
COBALT trial provisional baseline data 
from Phase 1

Characteristic COBALT Phase 1 

Number of participants 1010

Age in years: mean (sd) 43 (11)

Proportion women (%) 825 (82)

Receiving a social government grant (%) 436 (43)

Blood pressure ≥ 140/90 mmHg (%) 342 (34)

Duration on ART in months: median (IQR)
38

(14 - 74) n=633

Previous hypertension (%) 365 (36)

Previous stroke or heart attack (%) 148 (15)

Previous tuberculosis (%) 413 (41)

Conclusions

•	Pilot results are promising  but evidence for 
effectiveness of PC101+ is needed.

•	Baseline data from Phase 1 indicates high rates 
of multimorbidity.

•	Strengthening of integrated chronic care for 
ART patients is indicated.
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Introduction

Primary Care 101 is a South African public 
sector programme that provides an  
integrated approach to adult primary care.  
The enhanced programme (PC101+) includes  
a strengthened mental health component and 
referral pathway for depressed patients to 
receive counselling delivered by behavioural 
change counsellors.

Aim

COBALT aims to assess whether PC101+ 
improves depression symptoms and viral load 
suppression in depressed adults on antiretroviral 
therapy (ART).

Intervention

•	PC101+ clinical decision support tool for use in 
the primary care management of adults

•	Educational outreach for clinic staff with 
supplementary training in mental health

•	On-site counselling for depression delivered by 
behavioural change counsellors

•	Change management and communication skills 
workshops for clinic staff

Training case scenarios

Study Design

•	Pragmatic cluster randomised controlled trial

•	40 clinics randomised to receive PC101+ 
or usual care: 20 clinics in the Dr Kenneth 
Kaunda (Phase 1) and 20 clinics in the 
Bojanala (Phase 2) districts of the North  
West province

•	Outcomes assessed on 2000 patients (1000 in 
Phase 1; 1000 in phase 2)

•	Participant inclusion criteria:

 - Age ≥ 18 years and

 - Receiving ART at the time of enrolment and

 - Depression symptoms (PHQ-9 score ≥ 9) and

 - Planning to reside in the area for next year 
and

 - Capable of actively engaging in an 
interviewer-administered questionnaire and

 - Written consent to participate in the study

Enrolment and Follow Up

Implementation of intervention in intervention clinics

Intervention embedding period

Trained fieldworkers invite patients to participate

Pre-consent for eligibility screen 

Eligibility screen

Willing participants sign consent

Electronic questionnaire, measurements,  
viral load blood test

Follow-up interview 6 months after baseline

Follow up interview 12 months after baseline

Primary Outcome Measures

Primary outcomes

Depression
Patient Health Questionnaire (PHQ-9) response 
at 6 months defined as 50% improvement in 
PHQ-9 score compared with baseline

HIV
Viral load suppression at 12 months defined 
as a viral load of < 50 copies/ml

Results of formative and piloting work

Response of patients with depression: cohort study
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•	455 patients enrolled; 87% follow-up at 3 months

•	Mean PHQ-9 score in intervention group: 
baseline 11.4 (SD 5.0); follow-up 6.5 (SD 5.6)

•	Mean PHQ-9 score in control group: baseline 
12.8 (SD 3.1); follow-up 9.8 (SD 4.8)

•	Statistically (p < 0.001) and clinically (5.2 
points) significantly lower PHQ-9 scores (less 
depressed) in intervention group

Response of Nurses: Facility survey of depression  
case detection

Baseline PHQ9+

Percentage patients positively identified

Follow-up PHQ9+
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•	Over 1300 patients screened at baseline and 12 
months after implementation of the intervention

•	PHQ-9 positive patients (score ≥ 9) identified by 
nurses: 6% at baseline; 16% at follow-up

Data presented are provisional and not for publication
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