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1. STRENGTHS research ethics procedures 

This document provides an overview of all steps that have been taken to gain ethics approval for the 
STRENGTHS studies across all partners and project countries. 
 
STRENGTHS is a multi-country project, that involves both studies in healthy volunteers (WP2 and 3), surveys 
in Syrian refugees (WP2) and studies evaluating the effectiveness of the implementation of the WHO 
scalable programmes to reduce psychological distress in Syrian refugees across Europe (the Netherlands, 
Turkey, Switzerland, Germany) and countries in the Middle East and north Africa hosting Syrian refugees 
(Jordan, Lebanon, Egypt).  
Below we briefly describe the STRENGTHS studies that involve submission to ethics committees. We 
distinguish between (bio)medical research studies  and non-medical research studies.  
 
 

 STRENGTHS medical research studies 1.1.
Medical research studies1 are studies in human participants that involve invasive assessments or imposing 
an intervention on participants. Securing medical ethics approval involves preparing a detailed study 
protocol, that includes a detailed description of the procedures, and also includes all measures, participant 
information leaflets, and informed consent forms. These documents  must be submitted for consideration, 
comment, guidance and approval to the concerned independent research ethics committee before the study 
begins.1 The committee must take into consideration the laws and regulations of the country or countries in 
which the research is to be performed as well as applicable international norms and standards.1 After 
submission of the study protocol to the ethics committee, it may take up to 4 months in some countries (e.g. 
Switzerland) after submission to receive formal ethics approval.  
 
STRENGTHS consists of 10 medical research studies involving Syrian refugees include both quantitative as 
well as qualitative data collection: 

• Within WP2, two population-based surveys in Syrian refugees will be carried out by LSHTM (one in 
Turkey, one in Germany). These studies have been approved by the ethics committee of LSHTM 
(United Kingdom). The survey in Turkey has been approved locally in Turkey. The survey in Germany 
is also submitted for local approval in Leipzig, Germany. 

• Within WP4, 5 and 6 eight RCTs will be carried out to evaluate the implementation of the low 
intensity scalable WHO programmes in Syrian refugees with increased levels of psychologist distress. 
One trial and one implementation study evaluating the implementation of the adult PM+ group 
intervention is led by UNSW in collaboration with IMC (WP4) and will take place in Jordan. This study 
has been approved by the ethics review board of UNSW.  
One trial in Lebanon on the implementation of the young adolescent adaptation of PM+ will be lead 
by WCH (WP4) and has been submitted for ethics approval at St. Joseph University in Lebanon. 

• Two trials on individual PM+ in adult refugees in the Netherlands and Switzerland (WP5) are 
conducted by VUA and UZH, respectively, and have been approved by the ethics review boards of 
the VU Medical Center (the Netherlands) and of the University Hospital Zürich (Switzerland), 
respectively. One trial evaluating the group version of PM+ will be carried out in Turkey (WP5), and 
has been approved by the ISU ethics review board.  

1 World Medical Organisation. Declaration of Helsinki. 2013. 
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• Finally, three RCTs will be carried out by FUB  in Germany, Egypt and Sweden (WP6). The protocols 
for the three trials have been approved by the ethics review committee of FUB, where all data will 
be gathered and stored. 

 
Note that in WP1 (Management and Overall Coordination), WP7 (Economic and Implementation Evaluation) 
and WP8 (Synthesis and Dissemination), no primary data are collected. Therefore, these WPs did not include 
studies that needed to be submitted for ethics review. 
 

 STRENGTHS non-medical research studies 1.2.
In addition to studies in Syrian refugees with increased levels of distress, the STRENGTHS project also 
includes research interviews with healthy volunteers. These volunteers will be stakeholders in selected 
participating countries, such as healthy Syrian volunteers, mental health professionals, policy makers and 
other stakeholders. They will be asked to participate in questionnaires and interviews on cultural adaptation 
of the intervention package, on mental health stigma and on general access to health services for Syrian 
refugees. 
Since non-medical research studies are conducted in healthy non-patient samples, and do not include 
invasive measurements, ethics approval by an accredited ethics committee is usually not required for non-
medical research studies. However, most countries and institutions require that studies in healthy 
volunteers are submitted for ethics review to an ethics committee, to the national government for approval, 
or require a waiver for ethics review, depending on the country where the study is carried out. Informed 
consent will be asked and all data collected will be kept confidential in line with the data management 
procedures outlined in the Data Management Plan and Protection Plan (Deliverable 1.1). 
 
STRENGTHS consists of the following two non-medical research studies: 

• Qualitative interviews in key stakeholders (healthy volunteers) on implementation of the scalable 
WHO programmes across the project countries (WP2). Stakeholders such as health care 
professionals and policy makers in project countries (Jordan, Lebanon, the Netherlands, Turkey, 
Switzerland, Germany, Egypt and Sweden), will be interviewed to identify barriers and levers to 
implementation of the scalable WHO programmes across the project countries. 

• Qualitative interviews in Syrian refugees and key informants in the Syrian refugee communities in all 
project countries (Jordan, Lebanon, the Netherlands, Turkey, Switzerland, Germany, Egypt and 
Sweden), to inform cultural adaptation of the scalable WHO programmes and training  programmes 
(WP3). 

 
Since the qualitative interviews for WP2 and WP3 took place in the period of May to August 2017, and partly 
overlapped in the sense that some participants were asked both health systems questions (WP2) as well as 
cultural adaptation question (WP3), STRENGTHs partners have combined the protocols of the two studies 
and ethics approval has been applied for the combined protocols. 
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 Update status ethics approvals September 30, 1.3.
2017 

As per September 30, 2017, ethics approval by nationally accredited ethics review committees in all 
countries has been obtained for all STRENGTHS studies that are planned during STRENGTHS’ lifetime. 
However, two secondary approvals are still underway: 

• For the community-level survey in Syrian refugees located in Germany that will be carried out in 
WP2, ethics approval has been granted by the Observational / Interventions Research Ethics 
Committee of the London School of hygiene and Tropical Medicine. However, local approval of the 
Ethics Committee of Leipzig University was applied for in July 2017. Feedback was sent only in the 
week of 27 September, proposing that some very minor queries were raised by the Leipzig 
University Ethics Committee. These required responses of clarification only. These issues have been 
responded to and therefore, we expect that we will receive ethics approval shortly (early October 
2017). 

• For the study in WP4 in Jordan lead by the University of New South Wales (Australia), ethical 
approval has been granted by the University of New South Wales Human Research Ethics 
Committee. Local approval to conduct the research in Jordan will be obtained from the Jordanian 
Ministry of Health, which is currently being prepared. We expect to receive this approval by 
December 2017. 
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2. Overview of approvals and other documents 

 

 WP2 Health Systems Evaluation 2.1.
Study 1 Rapid assessments of health systems responsiveness (T2.1) 
Partners involved: LSHTM, KIT, IMC, WCH, VUA,ISU, UZH,  FUB, 
Data collected by: WCH (Lebanon), IMC (Jordan), VUA (the Netherlands), ISU (Turkey), UZH 

(Switzerland), FUB (Germany, Sweden and Egypt). 
Aim of data 
collection: 

Analyse responsiveness of health systems to scaling up psychosocial interventions for 
Syrian refugees. 

Study participants: Stakeholders: healthy expert respondents on mental health systems for refugees 
(policy makers, directors of refugee clinics etc.) in all project countries (Jordan, 
Lebanon, the Netherlands, Turkey, Switzerland, Germany, Egypt, Sweden). 

Ethics approval by: LSHTM: Ethics approval submitted to London School of Hygiene and Tropical 
Medicine, (dd. September 14 2017). 
IMC: Ministry of Health, Jordan, (dd. June 11, 2017).  
WCH: St Joseph University, Beirut, Lebanon, (dd. March 24, 2017). 
VUA: Waiver from VU Medical Center Medical Ethics Committee (dd. April 20, 2017). 
ISU: Approval from ISU Research Ethics Committee (dd. April 12, 2017), The 
Immigration Authority of Turkey (dd. March 29, 2017) 
UZH: No objection waiver by Ethics Committee of Canton Zurich KEK-ZH REQ-2017-
00404 (dd. June 02, 2017). 
FUB: Ethics committee of the Department of Education and Psychology at Freie 
Universität Berlin (dd. June 12, 2017). 
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Observational / Interventions Research Ethics Committee

Professor Bayard Roberts 
Professor Health Systems and Policy 
Department of Health Services Research and Policy (HSRP) 
Public Health and Policy (PHP) 
LSHTM

14 September 2017 

Dear Bayard

Study Title: STRENGTHS QUALITATIVE RESEARCH PROTOCOL FOR SYRIAN REFUGEE MENTAL HEALTH 

LSHTM Ethics Ref: 14330 

Thank you for responding to the Observational Committee’s request for further information on the above research and submitting revised documentation.

The further information has been considered on behalf of the Committee by the Chair. 

Confirmation of ethical opinion

On behalf of the Committee, I am pleased to confirm a favourable ethical opinion for the above research on the basis described in the application form, protocol and supporting documentation
as revised, subject to the conditions specified below.

Conditions of the favourable opinion

Approval is dependent on local ethical approval having been received, where relevant. 

Approved documents

The final list of documents reviewed and approved by the Committee is as follows:

Document Type File Name Date Version

Protocol /
Proposal

Qualitative Research Protocol_Final 30/06/2017 1

Protocol /
Proposal

Topic Guides Interviews 30/06/2017 1

Investigator CV Bayard Roberts CV June 2017 long 30/06/2017 1

Investigator CV Egbert Sondorp CV 2017 30/06/2017 1

Investigator CV CV- Daniela Fuhr short 30/06/2017 1

Investigator CV CV A Woodward June 2017 30/06/2017 1

Advertisements STRENGTHS WP2 qualitative recruitment 30/06/2017 1

Covering Letter Qualitative research STRENGTHS ethics response letter Bayard Roberts 22 Aug
2017

22/08/2017 1

Information Sheet Revised Information Sheets and Consent Form revised 22 Aug 2017 22/08/2017 2

 

After ethical review

The Chief Investigator (CI) or delegate is responsible for informing the ethics committee of any subsequent changes to the application.  These must be submitted to the Committee for review
using an Amendment form.  Amendments must not be initiated before receipt of written favourable opinion from the committee.  

The CI or delegate is also required to notify the ethics committee of any protocol violations and/or Suspected Unexpected Serious Adverse Reactions (SUSARs) which occur during the project
by submitting a Serious Adverse Event form. 

An annual report should be submitted to the committee using an Annual Report form on the anniversary of the approval of the study during the lifetime of the study. 

At the end of the study, the CI or delegate must notify the committee using an End of Study form. 

All aforementioned forms are available on the ethics online applications website and can only be submitted to the committee via the website at: http://leo.lshtm.ac.uk

Page 1 of 2
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Additional information is available at: www.lshtm.ac.uk/ethics

Yours sincerely,

Professor John DH Porter
Chair

ethics@lshtm.ac.uk
http://www.lshtm.ac.uk/ethics/ 

Page 2 of 2
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medisch ethische toetsingscommissie 

Van der Boechorststraat 7 
	

telefoon 020 444 5585 
	

www.vumc.nl/METc  

postbus 7057 
	

kamer H-565 
	

METc@vumc.n1 

1007 MB Amsterdam 

dr. E.M. Sijbrandij 
FPP, afdeling klinische psychologie 
BS 1 KAMER 3F-71 

vumc 

onderwerp 
niet-WMO advies 

ons kenmerk 	 datum 
2017.209 	 20 april 2017 

Geachte mevrouw Sijbrandij, 

Het Dagelijks Bestuur van de Medisch Ethische Toetsingscommissie VU medisch centrum heeft uw 
onderzoek Cultural adaptation of the low-intensity Problem Management Plus (PM+) programmes 
besproken in de vergadering van 20/04/2017. 

Het onderzoek valt niet onder de reikwijdte van de Wet Medisch-wetenschappelijk Onderzoek met 
mensen (WMO). 

Het oordeel is gebaseerd op de volgende documenten: 

Sectie Onderwerp 
Al 
	

aa nbiedingsbrief 
Al 
	

commentaar METc 
B25 
	

privacyverklaring 
Cl 
	

onderzoeksprotocol 
Cl 
	

onderzoeksprotocol 
Eli 
	

informatiebrief 
Ell 
	

informatiebrief 
Ell 
	

informatiebrief 
Ell 
	

informatiebrief 
Eli 
	

informatiebrief 
E2 
	

toestemmingsverklaring 
E2 
	

toestemmingsverklaring 
E2 
	

toestemmingsverkla ring 
E2 
	

toestemmingsverklaring 
E2 
	

toestemmingsverklaring 
F1 
	

vragenlijst 

Versie 
d.d. 5-4-2017 
d.d. 20-4-2017 
getekend d.d. 5-4-2017 
versie 1 d.d. 5-4-2017 
bijlage: DIME module 
behandelaren d.d. versie 1 d.d. 5-4-2017 
beleidsmakers versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FGD versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FL versie 1 d.d. 5-4-2017 
Syrische vluchtelingen Kl versie 1 d.d. 5-4-2017 
behandelaren versie 1 d.d. 5-4-2017 
beleidsmakers versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FGD versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FL versie 1 d.d. 5-4-2017 
Syrische vluchtelingen Kl versie 1 d.d. 5-4-2017 
behandelaren interview versie 1 d.d. 5-4-2017 

20
2.

0
0
0
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Zelfstandig bestuursorgaan 

De METc VUmc is een erkende onafhankelijke toetsingscommissie en geeft als zelfstandig bestuursorgaan (ZBO) oordelen 

die landelijk geldig zijn. 15



F1 	vragenlijst 	 beleidsmaker interview versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 free list recording form versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Kl recording form versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Syrische vluchtelingen FGD versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Syrische vluchtelingen FL interviews versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Syrische vluchtelingen Kl interviews versie 1 d.d. 5-4-2017 

Het Dagelijks Bestuur van de Medisch Ethische Toetsingscommissie VU medisch centrum wijst u erop 
dat hoewel het ingediende onderzoek niet onder de reikwijdte van de WMO valt, andere wet- en 
regelgeving (mogelijk) wel van toepassing is, waaronder: 

- 	WGBO (Wet Geneeskundige BehandelingsOvereenkomst); 
WBP (Wet Bescherming Persoonsgegevens), zie www.cbpweb.nl; 
Code Goed Gedrag (Gedragscode gezondheidsonderzoek: gebruik medische 
gegevens in wetenschappelijk onderzoek), zie www.federa.org; 
Code Goed Gebruik (Gedragscode Verantwoord omgaan met lichaamsmateriaal ten 
behoeve van wetenschappelijk onderzoek, 2011), zie www.federa.org; 

Biobanken: Reglement toetsing biobank VUmc, zie 
https://www.vumc.nl/afdelingen/METc/biobank/;  
WBO (Wet Bevolkings Onderzoek), zie 
http://www.vumc.nl/afdelingen/METc/wetgeving/wetbevolkingsonderzoek/.  

To whom it may concern 

We are pleased to confirm that the Medical Research Involving Human Subjects Act (WMO) does not 
apply to the above mentioned study and that an official approval of this study by our comnnittee is 

not required. 

The Medical Ethics Review Committee of VU University Medical Center is registered with the US 
Office for Human Research Protections (OHRP) as IRB00002991. The FWA number assigned to VU 
University Medical Center is FWA00017598. 

Met vriendelijke groet, 
namens de Medisch Ethische Toetsingscommissie VU medisch centrum, 

e 
prof. dr. J.A. Rauwerda, voorzitter 

c.c.: A.M. de Graaff/ a.m.de.graaff@vu.n1 

20
2.
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Ethikkommission der Freien Universität Berlin 
Habelschwerdter Allee 45, 14195 Berlin 

 
	
Dipl.-Psych. Sebastian Burchert 
Freie Universität Berlin 
Department of Education and Psychology 
Division of Clinical Psychological 
Intervention 
Habelschwerdter Allee 45, 14195 Berlin 
tel.: +49 30-838-57523 
email: s.burchert@fu-berlin.de 

  Ethikkommission  
der Freien Universität Berlin 
Fachbereich Erziehungswissenschaft 
und Psychologie 

  

   
Prof. Dr. Annette Kinder 
Vorsitzende der Ethikkommission 
Habelschwerdter Allee 45 
14195 Berlin 
 

   
 Bearb.-Zeichen  150/2017 

Bearbeiter/in  Frau Luttert 
   

Berlin, 12.06.2017 

 

Beschlussmitteilung der Ethikkommission 

 

Die Ethikkommission der Freien Universität Berlin hat eine Neuerung des nachstehenden 
Projekts begutachtet:  

Cultural and mHealth adaptation of the low-intensity Problem 
Management Plus (PM+) program. 

 

Die Ethikkommission kommt zu folgendem Beschluss:  

Das Projekt wurde positiv begutachtet (die Ethikkommission hat keine Einwände erhoben). 
 
 
 

 
 
 
Prof. Dr. Annette Kinder 

(Vorsitzende der Ethikkommission) 
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 WP2 Health Systems Evaluation 2.2.
 
Study 2 Community-level surveys with refugees (T.2.2) 
Partners involved: LSHTM, KIT, ISU 
Aim of data 
collection: 

Conduct community surveys in refugees on prevalence of  (mental) health systems 
and help-seeking behaviors  

Study participants: Syrian refugees in Turkey (N=1200) and Germany (N=1200) 
Ethics approval by: Overall ethics  approval London School of Hygiene and Tropical Medicine received 

September 14 2017. 
Local ethics approval received from Istanbul Sehir University by ISU Research Ethics 
Committee (dd. June 22, 2017) in Turkey and under review at Leipzig university 
(outcome expected early October 2017).  
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Observational / Interventions Research Ethics Committee

Professor Bayard Roberts 
Professor Health Systems and Policy 
Department of Health Services Research and Policy (HSRP) 
Public Health and Policy (PHP) 
LSHTM

14 September 2017 

Dear Bayard

Study Title: STRENGTHS QUALITATIVE RESEARCH PROTOCOL FOR SYRIAN REFUGEE MENTAL HEALTH 

LSHTM Ethics Ref: 14330 

Thank you for responding to the Observational Committee’s request for further information on the above research and submitting revised documentation.

The further information has been considered on behalf of the Committee by the Chair. 

Confirmation of ethical opinion

On behalf of the Committee, I am pleased to confirm a favourable ethical opinion for the above research on the basis described in the application form, protocol and supporting documentation
as revised, subject to the conditions specified below.

Conditions of the favourable opinion

Approval is dependent on local ethical approval having been received, where relevant. 

Approved documents

The final list of documents reviewed and approved by the Committee is as follows:

Document Type File Name Date Version

Protocol /
Proposal

Qualitative Research Protocol_Final 30/06/2017 1

Protocol /
Proposal

Topic Guides Interviews 30/06/2017 1

Investigator CV Bayard Roberts CV June 2017 long 30/06/2017 1

Investigator CV Egbert Sondorp CV 2017 30/06/2017 1

Investigator CV CV- Daniela Fuhr short 30/06/2017 1

Investigator CV CV A Woodward June 2017 30/06/2017 1

Advertisements STRENGTHS WP2 qualitative recruitment 30/06/2017 1

Covering Letter Qualitative research STRENGTHS ethics response letter Bayard Roberts 22 Aug
2017

22/08/2017 1

Information Sheet Revised Information Sheets and Consent Form revised 22 Aug 2017 22/08/2017 2

 

After ethical review

The Chief Investigator (CI) or delegate is responsible for informing the ethics committee of any subsequent changes to the application.  These must be submitted to the Committee for review
using an Amendment form.  Amendments must not be initiated before receipt of written favourable opinion from the committee.  

The CI or delegate is also required to notify the ethics committee of any protocol violations and/or Suspected Unexpected Serious Adverse Reactions (SUSARs) which occur during the project
by submitting a Serious Adverse Event form. 

An annual report should be submitted to the committee using an Annual Report form on the anniversary of the approval of the study during the lifetime of the study. 

At the end of the study, the CI or delegate must notify the committee using an End of Study form. 

All aforementioned forms are available on the ethics online applications website and can only be submitted to the committee via the website at: http://leo.lshtm.ac.uk

Page 1 of 2
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Additional information is available at: www.lshtm.ac.uk/ethics

Yours sincerely,

Professor John DH Porter
Chair

ethics@lshtm.ac.uk
http://www.lshtm.ac.uk/ethics/ 

Page 2 of 2
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 WP3 Adaptation 2.3.
 
Study 1  
Partners involved: DRC, IMC, WCH, VUA, ISU, UZH, FUB 
Data collected by: IMC (Jordan), WCH (Lebanon), VUA (the Netherlands), ISU (Turkey), UZH 

(Switzerland), FUB (Germany, Sweden and Egypt). 
Aim of data 
collection: 

To translate and culturally adapt the different versions of the scalable WHO 
programmes and training materials for use in Syrian refugees 

Study participants: 1. Healthy Syrians from the refugee population in all project countries (Jordan, 
Lebanon, the Netherlands, Turkey, Switzerland, Germany, Egypt, Sweden). 

2. Stakeholders: local mental health care professionals and policy makers in all 
project countries (Jordan, Lebanon, the Netherlands, Turkey, Switzerland, 
Germany, Egypt, Sweden). 

Ethics approval by: DRC: Region Hovedstaden- Center for Sundhed, De Videnskabsetiske Komiteer 
IMC: Jordan Ministry of Health approval (dd. June 11, 2017) 
WCH: St Joseph University, Beirut, Lebanon (dd. March 24, 2017). 
VUA: Waiver from VU Medical Center Medical Ethics Committee (dd. April 20, 2017). 
ISU: Research Ethics Committee (dd. April 12, 2017), The Immigration Authority of 
Turkey (dd. March 29, 2017) 
UZH: No objection waiver by Ethics Committee of Canton Zurich KEK-ZH REQ-2017-
00404 (dd. June 02, 2017). 
FUB: Ethics committee of the Department of Education and Psychology at Freie 
Universität Berlin (dd. June 12, 2017). 
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 Center for Sundhed 
 
De Videnskabsetiske Komiteer 
 
Regionsgården 
Kongens Vænge 2 
3400 Hillerød 
 

Opgang B+D 
Telefon 3866 6395 
Direkte 38 66 52 08 

Mail 

 
vek@regionh.dk 

  
 
Protokol nr.: 17018199  
 
 
Dato: 28. juni 2017 
 

 

Martha Bird 

International Federation of Red Cross and Red Crescent Societies 

Blegdamsvej 27 

2100 København Ø 

 

 

 

 

 

 

 

Røde Kors I Danmark og kulturel tilpasning af materialet til syriske flygtninge 
 
 
Du har ved mail af den 19. juni 2017 spurgt, om ovennævnte projekt skal anmeldes til det viden-
skabsetiske komitesystem.  
 

Komiteen har vurderet, at der ikke er tale om et sundhedsvidenskabeligt forskningsprojekt som dette 

er defineret i komitélovens § 2
1
. Vi har lagt vægt på, at projektets formål er at oversætte og kulturelt 

tilpasse 3 WHO materialer til den arabiske kontekst. Dette gøres ved interviewundersøgelser. Der er 

således tale om en udvikling af kvaliteten af et påtænkt senere studie, som efter det oplyste ikke 

kommer til at foregå i Danmark. 

 

Dette er ikke sundhedsvidenskabeligt forskning i komitelovens forstand. Projektet er derfor ikke an-

meldelsespligtigt, jf. komitélovens § 1, stk. 4 og kan iværksættes uden tilladelse fra De Videnskabs-

etiske Komiteer for Region Hovedstaden. 

 

I Danmark har det videnskabsetiske komitesystem til opgave at vurdere sundhedsvidenskabelige 

forskningsprojekter.  

 

Ved et sundhedsvidenskabeligt forskningsprojekt forstås projekter, der indebærer forsøg på levende-

fødte menneskelige individer, menneskelige kønsceller, der agtes anvendt til befrugtning, menneske-

lige befrugtede æg, fosteranlæg og fostre, væv, celler og arvebestanddele fra mennesker, fostre og 

lign. eller afdøde. Herunder omfattes kliniske forsøg med lægemidler på mennesker og klinisk af-

prøvning af medicinsk udstyr.  

  

Sundhedsvidenskabelig forskning omhandler primært forskning inden for de lægevidenskabelige fag, 

den kliniske og den socialmedicinsk-epidemiologiske forskning. Begrebet omfatter, udover forskning 

af de somatiske sygdomme, tillige de psykiatriske og de klinisk-psykologiske sygdomme og til-

                                                      
1
 Lov nr. 593 af 14. juni 2011 om videnskabsetisk behandling af sundhedsvidenskabelige forskningsprojekter med senere æn-

dring.  

35



 

   Side 2 af 3 

standsformer. Herudover inddrages tilsvarende odontologisk og farmaceutisk forskning under begre-

bet. 

 

Registerforskningsprojekter, interviewundersøgelser og spørgeskemaundersøgelser skal kun anmel-

des, hvis der indgår menneskeligt biologisk materiale i projektet.  

 

Undersøgelser af anonymt biologisk humant materiale skal dog ikke anmeldes til en videnskabsetisk 

komité, med mindre der er tale om et forskningsprojekt vedrørende befrugtede menneskelige æg samt 

kønsceller, jf. §§ 25 og 27, stk. 2 i lov om kunstig befrugtning i forbindelse med lægelig behandling, 

diagnostik og forskning m.v. Det er et krav, at materiale er fuldstændig anonymt (der må ikke være 

en identifikationskode til data), og at materialet er indsamlet i overensstemmelse med lovgivningen 

på indsamlingsstedet. 

Forsøg på cellelinier eller lignende, der stammer fra et forsøg med indsamling af celler eller væv, 

som har opnået den nødvendige godkendelse, skal heller ikke anmeldes.  

 

Forsøg, der alene har til formål at fastlægge et kemikaliums toksikologiske grænse i mennesket, er 

ikke anmeldelsespligtige. Ved et kemikalium forstås i denne forbindelse et stof, der ikke finder tera-

peutisk anvendelse.  

 

Der ligger således ikke i afvisningen af at bedømme projektet nogen etisk stillingtagen eller negativ 

vurdering af dets indhold. 

 

Vi gør opmærksom på, at Styrelsen for Patientsikkerhed i visse tilfælde skal godkende videregivelse 

af oplysninger fra patientjournaler. Nærmere oplysning kan findes på styrelsens hjemmeside.  

 

Behandling af personhenførbare oplysninger er omfattet af persondataloven. Nærmere oplysning her-

om findes på Datatilsynets hjemmeside. 

 

Klagevejledning: 

 

Komitéens afgørelse kan, jf. komitélovens § 26, stk. 1, indbringes for National Videnskabsetisk Ko-

mité, senest 30 dage efter afgørelsen er modtaget. National Videnskabsetisk Komité kan, af hensyn til 

sikring af forsøgspersonernes rettigheder, behandle elementer af projektet, som ikke er omfattet af 

selve klagen.  

Klagen skal indbringes elektronisk og ved brug af digital signatur og kryptering, hvis protokollen in-

deholder fortrolige oplysninger.  

Dette kan ske på adressen: dketik@dketik.dk  

Klagen skal begrundes og være vedlagt kopi af Den Regionale Videnskabsetiske Komités afgørelse 

samt de sagsakter, som Den Regionale Videnskabsetiske Komité har truffet afgørelse på grundlag af. 
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NB: Der må ikke foretages ændringer i dokumenterne, som har været til behandling i komiteen, da 

sagens ellers vil blive sendt retur til komiteen. 

 

 

 

 

 

 

 

Med venlig hilsen 

 

 

 

Louise Kobbernagel 

Juridisk konsulent 
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medisch ethische toetsingscommissie 

Van der Boechorststraat 7 
	

telefoon 020 444 5585 
	

www.vumc.nl/METc  

postbus 7057 
	

kamer H-565 
	

METc@vumc.n1 

1007 MB Amsterdam 

dr. E.M. Sijbrandij 
FPP, afdeling klinische psychologie 
BS 1 KAMER 3F-71 

vumc 

onderwerp 
niet-WMO advies 

ons kenmerk 	 datum 
2017.209 	 20 april 2017 

Geachte mevrouw Sijbrandij, 

Het Dagelijks Bestuur van de Medisch Ethische Toetsingscommissie VU medisch centrum heeft uw 
onderzoek Cultural adaptation of the low-intensity Problem Management Plus (PM+) programmes 
besproken in de vergadering van 20/04/2017. 

Het onderzoek valt niet onder de reikwijdte van de Wet Medisch-wetenschappelijk Onderzoek met 
mensen (WMO). 

Het oordeel is gebaseerd op de volgende documenten: 

Sectie Onderwerp 
Al 
	

aa nbiedingsbrief 
Al 
	

commentaar METc 
B25 
	

privacyverklaring 
Cl 
	

onderzoeksprotocol 
Cl 
	

onderzoeksprotocol 
Eli 
	

informatiebrief 
Ell 
	

informatiebrief 
Ell 
	

informatiebrief 
Ell 
	

informatiebrief 
Eli 
	

informatiebrief 
E2 
	

toestemmingsverklaring 
E2 
	

toestemmingsverklaring 
E2 
	

toestemmingsverkla ring 
E2 
	

toestemmingsverklaring 
E2 
	

toestemmingsverklaring 
F1 
	

vragenlijst 

Versie 
d.d. 5-4-2017 
d.d. 20-4-2017 
getekend d.d. 5-4-2017 
versie 1 d.d. 5-4-2017 
bijlage: DIME module 
behandelaren d.d. versie 1 d.d. 5-4-2017 
beleidsmakers versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FGD versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FL versie 1 d.d. 5-4-2017 
Syrische vluchtelingen Kl versie 1 d.d. 5-4-2017 
behandelaren versie 1 d.d. 5-4-2017 
beleidsmakers versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FGD versie 1 d.d. 5-4-2017 
Syrische vluchtelingen FL versie 1 d.d. 5-4-2017 
Syrische vluchtelingen Kl versie 1 d.d. 5-4-2017 
behandelaren interview versie 1 d.d. 5-4-2017 
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Zelfstandig bestuursorgaan 

De METc VUmc is een erkende onafhankelijke toetsingscommissie en geeft als zelfstandig bestuursorgaan (ZBO) oordelen 

die landelijk geldig zijn. 43



F1 	vragenlijst 	 beleidsmaker interview versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 free list recording form versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Kl recording form versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Syrische vluchtelingen FGD versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Syrische vluchtelingen FL interviews versie 1 d.d. 5-4-2017 

F1 	vragenlijst 	 Syrische vluchtelingen Kl interviews versie 1 d.d. 5-4-2017 

Het Dagelijks Bestuur van de Medisch Ethische Toetsingscommissie VU medisch centrum wijst u erop 
dat hoewel het ingediende onderzoek niet onder de reikwijdte van de WMO valt, andere wet- en 
regelgeving (mogelijk) wel van toepassing is, waaronder: 

- 	WGBO (Wet Geneeskundige BehandelingsOvereenkomst); 
WBP (Wet Bescherming Persoonsgegevens), zie www.cbpweb.nl; 
Code Goed Gedrag (Gedragscode gezondheidsonderzoek: gebruik medische 
gegevens in wetenschappelijk onderzoek), zie www.federa.org; 
Code Goed Gebruik (Gedragscode Verantwoord omgaan met lichaamsmateriaal ten 
behoeve van wetenschappelijk onderzoek, 2011), zie www.federa.org; 

Biobanken: Reglement toetsing biobank VUmc, zie 
https://www.vumc.nl/afdelingen/METc/biobank/;  
WBO (Wet Bevolkings Onderzoek), zie 
http://www.vumc.nl/afdelingen/METc/wetgeving/wetbevolkingsonderzoek/.  

To whom it may concern 

We are pleased to confirm that the Medical Research Involving Human Subjects Act (WMO) does not 
apply to the above mentioned study and that an official approval of this study by our comnnittee is 

not required. 

The Medical Ethics Review Committee of VU University Medical Center is registered with the US 
Office for Human Research Protections (OHRP) as IRB00002991. The FWA number assigned to VU 
University Medical Center is FWA00017598. 

Met vriendelijke groet, 
namens de Medisch Ethische Toetsingscommissie VU medisch centrum, 

e 
prof. dr. J.A. Rauwerda, voorzitter 

c.c.: A.M. de Graaff/ a.m.de.graaff@vu.n1 
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Ethikkommission der Freien Universität Berlin 
Habelschwerdter Allee 45, 14195 Berlin 

 
	
Dipl.-Psych. Sebastian Burchert 
Freie Universität Berlin 
Department of Education and Psychology 
Division of Clinical Psychological 
Intervention 
Habelschwerdter Allee 45, 14195 Berlin 
tel.: +49 30-838-57523 
email: s.burchert@fu-berlin.de 

  Ethikkommission  
der Freien Universität Berlin 
Fachbereich Erziehungswissenschaft 
und Psychologie 

  

   
Prof. Dr. Annette Kinder 
Vorsitzende der Ethikkommission 
Habelschwerdter Allee 45 
14195 Berlin 
 

   
 Bearb.-Zeichen  150/2017 

Bearbeiter/in  Frau Luttert 
   

Berlin, 12.06.2017 

 

Beschlussmitteilung der Ethikkommission 

 

Die Ethikkommission der Freien Universität Berlin hat eine Neuerung des nachstehenden 
Projekts begutachtet:  

Cultural and mHealth adaptation of the low-intensity Problem 
Management Plus (PM+) program. 

 

Die Ethikkommission kommt zu folgendem Beschluss:  

Das Projekt wurde positiv begutachtet (die Ethikkommission hat keine Einwände erhoben). 
 
 
 

 
 
 
Prof. Dr. Annette Kinder 

(Vorsitzende der Ethikkommission) 
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 WP4 Refugee Settlement and Camp 2.4.
Implementation 

Study 1 Jordan 
Partners involved: UNSW, IMC 
Aim of data 
collection: 

To evaluate feasibility and effectiveness of implementation of the low-intensity PM+ 
programmes in Jordan 

Study participants: Adult Syrian refugees 
Ethics approval by: UNSW Human Research Ethics Committee (HREC), (dd. July 27, 2017). 
 
Study 2 Lebanon 
Partners involved: WCH 
Aim of data 
collection: 

To evaluate feasibility and effectiveness of implementation of Early Adolescent Skills 
for Emotions (EASE) in Lebanon 

Study participants: Young adolescent Syrian refugees (ages 10-14) 
Ethics approval by: Saint Joseph University, Beirut, Lebanon, (dd. September 25, 2017).  
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27-Jul-2017

Dear Scientia Professor Richard Bryant,
 

Project Title Improving Mental Health of Syrian Refugees in Jordan
HC No HC17520

Re HC17520 Notification of Ethics Approval
Approval Period 27-Jul-2017 - 26-Jul-2022

Thank you for submitting the above research project to the HREC Executive for ethical review. This project
was considered by the HREC Executive at its meeting on 25-Jul-2017.

I am pleased to advise you that the HREC Executive has granted ethical approval of this research project.
The following condition(s) must be met before data collection commences:

Conditions of Approval:
A copy of the in-country ethics approval must be provided to the HREC before data collection commences.

Conditions of Approval - All Projects:

The Chief Investigator will immediately report anything that might warrant review of ethical approval of
the project.
The Chief Investigator will seek approval from the HREC Executive for any modifications to the protocol
or other project documents.
The Chief Investigator will notify the HREC Executive immediately of any protocol deviation or adverse
events or safety events related to the project.
The Chief Investigator will report to the HREC Executive annually in the specified format and notify the
HREC Executive when the project is completed at all sites.
The Chief Investigator will notify the HREC Executive if the project is discontinued before the expected
completion date, with reasons provided.
The Chief Investigator will notify the HREC Executive of his or her inability to continue as Coordinating
Chief Investigator including the name of and contact information for a replacement.

The HREC Executive Terms of Reference, Standard Operating Procedures, membership and standard
forms are available from https://research.unsw.edu.au/research-ethics-and-compliance-support-recs.

If you would like any assistance, or further information, please contact the ethics office on:
P: +61 2 9385 6222, + 61 2 9385 7257 or + 61 2 9385 7007
E: humanethics@unsw.edu.au

Kind Regards,
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HREC Presiding Chairperson

This HREC is constituted and operates in accordance with the National Health and Medical
Research Council’s (NHMRC) National Statement on Ethical Conduct in Human Research
(2007). The processes used by this HREC to review multi-centre research proposals have
been certified by the National Health and Medical Research Council.
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 WP5 Community Implementation 2.5.
Study 1 The Netherlands 
Partners involved: VUA, IPSY 
Aim of data 
collection: 

To evaluate feasibility and effectiveness of implementation of the low-intensity PM+ 
programme in the Netherlands 

Study participants: Adult Syrian refugees 
Ethics approval by: VU Medical Center Medical Ethics Committee (dd. September 06, 2017). 
 
Study 2 Turkey 
Partners involved: ISU, RASASA 
Aim of data 
collection: 

To evaluate feasibility and effectiveness of implementation of the low-intensity PM+ 
programme in Turkey 

Study participants: Adult Syrian refugees 
Ethics approval by: ISU Research Ethics Committee (dd. April 12, 2017), The Immigration Authority of 

Turkey (dd. March 29, 2017) 
 
Study 3 Switzerland 
Partners involved: UZH 
Aim of data 
collection: 

To evaluate feasibility and effectiveness of implementation of the low-intensity PM+ 
programme in Switzerland 

Study participants: Adult Syrian refugees 
Ethics approval by: Ethics Committee of Canton Zurich [BASEC-Nr.: 2017-01175]), (dd. September 08, 

2017). 
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medisch ethische toetsingscommissie 

Van der Boechorststraat 7 
	

telefoon 020 444 5585 
	

www.vumc.nl/METc  

postbus 7057 
	

kamer H-565 
	

METc@vumc.n1 

1007 MB Amsterdam 

dr. E.M. Sijbrandij 
FPP, afdeling klinische psychologie 
BS 1 KAMER 3F-71 

VUmc 
onderwerp 	 ons kenmerk 
positief oordeel 	 2017.320 

NL61361.029.17 

datum 
Amsterdam, 6 september 2017 

Geachte mevrouw Sijbrandij, 

De Medisch Ethische Toetsingscommissie VU medisch centrum (bevoegd tot oordelen op grond 
van art. 2.2.a WMO) oordeelt positief over de uitvoering van het onderzoek met titel: 

Implementation of Problem Management Plus in Syrian refugees 

Aanvrager van het onderzoek: dr. E.M. Sijbrandij 
Verrichten VU te Amsterdam 
METc VUmc registratienummer: 2017.320 

De goedkeuring van het protocol is gebaseerd op de documenten die in bijlage 1 zijn opgenomen. 

Wij wijzen u erop dat alle onderzoekers die betrokken zijn bij de uitvoering van de studie (ook de 
onderzoekers in de deelnemende instellingen) op de hoogte moeten zijn van de laatste aanpassingen 
in het onderzoeksprotocol en eventuele appendices. Hiervan moet schriftelijk bewijs aanwezig zijn bij 
de onderzoeksdocumentatie. 

Deelnemende centra 
De commissie heeft de in bijlage 1 vermelde onderzoeksverklaring(en) bekeken. Zij heeft 
geconstateerd dat is voldaan aan de voorwaarden in artikel 3, onderdeel e en k, van de WMO. 

De goedkeuring betreft de uitvoering in: 

Onderzoekscentra 	 Lokale hoofdonderzoeker 
i-psy 	 Mw. Y. van Son 
VU 	 Mw. Dr. M. Sijbrandij 

Zelfstandig bestuursorgaan 

De METc VUmc is een erkende onafhankelijke toetsingscommissie en geeft als zelfstandig bestuursorgaan (ZBO) oordelen 

die landelijk geldig zijn. 20
2.
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Het bestuur of directie van deze instelling(en) dient toestemming te geven voor de uitvoering van het 
onderzoek in de eigen instelling. Pas na het verkrijgen van deze toestemming kan het onderzoek in 
het desbetreffende centrum starten. 

Indien het onderzoek ook in een of meerdere Nederlandse instellingen dan bovengenoemd zal 
worden uitgevoerd, dient de coördinator van het onderzoek hiervoor een onderzoeksverklaring in te 
dienen, op grond waarvan de METc VUmc een nader oordeel zal uitspreken over de participatie van 
die instellingen. 

Vergadering en documenten 
Op 09/06/2017 is het onderzoeksdossier compleet verklaard en bij de METc VUmc in behandeling 
genomen. Het onderzoeksdossier - gebaseerd op de documenten die in bijlage 1 zijn vermeld - is 
besproken in de vergaderingen van 22/06/2017 en 17/08/2017. De samenstelling van de 
commissieleden is in bijlage 2 opgenomen. 

Motivering 
De commissie is van oordeel dat het onderzoek voldoet aan het bepaalde in de van toepassing zijnde 
wet- en regelgeving, met name de WMO en, voor zover relevant, het ICH/GCP richtsnoer. 

De commissie is van oordeel dat het onderzoeksprotocol in een toestemmingsprocedure voorziet die 
overeenstemt met artikel 6, eerste lid, van de WMO. 

De commissie is van mening dat is voldaan aan de voorwaarden in artikel 6, vijfde t/m negende lid, 
van de WMO. De proefpersonen (en/of degenen die mede/in hun plaats bevoegd zijn tot het geven 
van toestemming voor deelname aan het onderzoek) worden op gepaste, volledige en begrijpelijke 
wijze schriftelijk over het onderzoek geïnformeerd. 

Verzekeringen 
De METc VUmc heeft vastgesteld dat op correcte wijze uitvoering is gegeven aan de 
verzekeringsplicht in artikel 7, eerste lid, van de WMO, en zoals nader uitgewerkt in het Besluit 
verplichte verzekering bij medisch-wetenschappelijk onderzoek met mensen 2015 (Besluit van 
24 november 2014). Naar het oordeel van de commissie gaat het onderzoek gepaard met risico. 

Het onderzoek valt onder de proefpersonenverzekering van de VU. 

De commissie heeft geconstateerd dat een aansprakelijkheidsverzekering is afgesloten zoals bepaald 
in artikel 7, negende lid, van de WMO. 

Voorwaarden en verplichtingen 
De METc VUmc wijst u op de voorwaarden en verplichtingen die in bijlage 3 zijn vermeld. De 
commissie heeft de bevoegdheid haar positieve oordeel in te trekken als vaststaat dat de uitvoering 
van het onderzoek ernstig tekort schiet. 

Het voorliggend oordeel verliest zijn geldigheid indien de start van het onderzoek (inclusie van de 
eerste proefpersoon) niet binnen één jaar nadat dit besluit is genomen heeft plaatsgevonden. 

Administratief beroep 
Tegen dit besluit kan een belanghebbende op grond van artikel 23 WMO binnen zes weken na de dag 
waarop het besluit is bekend gemaakt, administratief beroep instellen bij de Centrale Commissie 
Mensgebonden Onderzoek (CCMO). Het beroepschrift dient u te adresseren aan: CCMO, 
Postbus 16302, 2500 BH Den Haag. 
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Met vriendelijke groet, 
namens de Medisch Ethische Toetsingscommissie, 

k /0 

prof. dr. J.A. Rauwerda, voorzitter 	 Dhr. dr. D.I. Dower, secretaris 

Bijlage 1: Documentenlijst 
Bijlage 2: Samenstelling METc VUmc 
Bijlage 3: Voorwaarden en verplichtingen 
Bijlage 4: IRB approval 

c.c.: Centrale Commissie Mensgebonden Onderzoek te Den Haag (CCMO) - digitaal uploaden 
c.c.: a.m.de.graaff@vu.n1 
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Bijlage 1 - Documentenlijst 

Sectie Onderwerp 
Al 	aanbiedingsbrief 
Al 	aanbiedingsbrief 
Al 	commentaar METc 
Al 	reactie op commentaar METc 
B1 	ABR-formulier 
B21 	goedkeuring CWO 
B22 	begroting/begrotingsverklaring 
B24 	risicoclassificatie 
Cl 	onderzoeksprotocol 
Ell 	informatiefolder 

E12 	informatiebrief incl. 
toestemmingsverkla ring 

E12 	informatiebrief incl. 
toestemmingsverklaring 

E12 	informatiebrief incl. 
toestemmingsverkla ring 

E12 	informatiebrief incl. 
toestemmingsverklaring 

E12 	informatiebrief incl. 
toestemmingsverklaring 

E12 	informatiebrief incl. 
toestemmingsverklaring 

E12 	informatiebrief incl. 
toestemmingsverkla ring 

F1 	vragenlijst 
F1 	vragenlijst 
F1 	vragenlijst 
F1 	vragenlijst 
F1 	vragenlijst 
Fl 	vragenlijst 
F1 	vragenlijst 
F1 	vragenlijst 
Fl 	vragenlijst 
F1 	vragenlijst 

F1 	vragenlijst 
G1 	WMO proefpersonenverzekering 
G2 	aansprakelijkheidsverzekering 
H1 	CV onafhankelijk deskundige 
H2 	CV coördinerend onderzoeker 
11 	lijst deelnemende centra 
12 	onderzoeksverklaring 
132 	CV uitvoerend onderzoeker 
14 	CV lokale onderzoeker 
K4 	wetenschappelijke publicatie (sectie K) 

Versie 
bijlage: overzicht aanwezige documenten 
d.d. 6-6-2017 
d.d. 3-7-2017; d.d. 19-8-2017 
d.d. 2-8-2017; d.d. 22-8-2017 
versie 3 d.d. 22-8-2017 
d.d. 26-4-2017 
d.d. 3-3-2017 
versie 1 d.d. 31-5-2017 (verwaarloosbaar) 
versie 3 d.d. 22-8-2017 (TC) 
Brochure Medisch-wetenschappelijk onderzoek 
d.d. maart 2017 
audio opnames PM+ versie 1 d.d. 1-8-2017 

familie/kennissen fase 3 en 5 versie 2 d.d. 1-8-2017 
(TC) 
fase 2 versie 2 d.d. 1-8-2017 (TC) 

fase 3 en 5 medewerkers versie 2 d.d. 1-8-2017 
(TC) 
fase 4 versie 2 d.d. 1-8-2017 (TC) 

PM+ behandelaren fase 3 en 5 versie 2 d.d. 1-8- 
2017 (TC) 
PM+ deelnemers fase 3 en 5 versie 2 d.d. 1-8-2017 
(TC) 
CSSRI-EU d.d. 15-9-1997 
Health Service Access 
HSCL-25 
K10 
Living Difficulties PMLD-CL 
PCL-5 d.d. 14-8-2013 
PCL-5 with LEC-5 and Criterion A d.d. 14-8-2013 
PSYCHLOPS Post-Therapy versie 5 d.d. 2010 
PSYCHLOPS Pre-Therapy versie 5 d.d. 2010 
Study phase 3 and 5 - Interview guides qualitative 
evaluation PM+ program 
WHODAS 2.0 d.d. 2012 
CNA t.b.v. VU d.d. 22-2-2017 
Willis t.b.v. VU d.d. 9-1-2017 
M.J.H. Huibers 
M. Sijbrandij d.d. mei 2017 

i-psy (Parnassia Groep) t.b.v. van Son d.d. 7-6-2017 
A.M. de Graaff 
Y. van Son (i-psy) 
Dawson et al., 2015 
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K4 
K4 
K4 
K4 
K6 
P1a 

wetenschappelijke publicatie (sectie K) 
wetenschappelijke publicatie (sectie K) 
wetenschappelijke publicatie (sectie K) 
wetenschappelijke publicatie (sectie K) 
overig sectie K 
niet-WMO advies 

Nadkarni et al., 2015 
Rahman et al., 2016 
Rahman et al., 2016 
Sijbrandij et al., 2015 
PM+ manual versie 1 d.d. 2016 
METc VUmc d.d. 20-4-2017 
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Bijlage 2: Samenstelling METc VUmc 

dhr. prof. dr. J.A. Rauwerda voorzitter, chirurg 
mevr. prof. dr. C. Boer vice-voorzitter, biomedicus 
mevr. E.A. Aarsman-Voorbij researchverpleegkundige 
dhr. drs. P.M. Bet ziekenhuisapotheker-klinisch farmacoloog (plv.) 
mevr. mr. L. Brakel jurist 
mevr. dr. M.A. Bremmer psychiater 
dhr. dr. J. Buter internist-oncoloog 
dhr. dr. B. Drukarch arts-farmacoloog 
dhr. dr. ir. ing. Th.J.C. Faes klinisch fysicus (plv.) 
dhr. dr. M.J.J. Finken kinderarts (plv.) 
dhr. dr. E.G. Haarman kinderarts 
dhr. dr. A.W.J. Hoksbergen chirurg (plv.) 
dhr. dr. M.J.P.A. Janssens medisch ethicus 
Mevr. K. Kersbergen-de Lange Verpleegkundige (plv.) 
dhr. prof. dr. M. Klein neuropsycholoog 
mevr. dr. M. Kouwenhoven neuroloog (plv.) 
dhr. dr. M.D. Lagerweij tandarts 
mevr. L. Muter proefpersonenlid (plv.) 
mevr. G. Nijman proefpersonenlid 
dhr. dr. B.W. van Oosten neuroloog 
dhr. prof.dr. G. Ossenkoppele internist-hematoloog 
mevr. dr. A.F.W. van der Steeg chirurg 
mevr. dr. C.B. Terwee methodoloog (plv.) 
dhr. dr. ir. P. van de Ven methodoloog 
dhr. ing. S.W. Vianen stralingsdeskundige 
mevr. dr. C. Widdershoven medisch ethicus (plv.) 
mevr. mr. M. Wildenbeest jurist (plv.) 
dhr. drs. A.J. Wilhelm ziekenhuisapotheker-klinisch farmacoloog 
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Bijlage 3 - Voorwaarden en verplichtingen 

Geldigheid oordeel 
Het positieve oordeel verliest zijn geldigheid als de inclusie van de eerste proefpersoon niet heeft 
plaatsgevonden binnen een jaar nadat dit besluit is genomen. 

Geldigheid verzekering 
In het geval het verzekeringscertificaat tijdens de voortgang van het onderzoek zijn geldigheid 
verliest, dient aan de METc VUmc tijdig een afschrift van een nieuw geldig certificaat te worden 
toegestuurd. 

Amendementen 
Amendementen dienen ter beoordeling aan de METc VUmc te worden voorgelegd. 

Startdatum onderzoek 
De METc VUmc dient op de hoogte te worden gesteld van de definitieve startdatum van het 
onderzoek. Dat is de datum waarop de inclusie van de eerste proefpersoon plaatsvindt. 

Voortgangsrapportage 
Eén jaar na datum van het oordeel, en ieder jaar daaropvolgend, dient de METC op de hoogte te 
worden gebracht van de voortgang van de studie middels het formulier Voortgangsrapportage. 

Melding SAE's 
SAE's dienen aan de METc VUmc te worden gemeld. 

Melding (voortijdige) beëindiging en opschorting 
(Voortijdige) beëindiging en opschorting van het onderzoek dient, met redenen omkleed, te worden 
gemeld aan de METc VUmc. 

Eindrapportage 
De METc VUmc dient op de hoogte te worden gebracht van de resultaten van het onderzoek middels 
een eindrapport. 

Termijnen en overige uitleg ten aanzien van de indiening van de verschillende documenten aan de 
METc VUmc vindt u op de website (www.vumc.nl/afdelingen/METc/).  
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Bijlage 4- IRB approval 

dr. E.M. Sijbrandij 
FPP, afdeling klinische psychologie 
BS 1 KAMER 3F-71 

Medical Ethics Review Committee 
VU University Medical Center 
chairman: prof. dr. J.A. Rauwerda 
internal post address: BS7, kamer H-565 
telephone: (+31) (0)20 -4445585 
e-mail: metc@vunic.n1  
website: www.vumc.nl/metc  

subject 	 our reference 
	

date 

IRB approval 	 2017.320 
	

Amsterdam, 6 september 2017 

multicenter study 	 NL61361.029.17 

Dear dr. Sijbrandij, 

The Institutional Review Board of VU University Medical Center (hereafter: METc VUmc) in 
Amsterdam, competent to review in accordance with section 2.1a of the Medical Research Involving 
Hunnan Subjects Act (WMO), gives approval for the study with the title: 

Implementation of Problem Management Plus in Syrian refugees 

Submitting party: dr. E.M. Sijbrandij 
Sponsor: VU, Amsterdam 
METc VUmc registration number: 2017.320 

Participating centers 

The approval concerns execution of the research protocol to be performed in the Netherlands in the 
following centre(s): 
i-psy 	 Y. van Son 
VU 	 dr. M. Sijbrandij 

Committee meetings and documents 

The research documents were discussed during the plenary meetings which took place on 
22/06/2017 and 17/8/2017. The approval is based on the following documents: 

- the research protocol d.d. 22/8/2017 version 3 
- written information and consent statement to be used d.d. 1/8/2017 version 2 

With regard to the other documents approved, we refer to appendix 1 (bijlage 1) of the original 
decision in Dutch. 

Motivation 

The committee is of the opinion that the study is in compliance with all current legislation, mainly the 
WMO and, if relevant, the ICH/GCP. 
The METc VUmc is registered with the US Office for Human Research Protections (OHRP) as 
IRB00002991. The FWA number assigned to VU University Medical Center is FWA00017598. 
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 WP6 Online Implementation 2.6.
Study 1 
Study 2 
Study 3 

Germany 
Egypt 
Sweden 

Partners involved: FUB 
Aim of data 
collection: 

Development and scientific evaluation of a smartphone and internet based 
psychological intervention for Syrian refugees with common mental health problems. 

Study participants: Adult Syrian refugees 
Ethics approval by: Ethics committee of the Department of Education and Psychology at Freie Universität 

Berlin (dd. August 16, 2017) 
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Ethikkommission der Freien Universität Berlin 
Habelschwerdter Allee 45, 14195 Berlin 

 
 
Dipl.‐Psych. Sebastian Burchert 
Research assistant – STRENGTHS project 
Freie Universität Berlin, Department of 
Education and Psychology, Division of Clinical 
Psychological Intervention 
Habelschwerdter Allee 45  
14195 Berlin 

  Ethikkommission  
der Freien Universität Berlin 
Fachbereich Erziehungswissenschaft 
und Psychologie 

  

   
Prof. Dr. Annette Kinder 
Vorsitzende der Ethikkommission 
Habelschwerdter Allee 45 
14195 Berlin 
 

   
 Bearb.-Zeichen  161/2017 

Bearbeiter/in  Daniel Herbstreit 
   

Berlin, 16.08.2017 

 

Beschlussmitteilung der Ethikkommission 

Die Ethikkommission der Freien Universität Berlin hat das nachstehende Forschungsprojekt 
begutachtet:  

Implementation and evaluation of a mHealth version of the low‐intensity Problem 
Management Plus (PM+) program for Syrian refugees in Germany, Sweden and Egypt 
 
Die Ethikkommission kommt zu folgendem Beschluss:  
 
Das Projekt wurde positiv begutachtet (die Ethikkommission hat keine Einwände erhoben). 
 
 
 

 
 
 
Prof. Dr. Annette Kinder 

(Vorsitzende der Ethikkommission) 
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