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201.251473 
REGISTERED LETTER 
Stefanie Schmidt 
Institute of Psychology, University of Bern 
Fabrikstrasse 8 
3012 Bern 
 
Bern, 22nd of August 2022 
 
P R O V I S I O N 
Subject: Authorization of a clinical trial1 with medical devices 
Our reference (Reference to original application number): 102676067 
Identification of the clinical trial 

• Title: Randomized Controlled Trial on the Efficacy of a Transdiagnostic Online-
Prevention Approach in Adolescents (EMPATIA) 

• Sponsor: Institute of Psychology, University of Bern 
• Reference number Swissmedic: 10001035 
• Reference number Ethics Committee: 2022-D0036 
• Reference number EUDAMED: CIV-22-04-039291 

 
Ladies and Gentlemen 
 
1. Considerations 
Swissmedic makes the decision to authorize the trial in accordance with Article 54 of 
the Federal Act on Medicinal Products and Medical Devices (TPA; SR 812.21), the 
positive vote of the responsible ethics committee (see Annex) and the confirmations 
of submission dated 10.08.2022 and 22.08.2022 and the documents and information 
received by Swissmedic up to and including 10. 08.2022, in particular 

• Clinical investigation plan (CIP) version 2 (09.06.2022)  

• Data collection form (CRF) version 3 (24.062022) 

• Investigator's brochure version 5 (05.08.2022)  

• Patient information version 3 (24.06.2022) 
 
 
 
 
 
 
 

1 This term includes the following: Clinical trials with medical devices, interventional 
performance studies with IVDs, combined clinical trials with medical devices and 
medicinal products 

  



Fee 
The fee is set in accordance with the Ordinance of the Swiss Agency for Therapeutic 
Products on its fees (GebV-Swissmedic; SR 812.214.5). The flat-rate fee is CHF 
5000. Additional costs were incurred in the authorization procedure due to 
inadequate content or changes to documents. This is not covered by the flat-rate fee 
provided for in the GebV-Swissmedice. The additional expenditure amounts to 2 
hours and will be invoiced at a fee of CHF 200 per hour based on the GebV-
Swissmedic. The total amount for the flat-rate fee and additional expenses is CHF 
5400. 
 

2. Decision 

Based on these considerations 

decreed: 

1. the above-mentioned clinical trial is authorized by Swissmedic. 

2. the fee amounts to CHF 5400. 

3. additional information 

• The invoice for the fee will be sent to you by separate post. 
• The Swissmedic reference number for the clinical trial is 10001035. For future 

correspondence, please refer to this number. 
• Please note the notification and reporting obligations to Swissmedic that must be 

fulfilled during the trial (Articles 33 - 39 of the Ordinance on Clinical Trials with 
Medical Devices (ClinO-Mep; SR 810.306)): 

• Changes in the documentation or in the conduct of the trial 
• Serious incidents 
• Safety-relevant circumstances 
• Annual report on the safety of trial subjects (including date and list of all 

serious incidents considered in the report) 
• Termination or cancellation of the trial, final report 

A summary can be found in the information sheet: (Information Sheet 
BW600_00_015e) Chapter 7 The notifications and reports must be submitted to 
Swissmedic unsolicited and on time. Sponsors of clinical trials are required by law to 
maintain a suitable quality assurance system. The handling of notification and 
reporting obligations and their due dates must be described in processes for clinical 
trials. Duty specifications and training of the persons involved must be reviewed and 
updated. 

• Your first annual report to Swissmedic is due by 22 August 2023 at the latest. 
Please send us all the information in accordance with information sheet 
section 7.2.4. You can also submit the report earlier, e.g., for a coordinated 
submission to several authorities. However, a delay in submission is not 
permitted. 



• In accordance with Articles 46 and 47 of the Ordinance on Clinical Trials in 
Human Research (ClinO, SR 810.305), Swissmedic is authorized to carry out 
inspections, revoke or suspend this authorization at any time, or make the 
continuation of the trial subject to additional conditions. 

 
 
Kind regards 
 
Swissmedic, Swiss Agency for Therapeutic Products 
 
Saranya Subakaran Zentraler Versand / Envoi centralisé 
 
Your contact:  
Sector Market Surveillance 
Division Medical Devices Clinical Investigations (MDCI) 
Dr Einat Schmutz, Einat.Schmutz@swissmedic.ch 
 
Enclosure: Vote of the Ethics Committee 
 
Copy: 

• Cantonal ethics committee: Kantonale Ethikkommission Bern 
• Cantonal authorities: Cantonal pharmacist 

 
 
Right of Appeal 
An appeal against this decision may be lodged within 30 days of notification. The 
appeal must be submitted to the Federal Administrative Court, P.O. Box, 9023 St. 
Gallen (Art. 31 and 33 letter e of the Federal Act of 17 June 2005 on the Federal 
Administrative Court; SR 173.32). 
The appeal must contain the request, the grounds for the request, the evidence and 
the signature of the appellant (or the appellant's representative); the contested 
decision and the documents invoked as evidence must be enclosed (Art. 52 of the 
Federal Act of 20 December 1968 on Administrative Procedure; SR 172.021). 
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Murtenstrasse 31 
3010 Bern 
Bern 
+41 31 633 70 70 (Telefon) 
+41 31 633 70 71 (Telefax) 
info.kek@be.ch 
Ethikkommission für die Forschung am Menschen (be.ch)  

Dorothy Pfiffner 
+41 31 633 70 77 dorothy.pfiffner@be.ch  
dorothy.pfiffner@be.ch  

 

Bern, 26. October 2023, FN 

Provision Amendment of the Bern Ethics Committee 

Substantial amendment: Protocol amendment 3 
 

Project-ID (BASEC) 2022-D0036 

European Clinical Investiagtion 
Identification number (CIV ID) 

 

Project title Randomized Controlled Trial on the Efficacy 
of a Transdiagnostic Online-Prevention 
Approach in Adolescents (EMPATIA) 

Coordinator Prof. Dr. phil. Stefanie J. Schmidt 

Sponsor Universität Bern, Institut für Psychologie, 
Abteilung Klinische Psychologie des 
Kindes- und Jugendalters, Prof. Dr. phil. 
Stefanie J. Schmidt 

Main-Ethics committee Trial site 

Bern Ethics Committee Prof. Dr. phil. Stefanie J. Schmidt, Institute 
of Psychology, Division of clinical child and 
adolescent psychology, University of Bern 

 
Decision 

☒ The authorization is granted 

☐ The authorization is granted with conditions 

☐ The authorization is not granted 

Procedure 

☐ Simplified procedure ☒ Presidential procedure 

The Ethics Committee confirms that it works in accordance with the Ordinance on 
Clinical Trials with Medical Devices (KlinV-Mep), the HRA Organization Ordinance 
(OV-HFG) and ICH-GCP. 

Frau 
Prof. Dr. phil. Stefanie J. Schmidt Klinische 
Psychologie des Kindes- und 
Jugendalters, 
Institut für Psychologie 
Fabrikstrasse 8 
3012 Bern  

mailto:dorothy.pfiffner@be.ch


Fees 
Tariff code: 3.3.1 Amount: CHF 250. 
In accordance with the current swissethics scale of fees. 
 
Right of appeal 
An appeal against this decision may be lodged with the Health, Social Affairs and 
Integration Directorate of the Canton of Bern within 30 days of notification. The 
appeal period may not be extended. The notice of appeal must be submitted in 
duplicate to the Health, Social Affairs and Integration Directorate, Rathausgasse 1, 
P.O. Box, 3000 Bern 8. 
Any appeal, which must be submitted in at least two copies, must contain an 
application, a statement of facts and evidence, a statement of grounds and a 
signature; the contested decision and other tangible evidence must be enclosed. 
It must 
(a) indicate which decision is requested instead of the contested decision and 
(b) the grounds on which this other decision is requested and 
(c) contain the signature of the appealing party or the person representing them. 
The notice of appeal must be accompanied by the evidence, insofar as it is tangible, 
and the contested decision. (Art. 32 and 60 ff. of the Act of 23 May 1989 on the 
Administration of Administrative Justice [VRPG; BSG 155.21]). 
 

Copy to 

☒ Swissmedic (category C clinical trials only) 

☒ Sponsor (in Switzerland) University of Bern, stefanie.schmidt@unibe.ch 

☐ FOPH 

☐ Other 

Prof. em. Dr. med. Christian Seiler 
President CEC Bern Dr. sc. nat.  
 
 

Dorothy Pfiffner Vizepräsidentin 
Leiterin Wissenschaftliches Sekretariat 
 

Appendix: 
• Decision and significance 
• Documents submitted 05.10.2023 

  



Appendix 
 
Significance of the decision 
 
The authorisation is granted: The project can be continued in accordance with the 
major change listed above. 
 
Documents submitted for the main centre 
 
Prof. Dr. phil. Stefanie J. Schmidt, Intitute of Psychology, Division of 
clinical child and adolescent psychology, University of Bern 

 
  



 



,KU�=HLFKHQ��(03$7,$
8QVHU�=HLFKHQ��HLQ

.RQWDNWSHUVRQ��(LQDW�6FKPXW]��(LQDW�6FKPXW]#VZLVVPHGLF�FK
6HLWH����

9HUI�JXQJ������������

%:���B��B���G���9����������������

%HUQ������$XJXVW�����

9�(�5�)�h�*�8�1�*

%HWUHII��%HZLOOLJXQJ�HLQHV�NOLQLVFKHQ�9HUVXFKV��PLW�0HGL]LQSURGXNWHQ

8QVHUH�5HIHUHQ]��5HIHUHQFH�WR�RULJLQDO�DSSOLFDWLRQ�QXPEHU������������

,GHQWLILNDWLRQ�GHV�NOLQLVFKHQ�9HUVXFKV
▪ 7LWHO��5DQGRPL]HG�&RQWUROOHG�7ULDO�RQ�WKH�(IILFDF\�RI�D�7UDQVGLDJQRVWLF�2QOLQH�3UHYHQWLRQ�

$SSURDFK�LQ�$GROHVFHQWV��(03$7,$�
▪ 6SRQVRU��,QVWLWXWH�RI�3V\FKRORJ\��8QLYHUVLW\�RI�%HUQ��
▪ 5HIHUHQ]QXPPHU�6ZLVVPHGLF����������
▪ 5HIHUHQ]QXPPHU�(WKLNNRPPLVVLRQ�������'����
▪ 5HIHUHQ]QXPPHU�(8'$0('��&,9�������������

6HKU�JHHKUWH�'DPHQ�XQG�+HUUHQ

�� (UZlJXQJHQ
6ZLVVPHGLF�WULIIW�GHQ�(QWVFKHLG�]XU�%HZLOOLJXQJ�GHV�9HUVXFKV�JHPlVV�$UWLNHO����YRP�
%XQGHVJHVHW]��EHU�$U]QHLPLWWHO�XQG�0HGL]LQSURGXNWH��+0*��65����������GHP�SRVLWLYHQ�9RWXP�
GHU�]XVWlQGLJHQ�(WKLNNRPPLVVLRQ��VLHKH�$QKDQJ��VRZLH�GHQ�$XIODJHEHVWlWLJXQJHQ�YRP�
�����������XQG������������XQG�GHQ�ELV�XQG�PLW�DP������������EHL�6ZLVVPHGLF�
HLQJHJDQJHQHQ�8QWHUODJHQ�XQG�,QIRUPDWLRQHQ��LQVEHVRQGHUH

▪ 3U�ISODQ��&,3��9HUVLRQ���������������
▪ 'DWHQHUKHEXQJVERJHQ��&5)��9HUVLRQ��������������
▪ 3U�IHULQIRUPDWLRQ��,QYHVWLJDWRUµV�%URFKXUH��9HUVLRQ���������������
▪ $XINOlUXQJVE|JHQ��3DWLHQW�LQIRUPDWLRQ��9HUVLRQ���������������

��'LHVHU�%HJULII�XPIDVVW�)ROJHQGHV��.OLQLVFKH�3U�IXQJHQ�PLW�0HGL]LQSURGXNWHQ��LQWHUYHQWLRQHOOH�
/HLVWXQJVVWXGLHQ�PLW�,9'��NRPELQLHUWH�NOLQLVFKH�9HUVXFKH�PLW�0HGL]LQSURGXNWHQ�XQG�$U]QHLPLWWHOQ

(,16&+5(,%(1
6WHIDQLH�6FKPLGW
,QVWLWXWH�RI�3V\FKRORJ\��8QLYHUVLW\�RI�%HUQ
)DEULNVWUDVVH��
�����%HUQ



,KU�=HLFKHQ��(03$7,$
8QVHU�=HLFKHQ��HLQ

.RQWDNWSHUVRQ��(LQDW�6FKPXW]��(LQDW�6FKPXW]#VZLVVPHGLF�FK
6HLWH����

9HUI�JXQJ������������

%:���B��B���G���9����������������

*HE�KU
'LH�*HE�KU�ZLUG�LQ�$QZHQGXQJ�GHU�9HURUGQXQJ�GHV�6FKZHL]HULVFKHQ�+HLOPLWWHOLQVWLWXWV��EHU�
VHLQH�*HE�KUHQ��*HE9�6ZLVVPHGLF��65������������IHVWJHVHW]W��'LH�3DXVFKDOJHE�KUW�EHWUlJW�
&+)����������,P�%HZLOOLJXQJVYHUIDKUHQ�LVW�HLQ�=XVDW]�DXIZDQG�DXIJUXQG�PDQJHOKDIWHU�,QKDOWH�
E]Z��bQGHUXQJHQ�DQ�'RNXPHQWHQ�HQWVWDQGHQ��'LHVHU�LVW�GXUFK�GLH�*HE9�6ZLVVPHGLF�
YRUJHVHKHQH�3DXVFKDOJHE�KU�QLFKW�DEJHGHFNW��'HU�=XVDW]DXIZDQG�EHWUlJW���6WXQGHQ�XQG�ZLUG�
JHVW�W]W�DXI�GLH�*HE9�6ZLVVPHGLF�PLW�HLQHU�$XIZDQGJHE�KU�YRQ�&+)�������6WG��LQ�5HFKQXQJ�
JHVWHOOW��'HU�*HVDPWEHWUDJ�I�U�3DXVFKDOJHE�KU�XQG�=XVDW]DXIZDQG�EHWUlJW�&+)���������

�� (QWVFKHLG
*HVW�W]W�DXI�GLHVH�(UZlJXQJHQ�ZLUG

YHUI�JW�

�� 'HU�JHQDQQWH�NOLQLVFKH�9HUVXFK�ZLUG�YRQ�6ZLVVPHGLF�EHZLOOLJW�

�� 'LH�*HE�KU�EHWUlJW�&+)���������

�� =XVDW]LQIRUPDWLRQHQ
▪ 'LH�5HFKQXQJ�I�U�GLH�*HE�KU�ZLUG�,KQHQ�PLW�VHSDUDWHU�3RVW�]XJHVWHOOW�

▪ 'LH�6ZLVVPHGLF�5HIHUHQ]QXPPHU�I�U�GHQ�NOLQLVFKHQ�9HUVXFK�LVW�����������%HL�]XN�QIWLJHU�
.RUUHVSRQGHQ]�ELWWHQ�ZLU�6LH��DXI�GLHVH�1XPPHU�%H]XJ�]X�QHKPHQ�

▪ %HDFKWHQ�6LH�GLH�0HOGH��XQG�%HULFKWHUVWDWWXQJVSIOLFKWHQ�JHJHQ�EHU�6ZLVVPHGLF��GLH�LP�
9HUODXI�GHV�9HUVXFKV�]X�HUI�OOHQ�VLQG��$UWLNHO���������GHU�9HURUGQXQJ��EHU�NOLQLVFKH�
9HUVXFKH�PLW�0HGL]LQSURGXNWHQ��.OLQ9�0HS��65����������
▪ bQGHUXQJHQ�GHU�'RNXPHQWDWLRQ�RGHU�LQ�GHU�9HUVXFKVGXUFKI�KUXQJ
▪ 6FKZHUZLHJHQGH�9RUNRPPQLVVH
▪ 6LFKHUKHLWVUHOHYDQWH�8PVWlQGH
▪ -lKUOLFKHU�%HULFKW��EHU�GLH�6LFKHUKHLW�GHU�9HUVXFKVSHUVRQHQ��HLQVFKOLHVVOLFK�'DWXP�XQG�

/LVWH�DOOHU�VFKZHUZLHJHQGHQ�9RUNRPPQLVVH��GLH�LP�%HULFKW�EHU�FNVLFKWLJW�ZXUGHQ�
▪ %HHQGLJXQJ�RGHU�$EEUXFK�GHV�9HUVXFKV��6FKOXVVEHULFKW

(LQH�=XVDPPHQIDVVXQJ�ILQGHQ�6LH�LP�0HUNEODWW���,QIRUPDWLRQ�6KHHW�%:���B��B���H��
.DSLWHO����'LH�0HOGXQJHQ�XQG�%HULFKWHUVWDWWXQJHQ�VLQG�XQDXIJHIRUGHUW�XQG�IULVWJHUHFKW�DQ�
6ZLVVPHGLF�HLQ]XUHLFKHQ��6SRQVRUHQ�YRQ�NOLQLVFKHQ�9HUVXFKHQ�VLQG�YRQ�*HVHW]HV�ZHJHQ�
]XU�)�KUXQJ�HLQHV�JHHLJQHWHQ�4XDOLWlWVVLFKHUXQJVV\VWHPV�YHUSIOLFKWHW��'LH�+DQGKDEXQJ�
GHU�0HOGH��XQG�%HULFKWHUVWDWWXQJVSIOLFKWHQ�XQG�LKUHU�)lOOLJNHLWHQ�LVW�LQ�3UR]HVVHQ�I�U�
NOLQLVFKH�9HUVXFKH�]X�EHVFKUHLEHQ��3IOLFKWHQKHIWH�XQG�$XVELOGXQJ�GHU�EHWHLOLJWHQ�3HUVRQHQ�
VLQG�]X��EHUSU�IHQ�XQG�QDFK]XI�KUHQ�



,KU�=HLFKHQ��(03$7,$
8QVHU�=HLFKHQ��HLQ

.RQWDNWSHUVRQ��(LQDW�6FKPXW]��(LQDW�6FKPXW]#VZLVVPHGLF�FK
6HLWH����

9HUI�JXQJ������������

%:���B��B���G���9����������������

▪ ,KU�HUVWHU�-DKUHVEHULFKW�DQ�6ZLVVPHGLF�LVW�VSlWHVWHQV�DP�����$XJXVW������IlOOLJ��6FKLFNHQ�
6LH�XQV�ELWWH�DOOH�,QIRUPDWLRQHQ�JHPlVV�0HUNEODWW�.DSLWHO�������
6LH�N|QQHQ�GHQ�%HULFKW�DXFK�IU�KHU�HLQUHLFKHQ��]�%��I�U�HLQH�NRRUGLQLHUWH�(LQUHLFKXQJ�DQ�
PHKUHUH�%HK|UGHQ��(LQH�9HU]|JHUXQJ�GHU�(LQUHLFKXQJ�LVW�KLQJHJHQ�QLFKW�VWDWWKDIW�

▪ *HPlVV�$UWLNHO����XQG����GHU�9HURUGQXQJ��EHU�NOLQLVFKH�9HUVXFKH�LQ�GHU�+XPDQIRUVFKXQJ�
�.OLQ9��65����������LVW�6ZLVVPHGLF�MHGHU]HLW�GD]X�EHIXJW��,QVSHNWLRQHQ�GXUFK]XI�KUHQ��
GLHVH�%HZLOOLJXQJ�]X�ZLGHUUXIHQ�RGHU�]X�VLVWLHUHQ��RGHU�GLH�:HLWHUI�KUXQJ�GHV�9HUVXFKV�YRQ�
]XVlW]OLFKHQ�$XIODJHQ�DEKlQJLJ�]X�PDFKHQ�

)UHXQGOLFKH�*U�VVH

6ZLVVPHGLF��6FKZHL]HULVFKHV�+HLOPLWWHOLQVWLWXW

Saranya Subakaran
Zentraler Versand / Envoi centralisé

,KU�.RQWDNW�
6HFWRU�0DUNHW�6XUYHLOODQFH��
'LYLVLRQ�0HGLFDO�'HYLFHV�&OLQLFDO�,QYHVWLJDWLRQV��0'&,�
'U��(LQDW�6FKPXW]��(LQDW�6FKPXW]#VZLVVPHGLF�FK

%HLODJH��9RWXP�(WKLNNRPPLVVLRQ

0HUNEODWW�DXVZlKOHQ�
/LQN� ,QIRUPDWLRQ�6KHHW�%:���B��B���H
���������KWWSV���ZZZ�VZLVVPHGLF�FK�VZLVVPHGLF�GH�KRPH�ZHEFRGH�KWPO"ZHEFRGH %:���B��B���HB0%

.RSLH�
▪ .DQWRQDOH�(WKLNNRPPLVVLRQ��.DQWRQDOH�(WKLNNRPPLVVLRQ�%HUQ
▪ .DQWRQDOH�%HK|UGH��.DQWRQVDSRWKHNHU



,KU�=HLFKHQ��(03$7,$
8QVHU�=HLFKHQ��HLQ

.RQWDNWSHUVRQ��(LQDW�6FKPXW]��(LQDW�6FKPXW]#VZLVVPHGLF�FK
6HLWH����

9HUI�JXQJ������������

%:���B��B���G���9����������������

5HFKWVPLWWHOEHOHKUXQJ

*HJHQ�GLHVH�9HUI�JXQJ�NDQQ�LQQHUW����7DJHQ�VHLW�=XVWHOOXQJ�%HVFKZHUGH�HUKREHQ�ZHUGHQ��'LH�
%HVFKZHUGH�LVW�EHLP�%XQGHVYHUZDOWXQJVJHULFKW��3RVWIDFK�������6W��*DOOHQ��HLQ]XUHLFKHQ��$UW��
���XQG����%XFKVWDEH�H�GHV�%XQGHVJHVHW]HV�YRP�����-XQL�������EHU�GDV�
%XQGHVYHUZDOWXQJVJHULFKW��65���������
'LH�%HVFKZHUGH�KDW�GLH�%HJHKUHQ��GHUHQ�%HJU�QGXQJ�PLW�$QJDEH�GHU�%HZHLVPLWWHO�XQG�GLH�
8QWHUVFKULIW�GHV�%HVFKZHUGHI�KUHUV��RGHU�GHU�%HVFKZHUGHI�KUHULQ��RGHU�GHU�9HUWUHWXQJ�]X�
HQWKDOWHQ��GLH�DQJHIRFKWHQH�9HUI�JXQJ�XQG�GLH�DOV�%HZHLVPLWWHO�DQJHUXIHQHQ�8UNXQGHQ�VLQG�
EHL]XOHJHQ��$UW�����GHV�%XQGHVJHVHW]HV�YRP�����'H]HPEHU�������EHU�GDV�
9HUZDOWXQJVYHUIDKUHQ��65����������



 

2022-D0036 S3-Verfügung-Am 1/4 
 

Gesundheits-, Sozial- und Integrationsdirektion    
Kantonale Ethikkommission für die Forschung    
 
 
Murtenstrasse 31 
3010 Bern 
Bern 
+41 31 633 70 70 (Telefon) 
+41 31 633 70 71 (Telefax) 
info.kek@be.ch 
Ethikkommission für die Forschung am Menschen (be.ch) 
 
Dorothy Pfiffner 
+41 31 633 70 77 
dorothy.pfiffner@be.ch 

GSI-KEK, Murtenstrasse 31, 3010 Bern 

Frau 
Prof. Dr. phil. Stefanie J. Schmidt 
Klinische Psychologie des Kindes- und 
Jugendalters,  
Institut für Psychologie 
Fabrikstrasse 8 
3012 Bern 
 

 

 

 Bern, 26. Oktober 2023, FN 
 

Verfügung Amendment der Ethikkommission Bern 

Wesentliche Änderung: Protokollamendment 3 

Project-ID (BASEC) 2022-D0036 

European Clinical Investigation 
Identification number (CIV ID) 

 

Projekttitel Randomized Controlled Trial on the Efficacy of a 
Transdiagnostic Online-Prevention Approach in Adolescents 
(EMPATIA) 

Koordinierende Prüfperson Prof. Dr. phil. Stefanie J. Schmidt 

Sponsor Universität Bern, Institut für Psychologie, Abteilung Klinische 
Psychologie des Kindes- und Jugendalters, Prof. Dr. phil. 
Stefanie J. Schmidt 

Leit-Ethikkommission Durchführungsort 
Kantonale Ethikkommission  
Bern 

Prof. Dr. phil. Stefanie J. Schmidt, Institut für Psychologie, 
Abteilung Klinische Psychologie des Kindes- und 
Jugendalters, Universität Bern 

 

Entscheid 

☒ Die Bewilligung wird erteilt 
☐ Die Bewilligung wird mit Auflagen erteilt 
☐ Die Bewilligung wird nicht erteilt 

 

Verfahren 

☐ vereinfachtes Verfahren ☒ Präsidialverfahren 
 

Die Ethikkommission bestätigt, dass sie nach der Verordnung über klinische Versuche mit 
Medizin-produkten (KlinV-Mep), der Organisationsverordnung HFG (OV-HFG) und nach ICH-
GCP arbeitet. 

https://www.gsi.be.ch/de/start/ueber-uns/kommissionen-gsi/ethikkommission.html
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Gebühren 
Tarifcode: 3.3.1 

 

Betrag: CHF 250.– 
Gemäss der geltenden Gebührenordnung von swissethics. 

 

Rechtsmittelbelehrung 
Gegen diese Verfügung kann innert 30 Tagen seit Eröffnung bei der Gesundheits-, Sozial-und 
Integrationsdirektion des Kantons Bern Beschwerde erhoben werden. Die Beschwerdefrist kann 
nicht verlängert werden. Die Beschwerdeschrift ist im Doppel bei der Gesundheits-, Sozial-und 
Integrationsdirektion, Rathausgasse 1, Postfach, 3000 Bern 8 einzureichen. 

Eine allfällige Beschwerde, die in mindesten zwei Exemplaren einzureichen ist, muss einen 
Antrag, die Angabe von Tatsachen und Beweismitteln, eine Begründung sowie eine Unterschrift 
enthalten; der angefochtene Entscheid und andere greifbare Beweismittel sind beizulegen. 
Sie muss 

(a) angeben, welche Entscheidung anstelle der angefochtenen Verfügung beantragt wird und 

(b) aus welchen Gründen diese andere Entscheidung verlangt wird sowie 

(c) die Unterschrift der beschwerdeführenden Partei oder der sie vertretenden Person 
enthalten. 

Der Beschwerdeschrift beizulegen sind die Beweismittel, soweit sie greifbar sind, und die 
angefochtene Verfügung. (Art. 32 und 60 ff. des Gesetzes vom 23. Mai 1989 über die 
Verwaltungsrechtspflege [VRPG; BSG 155.21]). 

 

Kopie an 
☒ Swissmedic (nur klinische 

Versuche der Kategorie C)  
 

☒ Sponsor (in der Schweiz) Universität Bern, stefanie.schmidt@unibe.ch 
☐ BAG  
☐ Andere  

 
  

Prof. em. Dr. med. Christian Seiler 
Präsident KEK Bern 

Dr. sc. nat. Dorothy Pfiffner 
Vizepräsidentin 
Leiterin Wissenschaftliches Sekretariat 

 

Anhang: x Entscheid und Bedeutung 
x Eingereichte Dokumente 05.10.2023 
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Anhang 

Bedeutung des Entscheids 
Die Bewilligung wird erteilt: Das Vorhaben kann gemäss der oben aufgeführten wesentlichen 
Änderung weitergeführt werden.  
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