotions Positives pour la Schizophrénie (PEPS) qui cherche à améliorer le contrôle cognitif des émotions, notamment l’anticipation, le maintien et la mémorisation du plaisir qui sont associés à ce syndrome d’expérience diminuée. Il s’agit d’un programme de huit séances d’une heure pour des groupes de 5 à 10 participants. Suite à une étude pilote qui montre des résultats encourageants, il est maintenant nécessaire d’étudier l’efficacité de l’intervention dans le cadre d’une étude contrôlée afin de vérifier la validité des premiers résultats obtenus et le maintien de ceux-ci un semestre après l’intervention.
	Role: [PI]
	MonoMulti: [Monocentric Swiss]
	WhoInitiated__BAG: [Investigator]
	WhatSponsor_BAG: [Public]
	TypeOfStudy_BAG: [Please Choose]
	Study necessary to complete: [Other]
	BlindingTechnique: [single-blind]
	Control: [None]
	Allocation: [randomized controlled trial]
	Arms: [parallel groups]
	Purpose: [Treatment]
	Phase: [N/A]
	Applicant_LastName: Favrod
	Applicant_Title: Professeur ordinaire HES
	Applicant_FirstName: Jérôme
	Applicant_Organization: La Source, School of nursing sciences, University of Applied Sciences & Arts of Western Switzerland
	Applicant_Address: Avenue Vinet 30
	Applicant_Zip: 1004
	Applicant_City: City Lausanne
	Applicant_Phone: +4179 447 31 57
	Applicant_Email: j.favrod@ecolelasource.ch
	Appendix_Center1: HorizonSud
	Appendix_Name1: Armando Brana
	Appendix_Address_1: Address Fondation HorizonsudRoute de la Rotonde 25
	Appendix_Zip1: 1633
	Appendix_City1: Marsens
	Appendix_Email1: Email armando.brana@horizonsud
	Appendix_Telephon1: Telephone 079 381 84 20
	Appendix_Center2: EMS Les Myosotis
	Appendix_Name2: Gwennaïg Tamic
	Appendix_Address2: AddressEMS les Myosotis SarlRue de Venengy 16
	Appendix_Zip2: 1174
	Appendix_City2: Montherod
	Appendix_Email2: Email myosotis.soins@sefanet.ch
	Appendix_Telephon2: Telephone 021 822 53 35
	Appendix_Center3: ProHome Altage
	Appendix_Name3: Abel Ringuet
	Appendix_Address3: Chemin sous l'Eglise 8
	Appendix_City3: Gilly
	Appendix_Email3: Email : able.ringuet@altage.ch
	Appendix_Telephon3: Telephone : 021 824 29 24
	Appendix_Zip3: 1182
	Appendix_Address4: Avenue des Oiseaux 13
	Appendix_City4: Lausanne
	Appendix_Zip4: 1018
	Appendix_Email4: Email :alvanismailaj2@yahoo.fr
	Appendix_Telephon4: Telephone : 078 843 26 68
	Appendix_Center4: SISP SA
	Appendix_Name4: Alban Ismailaj
	Appendix_Address5: Route des Chenolettes 4
	Appendix_Center5: Cogest'ems SA
	Appendix_Name5: Vincent Chappuis
	Appendix_Zip5: 1660
	Appendix_City5: Château d'Oex
	Appendix_Email5: Email vincent.chappuis@cogestems.ch
	Appendix_Telephon5: 079 252 77 49
	Appendix_Center6: Maison de la Rouvraie
	Appendix_Name6: Joanie Pellet
	Appendix_Address6: Route du Signal 9
	Appendix_Zip6: 1028
	Appendix_City6: Lausanne
	Appendix_Email6: Email maison.rouvraie@bluewin.ch
	Appendix_Telephon6: Telephone 021 329 10 00
	Appendix_Center7: Name of Center
	Appendix_Name7: First, Last name
	Appendix_Address7: Address
	Appendix_Zip7: Zip Code
	Appendix_City7: City
	Appendix_Email7: Email
	Appendix_Telephon7: Telephone
	Appendix_Center8: Name of Center
	Appendix_Name8: First, Last name
	Appendix_Address8: Address
	Appendix_Zip8: Zip Code
	Appendix_City8: City
	Appendix_Email8: Email
	Appendix_Telephon8: Telephone
	chk3b: Off
	chkPI: Ja
	CountriesEurope: Off
	CountriesUSA: Off
	CountriesAsia: Off
	CountriesAfrica: Off
	CountriesAustralia: Off
	CountriesNames: 
	Intervention: The program teaches skills to help overcome defeatist thinking and to increase the anticipation and maintenance of positive emotions. PEPS involves eight one-hour group sessions, administered using visual and audio materials as part of a PowerPoint presentation of slides projected onto a screen.The skills taught include savoring a pleasant experience, expressing emotions by increasing behavioral expression, making the most of, or capitalizing on, positive moments, and anticipating pleasant moments. A simple homework task is assigned to be done between each session.
	StudyType_2: [other or N/A]
	StudyType_1_BAG: [Other]


