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Houston, we have a problem 
ptt A 4.2 
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Learning Objectives 
 
 
1. Identifying possible issues while preparing and 

conducting a research/surveillance 
2. Preparing an informed consent for an institutional 

review board (IRB) 
3. How to recruit and retain participants 
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Summary of presentation 
 
 
 Possible issues in research/surveillance 

 Code of ethics 

 Informed consent 

 Participation 
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Possible issues 
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Possible issues 
 

 

 
 
 
 
 
 

What are the points to consider in preparing a 
study/surveillance? 

 
What kind of problems you can expect during 

your research/surveillance? 
 

Do you have solutions or alternatives? 
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Examples of possible issues 
 

 

 
 
 

  

 

 
 

  

 

 
 

  

 

 
Legal aspects 

 
Privacy 

 
Communication 

 
Confidentiality 

 
Bias 

 
Participation 

 
Timeline 

 
Ethics 

 
Finances 
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Project management 
 

 

 
 
 

• Principles of good management 
1) Analysis of possible threats for the project 

• Procedures and strategies based on the highest 
professional standards and ethical principles 

• Be pro-active and flexible : have a plan B 
• Learn from earlier projects and other reseachers 

2) Good communication with participants, 
stakeholders, key persons,… 
3) Quality assurance 
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Project management 
 

 

 
 
 

• Legal aspects 
– Law on OHS, protection of privacy, rights of the 

patient,… 

 
• Funding 

– Internal funding 
– Federal funding 
– International funding : Europe 



Project management 
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• Data monitoring 
– Safety and confidentiality of data 
– Plan for statistical analyses 

 
• Dissemination and implementation 

– Plan to share the study results in formats most 
useful to the different parties involved, including 
participants, scientific community, practitioners, 
policy makers,… 



Project management 
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• Quality assurance 
– Research evaluations : check guidelines 

• For RCT (CONSORT) 
www.consort-statement.org 

• For observational studies (STROBE) 
www.strobe.statement.org 
http://www.strobe- 

  statement.org/index.php?id=available-checklists 
– Ethics screening 
– Scientific integrity 

http://www.consort-statement.org/
http://www.strobe.statement.org/
http://www.strobe-statement.org/index.php?id=available-checklists
http://www.strobe-statement.org/index.php?id=available-checklists
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Ethical aspects 
 
 
 

• In general, scientific projects have to be presented 
and are evaluated by an Ethical Committee or an 
institutional review board (IRB) 

• With this approval you may present the 
investigation to your local ethical  commission/IRB 

• Normally, they confirm the report of the other 
committee within a short time period. 

• Please, inform yourself before which ethical 
approvals are needed for this type of study in your 
country : PHIT? Medical faculty of university xx ? 
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Ethics in the ESPrIT project 
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Ethics in the ESPrIT project 
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Scientific integrity 
 
 
 

• Scientific integrity results from adherence to professional values and 
practices, when conducting and applying the results of science and 
scholarship. 

• It ensures : objectivity, clarity, reproducibilty, utility 
• It is important to avoid bias, fabrication, falsification, plagiarism, outside 

interference, censorship 
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International code of ethics 
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International code of ethics 
 

 

 

 

 

www.icohweb.org/site/multimedia/code_of_ethics/code-of-ethics-en.pdf 

http://www.icohweb.org/site/multimedia/code_of_ethics/code-of-ethics-en.pdf
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International code of ethics 
 

 

 
 
 
 

 

 
 
 
 
 
 

www.icohweb.org/site/multimedia/code_of_ethics/code-of-ethics-en.pdf 

http://www.icohweb.org/site/multimedia/code_of_ethics/code-of-ethics-en.pdf
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• Participants must understand the nature of 
the research 

• Participants must be able to voluntarily decide 
whether or not to participate 

• Participants must understand the risks and 
benefits of participation 

• Participants must have the opportunity to ask 
questions 



Informed consent 
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What are the elements to 
address in an informed 

consent form? 
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Consent form requirements 
 

 

 
 

• Description of study (purpose, duration, procedures) 
• Description of foreseenable risks/discomforts 
• Description of benefits 
• Disclosure of alternative procedures 
• Description of confidentiality of records and anonymity 
• Statement of who to contact for 1) research questions 2) research related 

illness or injury 3) rights for research subjects 
• Statement that participation is voluntary and that refusal to participate 

will involve no penalty or loss of benefits to which the subject is otherwise 
entitled, and that the subject may discontinue participation at any time 
without penalty or loss of benefits 

• Most cases require that informed consent be documented in writing (two 
forms – one for the subject and one for the resaercher). Assent forms are 
needed for vulnerable persons (eg children) 
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http://www.who.int/rpc/research_ethics/informed_consent/en/ 

http://www.who.int/rpc/research_ethics/informed_consent/en/
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Anonymous data 
• By some ethics committee , the project must be 

made completely anonymous: 
• Take care not to realize a study 

• Pseudo anonymous: the investigator knows the 
identification of the participants and in a given 
case, the investigator may award the participant! 

• If you want to research pseudo anonymous, we 
need a new vote of the local ethics commission! 
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Recruitment and retention issues 
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Recruitment and retention issues 
 

 

 
 
 
 
 
 

What are the points to consider in the recruitment and 
retention of participants? 

 
Do you have strategies to increase participation? 
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Participation rate 
 

 

 
 
 

Some points to consider 
– Engagement : how are the relationships with your 

potential participants? 
– Methods of contact : telephone, face to face,… 
– Benefits for participation 
– Barriers to participation 
– Informational materials 
– Planning and timing 
– Staff : training and accessibility 



Participation rate 
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Figure 1 : Reasons to decline 
J Empir Res Hum Res Ethics. 2011 Mar; 6(1): 69–74. 

 
 
 
Also : 
- Sociodemographic factors 

(age, race, education,…) 
 
- Increasing number of 

request to participate in 
studies 

 
- Length of questionnaire 

 
- Collection of bio- 

specimens, … 

https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&amp;retmode=ref&amp;cmd=prlinks&amp;id=21460590
https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&amp;retmode=ref&amp;cmd=prlinks&amp;id=21460590
https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&amp;retmode=ref&amp;cmd=prlinks&amp;id=21460590


Participation rate 
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Some strategies 
– Recruitment tools, tailored to the target audience: 

flyers, newspaper, interviews, websites,… 
– Incentives (monetary and others) 
– Have a point of contact : telephone number, email 
– Be flexible when scheduling appointments 
– Report results in appropriate formats to 

participants 
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Maximize the participation 
Example questionnaire sent by post or e-mail 

 
 
 
 
 
 

Day 1 First letter of invitation with the 
questionnaire 

Day 8 Postal reminder 

Day 22 Reminder letter with another 
questionnaire 

From day 
32 

Telephone contact 



 

 

Tage 

 
 

Maximize the participation/ 
response rate 
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Maximize the participation/ 
response rate: interview 

 
 
 
 
 

• Do not replace the participant 
• Plan the visits in a period in which it is probable 

to meet the worker(s) 
• Example: do not plan the field work during the 

holiday period, religious free days, etc. 



 

 

 
 

Participation rate 
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