
Table 1: The comparison of suicidality cases as identified by the RIAT study and our study for trial 329  
Source 

Document 
Patients with suicidality events Comments 

Le Noury et al. 20154 Sharma et al. 20165  
 paroxetine imipramine placebo paroxetine imipramine placebo  
CSR report 8 2(3)** 1 8 2 1  
Individual 
patient 
listings 
(appendices 
D and G) 

1 (2)* 1  Not 
available 

Not 
available 

Not 
available 

1. The missing case on paroxetine (329.004.00015, Case 5) identified from the individual 
patient listings (appendices D and G) confirms that the patient had attempted intentional self-
harm by self-mutilation on day 31 (and also had suicidal ideation on day 73, but this took place 
in the continuation phase and is not relevant for comparison). Both of these were coded as 
‘mild’; they did not lead to changes in the drug dose, nor stopping of the drug, nor study 
withdrawal and were therefore not mentioned anywhere else in the CSR. 
2. The missing case on imipramine (329.005.00295, Case 1) of suicidal threat with scissors is 
only mentioned in appendix D and is coded as emotional lability; however this event was 
missing under emotional lability for this patient in appendix G and was also not noted anywhere 
else in the CSR.  
3. Additionally there was a missing event on imipramine (329.012.00223, Case 2) of suicidal 
ideation (code 2.1) on day 26 is only confirmed by appendices D and G (coded again as 
emotional lability) but it was not noted as serious and did not lead to a change in drug dose or 
stopping of the drug or study withdrawal, and is therefore missing in other relevant sections in 
the CSR.  

Case 
Report 
Form 

1  1 Not 
available 

Not 
available 

Not 
available 

1. The missing case on paroxetine (329.006.00039, Case 7) had superficial cuts on day 18 (code 
7.1) and this was listed in all relevant sections of the CSR (including the appendices D and G) 
but this was coded as accidental injuries under ‘trauma’, and therefore not included as an event 
in our study. The authors identified self-harm from the case report form using the patient’s 
Kiddie SADS scores for that period (at week 4): “- Kiddie SADS scores: Week 4: ‘Non-suicidal 
acts of self-harm in last 2 weeks’ = 4 (moderate)”, indicating that the superficial cuts were not 
accidental injuries and should not have been coded under trauma but under suicide attempt/self-
harm. The authors also used the patient’s HAM-D scores for weeks 5 and 6 (“score ‘3’ - 
suicidal ideas or gesture”) as an indication of suicidal ideation (code 7.2). 
2. The missing event on paroxetine (329.001.0065, Case 8) of intentional self-harm (code 8.2) 
on day 14, was only clarified as a suicidal event from the case report form as it stated: ‘resulted 
in hospitalization to prevent aggression against self’ and ‘needed psychiatric hospitalization for 
increased aggression against self’. This was missing from all sections of the CSR including the 
individual patient listings and patient narratives. The possible suicidal thoughts (code 8.1) also 
on day 14 were noted in all relevant sections of the CSR and was therefore also extracted and 
coded as such in our study. 
3. The missing case on placebo (329.009.00129, Case 2) of suicidal ideation on day 35 was 
only noted in the case report form, though as indirect evidence, suggested by the patient’s 
mother and is therefore classified by the authors as a ‘possible’ event but it does suggest 
suicidal ideation as the form states “Patient doing some what worse. Mother worried about 
increase in death wishes”. 

Total  10 (11)* 3 (4)** 2 8 2 1  
* The difference in the numbers lies with the case of 329.002.00058 (case 1) on paroxetine assigned by the authors to the acute phase, while we feel it belongs to the continuation phase. 
** The difference in the numbers lies with the case of 329.010.00279 (case 2) on imipramine of ‘strange thoughts’ described by the authors as a possible suicidal ideation event, which cannot 
be confirmed even with the additional evidence from the appendices and case report form, so we are less convinced.  


