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Developing a COS for Depression 



Depression 

• A frequent and disabiling disorder:  
– Prevalence: around 6% (Kessler 2013) 

– Lifetime prevalence: 15-18% (Bromet 2011) 

– One of ten patients in primary care (Malhi 2018) 

– Fifth leading cause of Years Lived with Disabilities (Vos, 2017) 

– 4.2% (3.2,5.3) of the Global Burden of Diseases. (Vos, 2017) 

 
• Treatment options:  

– Medication 
– Psychotherapy 
– neurostimulation 



Outcomes in trials 

• Multiple outcomes (Tyler 2011) 

• Heterogeneity (Tyler 2011) 

– 280 tools published  (Santor 2006)  



(Santor 2006) Percentage of scales assessing symptom domains 

What is measured? 
Heterogeneity in assessement of domains: 20% of studies did not operationalized mood 
with « sadness » or « depressed ». 
 



Step 1 
Define the scope of the COS 

Step 2 
Check whether a new COS is needed 

Register the COS in the COMET database 

Step 3 
Develop a protocol for the development of the COS 

Step 4 
Determining outcome domains (OD) 

1) Methodological systematic review 
2) Fill gaps in knowledge with a qualitative study 
3) Elicit views about important outcomes in a consensus 

process (Delphi Method) 
4) Hold a face to face meeting to finalise the COS 

Step  5 
Determining outcome measurement intruments (OMI) 

1) Identifying existing OMI or definitions for each 
outcome in the COS 

2) Quality assess instruments and definitions 
3) Use a consensus process to finalise the recommended 

OMI and definitions 

Review and reupdate 

The COMET Handbook 1.0, Trials, 2017 

PROCEED 

Major depressive disorder  
Adults (>18) 

Registered december 2017 

Ongoing writing of the paper 



PROCEED 
 Participative Research on Outcomes' and Core Expectations' Elicitation for Depression 

http://clinicalepidemio.fr/depression/en/ 



PROCEED 
 

• Objective:  

Identifying the diversity of expectations for the treatment of 
depression. 

 

• Method:  

– Online international survey based on a few open-ended questions 

– Population: 

 Patients Carers Clinicians 

Over 18 years old 
Report  ongoing  or 
previous  episode of 
depression 

Over 18 years  
Report supporting a 
patient during an episode of 
depression 

A professional that deals with 
MDD during its occupation  



 
Exploratory qualitative study :  

Interviews with patients, clinicians, caregivers 
  

 
Questionnaire development and testing  

 

 
 

Questionnaire administration: 
•Self-administration  through internet 

•Interviewer-administration  as a complement 
  
 

Thematic analyses 

 
Questionnaire translation 
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METHOD 



Exploratory qualitative study 

• Objective:  
Determinig open-ended questions for the online questionnaire 
that would bring back accurate and rich responses. 

 

• Purposive sampling: 

– 9 Clinicians :profession, experience, workplace 

– 4 Carers: link to the patient 

– 6 Patients: age, gender, ongoing/previous depression, 
severity.  



Open-ended  questions for patients 

• For all patients:  

– For you, what is the most difficult aspect of depression to live 
with or endure? 

– For you personally, what might improve or refine treatments 
for depression? 
 

• For patients who consult/have consulted a healthcare practitioner:  

– What prompted you to seek out a healthcare professional?  
 
• For patients who declared being no more suffering under depression :  

– What made you consider yourself as no longer depressed? 
 



Open-ended questions for carers 

• What do you consider to be the most difficult aspects to live 
with for your family member/friend with depression? 

 

• What do you consider most important to address in a 
depressed person? 

 

• What types of improvement do you expect from the 
treatment of depression for your family member/friend? 



Open-ended  questions for clinicians 

• According to your experience, what do you consider to be the most 
difficult aspects to live with for your patients with depression ? 

 
• According to you, what aspects of their condition should be prioritized 

for depressed patients ? 
 
• Under which criteria do you consider a patient to be cured of his/her 

depression? 
 

• In the case of rheumatoid arthritis, studies have for a long time used the 
number of painful and swollen joins to evaluate treatment efficacy. 
However it has been shown that patients expect a reduction in their 
level of fatigue. Ever since, fatigue has been measured in efficacy 
studies. According to you, which criteria would be essential to measure 
in treatment efficacy studies for depression? 



 

http://clinicalepidemio.fr/depression/en/ 



Recruitment 

Online recruitment: 

• Articles in general and specialized media websites  

• Advert on websites of patient or professional associations  

• E-mail to professionals 

• Share and advert on social networks   

 

Patient Carers Clinician 

Over 18 years old 
Report  ongoing  or 
previous  episode of 
depression 

Over 18 years  
Report supporting a 
patient during an episode of 
depression 

A professional that deals with 
MDD during its occupation  



Thematic Analyses 

Theme 

Theme 

Theme 

Theme 

Theme 

Category 

Category 

Coding themes Exploratory code 

Code 

Code 

Code 

Code 

Code 

Mapping themes Validation 

Map of the 
expectations of 

patients, 
clinicians, 

and caregivers 

Two independant investigators (at least one out of the lab) 
Investigators and 

participants 

Collaborative 
decision 



DESCRIPTION OF THE POPULATION 
(french speaking) 



Patients (n =1479) 

• Socio-demographical-characteristics:  
– Women: 74%  
– Age: 23 % <30 years , 25%[30-49], 3%>50 
– Residency: 25 countries (88% France) 

 
• Experience of depression :  

– Currently depressed: 55% 
– Severity (PHQ-9): 15% without depression, 17% light, 21% mild, 23% mildly severe, 

22% severe. 
– History of suicidal attempt: 32.5% 
 

• Treatment:  
– 66% consulted a psychiatrist 
– 5.3% consulted only their GP 
– 70% are/have been once under antidepressant medication 
– 57% are/have been one under psychotherapy 



Carers (n=402) 

• Socio-demoraphical characteristics:  
– Women: 70% 
– Mean age: 46 (18) 
– Residency: 17countries (80% France) 
– Income: 74% declared having sufficient income 
– Employement status: 49% employed, 22% retired 

 
• Experience of depression:  

– Personal history of depression:  52% 
– Lived with the depressed person: 40%  
– Relationship with the depressed person: 15% were taking care 

of their husband, 12% of their mother, 11% of a friend. 

 
 



Clinicians (n=392) 

• Socio-demographical characteristics:  
– Women: 54%  

– Mean age: 38.7 (12.4) 

– Practice: 16 countries (89% France) 

– Profession: 57% psychiatrist, 13% psychologist, 8% nurses, 
6% GP 

 

• Experience of depression:  
– Personal history of depression: 26%  

– Relative with an history of depression: 56% 



Thematic analysis 



Theme analysis of the french data 

• Coders:  
– 2 psychiatrists, master degree in social science 
– Background : Psychoanalysis and Marketing, CBT and Sociology 
– Mother language 

 
• Coding :  

– Order of coding: clinicians, carers, patients 
– Codebook made of verbatims 
– Double coding for 300 individuals of each group (900 individuals and 3100 

responses). 
– Measurement of data saturation (Tran et al. 2017) 

– Single coding (1100 patients, 100 clinicians) with a random control on 10% 
– Consensus on 95.6%of the code 

 

Braun, Clarke 2006 



Example of themes 

Irritability 

Loss of emotion Memory loss 

Mental pain 

Quality of sleep 

24/24, 7/7  
available care  
 

Loneliness Lack of energy 

Attention trouble 

Tailored 
medication dose 

Help for choosing between 
psychotherapies 

Self-esteem 

Anger 



Verbatims: the example of Mental Pain  
 

• Patients:  
– Moral suffering made my daily life unbearable. I had to endure physical pain in my life but I consider them 

insignificant in comparison to depression. 
– The worst is the unexplainable pain that I’m feeling. I’m suffering so much that I can’t speak anymore.  
– I am suffering psychologically. It is so unbearable that it leads you to wish that everything could stop. You start 

to think that death could be less painful.  
– When depression is severe, mental pain turns into physical pain 
– The worst is how my children look at me when I am overwhelmed by suffering. 
– Depression is a psychological torture.  
– An extreme pain that is really difficult to understand by our relatives (it can’t hurt because it is NOT physical) 
– No-one can imagine what depressed people are experiencing deep inside: the pain and others lack of belief 

about the pain. 

 
• Carers:  

– Psychological distress 
– Mental pain 
– The psychological suffering is a torture for him 
– Inside suffering 
– Suffering of her own thoughts without being able to share it 

 
• Clinicians:  

– Mental pain 
– Inside pain 
– Inside suffering 
– Psychological pain  



Discussion  

• Recruitment:  
– Fast: 4 months 
– Low cost: home made website 
– High number of participants: 2273 french speaking, 522 other 

language 
– Diversity of participants: 

• International (3 languages, around 30 countries from 4 continents) 
• All pre-specified categories beside elderly patients (>65).  

 
• Quality of the data :  

– Rich responses  
– Accurate 
– Comprehensive  

 



Further analysis 
 

10.20.2018 Patients Healthcare professionals Informal caregivers 

English-speaking 175 51 15 

German-speaking 116 152 13 

• Analysing the data in english and german 
• Merging the themes in one language 
• Mapping the themes in categories 
 



A COS for DEPRESSION 

 
http://clinicalepidemio.fr/depression/en/ 
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