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Introduction

The Training School “Principles and Practices in Clinical Trials” is organised by Riseup-

PPD COST Action, Workgroup 1 - Prevention and Treatment Strategies of Peripartum 

Depression Disorder (PPD). 

The main goal of this workgroup is to synthesise current knowledge concerning diagnosis 

and management of PPD, including well-established interventions and new lines of 

research, and to disseminate this knowledge by providing training to researchers and 

health professionals working in perinatal settings. This Training School offers an 

introductory approach to the principles and practices of clinical trials, which are the 

gold standard to gather evidence about new diagnostic, preventive or treatment tools 

for PPD. This training school is also designed to foster valuable skills to highly motivated 

young researchers who might be interested in conducting research in the field of 

perinatal mental health.  

Main Objectives

To understand the differences between clinical studies/clinical trials and distinctive 

clinical trials’ designs;  

To recognize important methodological and process decisions, their association with the 

distinctive statistical models and their impact on the strength of the study results;  

To understand the requirements behind information systems for clinical studies/trials; 

To recognize best practices in data entry, validation, security and sharing. 

Target Audience

Researchers, lab managers, PhD and master’s students, other science professionals.  

No previous experience is required. 
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Organisers

Riseup-PPD’s Working Group 1 (Prevention and Treatment Strategies in PPD) 

Mijke Lambregtse-van den Berg, Ana Ganho Ávila, and Ana Fonseca 

Trainers

Astrid Kamperman - Erasmus Medical Centre, Rotterdam, The Netherlands 

Daniel Faria - INESC-ID and Biodata.pt, Lisbon, Portugal 

Emília C.  Monteiro - Portuguese Clinical Research Infrastructure Network (PtCRIN) 

Joana Batuca - European Clinical Research Infrastructure Network (ECRIN)/PtCRIN 

Local sites

Faculty of Psychology and Educational Sciences, University of Coimbra, Portugal 

European University of Cyprus, Nicosia, Cyprus 

Col·legi Oficial Infermeres I Infermers, Barcelona, Spain

Online access

You can attend the Training School online through the following Zoom link: 

https://videoconf-colibri.zoom.us/j/82292557341  

Made possible with support of

Funded by
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SCHEDULE AND TRAINERS 
Training School in Principles and Practices in Clinical Trials 

23 to 25 November 2020 

 23 November

Time (CET) What

9:30 am - 11:15 am Introduction (Emília C.  Monteiro, Joana Batuca) 

● Types of clinical studies 
○ Observational studies 
○ Clinical trials 

● Clinical trials 
○ Stakeholders involved and particularities of 

the studies according to the type of sponsor 
● Practical exercises

11:15 am - 11:30 am Break

11:30 am - 1:30 pm Clinical Trial Design I (Emília C.  Monteiro, Joana Batuca) 

● Gap analysis 
● Research question (FINAR criteria)  
● Types of Clinical trials (phases) 
● Structure 
● Clinical trials registries databases 
● Clinical trial dossier 

○ Key elements of a clinical study protocol 
● Practical exercises

1:30 pm - 2:30 pm Lunch break

2:30 pm - 3:30 pm Study Design II (Astrid Kamperman) 

● Assignment/randomization 
o Procedures 
o Importance  

● Blinding 
o Definition 
o Types of blinding 
o Protection and assessment of blinding 
o Drugs (blinding procedure, matching, coding, supply) 
o Unblinding procedure 

● Study treatment 
o Active intervention versus control/comparison treatment 
o Placebo/sham 

● Interactive practical exercises 
 

3:30 pm - 3:45 pm Break
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3:45 pm - 5:00 pm 

END - 5:00 pm

● Study population 
o Target population 
o Selection criteria 
o Recruitment 

● Sample size/power 
o Statistical principles 
o Techniques (dichotomous versus continuous) 
o Estimating sample size parameters 

● Measurements 
o Baseline 
o Follow up 
o Treatment compliance 

● Interactive practical exercises        

24 November

Time (CET) What

9:30 am - 11:15 am Clinical Trial Design II (Astrid Kamperman) 

● Types of bias 
● Pros and cons of RCT design 
● Specifics of clinical trials for women in peripartum 

period

11:15 am - 11:30 am Break

11:30 am - 1:30 pm Interactive Practical Exercises

1:30 pm - 2:30 pm Lunch break

2:30 pm - 3:30 pm Information Systems for Clinical Studies and Trials (Daniel 
Faria) 

● Domain modelling and database design 
● Case Report Forms (CRF) 
● Data entry and validation 
● Data security 
● Data sharing

3:30 pm - 3:45 pm Break

3:45 pm - 5:00 pm 

END - 5.00 pm

 Ethical issues (Emília C. Monteiro, Joana Batuca) 
    

● Legislation and Good Clinical Practice Guidelines 
● Clinical trials registries databases 
● Informed consent and patient information 
● Vulnerable population 
● Practical exercises 
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25 November

Time (CET) What

9.30 am - 11.15 am Poster session I

11.15 am - 11.30 am Break

11.30am - 1.30pm 

END - 1.30 pm

Poster session II
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