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Phase II Mixed methods feasibility cluster randomised controlled trial of a novel 

community-based enhanced care intervention to improve person-centred outcomes for 

people living with HIV in Ghana.  

 

Abstract 

Person centred care (PCC) for people living with HIV (PLWH) is a global goal for WHO and the 

UNAIDS strategy. We aimed to develop a novel person-centred intervention for community providers, 

test the feasibility of a future trial in terms of participant recruitment and retention, estimate the potential 

effect size and establish the acceptability of the intervention. Findings from qualitative interviews with 

PLWHA and healthcare professionals were mapped onto a PCC theory in an intervention expert 

development workshop. A parallel feasibility cluster randomised controlled trial (cRCT) was conducted, 

we randomly assigned clusters (1:1) either to intervention (comprising a 3 session training programme 

and holistic assessment tool for physical, psychological, social and spiritual symptoms and concerns with 

collaborative care planning and delivery, and ongoing supervision and mentorship) or to standard care. 

The primary outcome was trial recruitment and retention. We screened 83 PLWH, enrolled 60 with 30 

allocated to each arm. Recruitment and retention rates were 87% and 97% respectively. Potential effect 

size achieved at final timepoint: APCA African POS [0.7 (95% CI 0.17 to 1.23) p<0.001]; MOSHIV [0.7 

(95% CI 0.17 to 1.23) p<0.001]; Patient Experience Questionnaire [0.8 (95% CI 0.27 to 1.31) p<0.001; 

CARE Measure [1.0 (95% CI 0.45 to 1.55) p<0.001], POSITIVE OUTCOMES [0.7 (95% CI 0.17 to 

1.23) p<0.001]. Post-trial interviews revealed a general acceptability of the intervention. Results confirm 

the feasibility and justify a definitive cRCT of the enhanced care intervention to improve person-centred 

outcomes for PLWHA. 

Trial registration number ISRCTN13630241. 

Key words: Person-centred care, Holistic assessment, HIV/AIDS, Ghana, Community-based care. 

 

Introduction 

UNAIDS estimates that during 2017, approximately 36.9 million people were living with HIV, 21.7 

million accessed antiretroviral therapy (ART), 1.8 million people were newly infected and 940, 000 

people died from AIDS-related disease (UNAIDS, 2018). In the same year, 75% of people living with 

HIV knew their status; 79% of people who knew their status were accessing treatment; 81% of people 

accessing treatment were virally suppressed (UNAIDS, 2018), from the UNAIDS 90-90-90 treatment 

targets set. Among the critical areas of action outlined for achieving the 90-90-90 targets was to keep 

individuals alive and healthy through the delivery of ‘person-centred and holistic care’ (WHO, 2016).  

Person-centred care (PCC) is care ‘dedicated to the promotion of health as a state of physical, mental, 

sociocultural, and spiritual well-being, as well as to the reduction of disease, and is founded on mutual 
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respect for the dignity and responsibility of each individual person’ (Mezzich, Snaedal, van Weel, & 

Heath, 2009). Selman et al. noted the importance of holistic care and assessment, which addresses 

physical, psychological, social and spiritual wellbeing in HIV care, highlighting that spiritual wellbeing 

is often omitted (Selman et al., 2013). The person-centred approach is a core principle for quality 

healthcare which enables providers to deliver high quality care that is responsive to the needs of 

individuals (Wolfe, 2001).  

People living with HIV (PLWH) perceive that care delivered to them does not often address broader 

psychological, social and spiritual concerns which persist despite treatment advances (Fontaine, Larue, 

& Lassaunière, 1999; Harding, Lampe, et al., 2010). This highlights the need for PCC, which value and 

recognise individuality (Lutz & Bowers, 2000) and approaches care delivery as a partnership between 

the patient and the provider (Robinson, Callister, Berry, & Dearing, 2008; Wolf et al., 2017). A 

randomised control trial in an HIV population in Kenya reported that the use of person-centred 

assessment and care delivered by trained healthcare professionals (HCP) had a positive effect on self-

reported mental health related quality of life [0.61 (95% CI 0.13 to 1.10) p=0.01] and psychosocial 

wellbeing [0.69 (95% CI 0.26 to 1.120) p=0.002]. Also, evidence suggest that using a person-centred 

approach to care mostly improves outcomes (Olsson, Jakobsson Ung, Swedberg, & Ekman, 2013). 

These include supporting individuals to learn more about their conditions, resulting in their engagement 

in health discussions, and training health professionals to facilitate care that empowers individuals to 

participate (McMillan et al., 2013; Lewin, Skea, Entwistle, Zwarenstein, & Dick, 2001). 

Despite the benefits of PCC, the concept has not been well explored in Africa; as it is believed to be a 

western-originated concept that is claimed to be universally applicable (Jeroen De Man et al., 2016; 

Setlhare, Couper, & Wright, 2014). We aimed to develop a community-based enhanced care 

intervention (CECI) to improve person-centred outcomes for PLWH, and to test the feasibility of a 

cluster randomised controlled trial (cRCT) in terms of participant recruitment and retention, 

intervention delivery and acceptability, and estimate of potential effect to determine if a future definitive 

trial is warranted. 

                                                                                                                                                                                                                                                                                                                                                                                                        

 

Methods 

Design - As recommended by the Medical Research Counsel’s (MRC) guidance for developing and 

evaluating complex interventions (Craig et al., 2008), we conducted a parallel, mixed methods design 

(Creswell & Clark, 2007), comprising quantitative outcome data collection in a feasibility cRCT and 

post-trial exit interviews. This is reported in accordance with the CONSORT extension to randomised 

pilot and feasibility trials (Eldridge et al., 2016). This design was chosen to inform a future definitive 

cRCT. 
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Inclusion criteria -  PLWH were included if they were adults from age 20 (WHO, 2013); and had a 

positive diagnosis of HIV/AIDS known to the patient for at least 6 months to ensure they have the 

experience of care to reflect on; and had cognitive ability to consent according to consulting clinician. 

Setting - This study was conducted in two community clinics in Ghana: West African AIDS Foundation 

and the Public Health Unit of Legon Hospital, both in Accra, Ghana.  

Recruitment – PLWH were initially approached about the study by their HCP and those who expressed 

interest in the study had their details passed on to the researcher (MA-O), who then approached these 

PLWH, and screened them against the inclusion criteria. Eligible PLWH were taken through the 

information and consent process, and those who consented were recruited.  

Sample size 

In order to determine feasibility of recruitment to inform a future definitive trial, a sample size of 30 

has been recommended to estimate a parameter such as a standard deviation for the calculation of future 

sample size (Browne, 1995). Therefore, a total of 60 participants were recruited across the two clusters 

in a ratio of 1:1.  

Randomisation 

After baseline data collection, the two clinics were randomised to ‘Intervention’ or ‘Control’ by 

independent off-site computerised randomisation.  

Intervention (CECI) 

Participants in the clinic allocated to the intervention arm received clinical care from HCP who received 

three-session training programme on PCC and communication; use of holistic assessment tool to assess 

symptoms and concerns in the domains of physical, psychological, social and spiritual wellbeing; 

collaborative care planning and delivery, and twice weekly ongoing clinical supervision and 

mentorship. Findings from an initial qualitative interview with PLWH and HCP were mapped onto the 

PCC theory in an intervention expert development workshop (see figure 1 for steps used in developing 

the intervention).  

[Insert Figure 1] 

 

Control 

Participants in the clinic allocated to the control arm received standard HIV care delivered by the clinic. 

HCP who have had no exposure to the CECI intervention provided this care consisting of six-monthly 

clinical assessments once ART has been established, and brief appointments for ART refill among 

others.  
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Blinding 

Due to the nature of this study, participants and treating clinicians could not be blinded to the assignment 

to intervention or control arm. 

Baseline and follow-up measures 

Outcome measures were mapped onto the goals of the CECI. The selected outcome measures focused 

on physical, psychological symptoms, spiritual, practical and emotional concerns and psychosocial 

needs measured using APCA African POS (APOS), which consists of 10 items using a scoring method 

appropriate for a range of literacy skills with a scoring range from 0 – 5, with some items needing 

recoding (Harding, Selman, et al., 2010). Role function, pain, physical functioning, cognitive 

functioning, social functioning, general health perception, mental health and health distress vitality were 

measured with the Medical Outcome Scale-HIV (MOS-HIV), which consists of 35 items (C. Mast et 

al., 2004). In addition to the items measured by APOS and MOS-HIV, sleep disturbance, drug/alcohol 

use, immigration status, and sex and intimate relationship were measured using Positive Outcomes, 

which is a brief person-centred measure consisting of 23 items of which the first item is an open question 

about PLWH’s ‘main problems and worries over the past 4 weeks’ (Bristowe et al., 2019). CARE 

Measure, a 10-item person-centred validated process measure was used to measure the amount of 

empathy that a patient feels they have received during a consultation (Mercer, Maxwell, Heaney, & 

Watt, 2004). Patient Experience Questionnaire (PEQ), an 18-item self-reported measure was used to 

measure patient experience along the domains of communication; emotions; short-term outcomes; 

barriers; and relations with staff (Steine, Finset, & Laerum, 2001). All these measures have been 

validated; for MOS-HIV and CARE Measure, high scores indicate better outcome, for the rest of the 

measures low scores indicate better outcomes. 

Participants completed outcome measures face to face with the researcher (time range 30 to 63 mins) 

at baseline (including demographics such as age, sexual orientation, relationship status, level of 

education, employment status, and CD4 among others), six to eight weeks before they attended CECI 

delivery, then month 1, month 2 and month 3 completion after CECI delivery. These time intervals 

were selected to enable identification of the optimal time for follow-up measure collection in a future 

definitive trial. Participants requiring support with outcome measure completion was used as a 

feasibility marker. 

Feasibility cRCT outcomes 

The primary outcomes for this feasibility cluster RCT were: 

1. Recruitment rate 

2. Retention rate  

Secondary outcomes included: 
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1. Fidelity of design, intervention training and delivery,   

2. Intervention acceptability, 

3. Estimate of potential effect size. 

 

Feasibility and acceptability 

Avery et al.’s (Avery et al., 2017) recommended specifying progression criteria for feasibility studies, 

therefore a priori criteria specified for this study were:  

➢ Recruitment of 30 PLWH within 8 weeks for each cluster, 

➢ Retention of 80% of the total sample at month 3 follow up, 

➢ Establishment of intervention acceptability and fidelity.  

 

Data collection and time points 

Data was collected monthly over three months after baseline assessment and HCP training on CECI 

delivery. Participants had the freedom to choose whether to conduct the interviews in Twi or English 

or both languages. MA-O contacted participants who failed to attend an appointment to remind them. 

A two-week window was allowed after missing a scheduled appointment, after which non-attendance 

was recorded as missing. Data collection was recorded at month 1 (T1), month 2 (T2), and month 3 

(T3). At each time point, PLWH received either the CECI or SHC before completing the outcome and 

process measures. Data was collected in the counselling room or a private space within the clinic when 

the counselling room was in use. 

Two weeks after the delivery of CECI, a sample of PLWH participants and HCP were interviewed on 

their experience of the intervention training, delivery and experience of participating in the trial. 

Data analysis 

The feasibility of study methodology was examined using the quantitative data on recruitment, 

retention, follow-up outcome measure response rates and missing follow-up outcome measure data. 

Quantitative analysis was by descriptive statistics (means and SD, or n and %), using SPSS v 25, 

estimated at 95% confidence interval and standardised effect size calculation using Cohen’s d where 

d=0.2 is a small effect size, d=0.5 is medium and d=0.8 is large (Cohen, 2013) (using the difference 

between two means) The statistical analysis was completed by MA-O and supported by RH. The 

analytical framework developed by Bugge (Bugge et al., 2013) was applied to systematically categorise 

and explore issues in feasibility studies based on the 14 potential methodological issues identified by 

Shanyinde and colleagues (Shanyinde, Pickering, & Weatherall, 2011) (see Table 1). 

[Insert Table 1] 
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Intervention feasibility and acceptability were explored with PLWH and HCP through post-trial exit 

interviews conducted by MA-O with a purposive sample size of 20 PLWH (sampled by age, 

participation in the trial and treatment arm) and 7 HCP (sampled by participation in CECI training and 

delivery). Post-trial qualitative interview data were analysed using thematic analysis recommended by 

Braun and Clarke (Braun & Clarke, 2006). These interviews were audio-recorded, transcribed verbatim, 

anonymised and imported into NVivo 12 for data management and analysis. MA-O was the primary 

coder. SE, LB and LC independently coded a subset of transcripts to inform the coding framework, 

consensus on coding framework key themes were reached through discussion, ensuring a robust 

analysis (Meyrick, 2006).  

 

Ethics 

This study was approved by the King’s College London Research Ethics Committee (LRS-17/18-7216), 

the Ghana Health Service Ethics Review Committee (GHS-ERC) GHS-ERC008/06/18 and the Noguchi 

Memorial Institute for Medical Research Institutional Review Board (NMIMR-IRB) NMIMR-

IRB004/17-18 amend. 2018. 

 

Results 

Recruitment and baseline data collection ran from July 2018 to August 2018 (see Table 2 for 

comparison of the two cluster sites). Final post-trial exit interviews were completed in January 2019.  

[Insert Table 2] 

 

Recruitment and retention 

Eighty-three potential PLWH participants were screened, 69 PLWH were approached, 60 were 

recruited and 30 received at least two sessions of CECI. The proportion of PLWH approached who 

consented (conversion to consent) was 87% (Bugge et al., 2013). Figure 2 shows the CONSORT flow 

diagram of recruited participants (Eldridge et al., 2016). A recruitment and retention rate of 87% and 

97% were achieved within 6 weeks and at the end of final timepoint respectively. 

[Insert Figure 2] 
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Table 3 shows baseline characteristics of participants. There was no significant difference between the 

intervention and control arms with regard to age, gender sexual orientation, or CD4 count. The mean 

age of participants in the intervention arm was slightly younger compared with the control arm (36.6 vs 

38.9) and the intervention had more female (18 vs 13) and heterosexual participants (25 vs 19). 

[Insert Table 3] 

 

 

CECI delivery 

PLWH attended three intervention appointments scheduled monthly for over 3 months (see Figure 3 

for steps taken to deliver CECI). All visits entailed using a holistic assessment tool to assess physical, 

psychological, social and spiritual symptoms and concerns, after which a personalised care planning 

was undertaken based on symptom and concerns assessment, treatment and care goals. This plan is 

updated and revised by HCP throughout the course of the intervention delivery to provide holistic 

person-centred care. HCP in the intervention arm also had twice weekly supervision and mentorship 

meetings with the researcher to discuss and review the intervention delivery, challenges and any 

complex cases that they may have encountered. 

[Insert Figure 3] 

 

CECI compliance/adherence  

CECI compliance was high, only four participants from the intervention arm missed one session and 

none missed more than one. Outcome measure compliance was also high; 11.7% (n=4 for the 

intervention arm and n=3 for the control arm) of data were lost for Month 1, 2 and 3 for all measures, 

which was predominantly due to participants missing their appointments. Each CECI session lasted 30 

to 60 minutes. All 30 participants randomised to the intervention arm received CECI with each 

participant receiving at least two sessions, and no one dropped out during CECI delivery. A total of 3 

CECI sessions were completed one session each per month. At 3-month trial endpoint, only two 

participants (2 sets of outcome measures) were missing as they failed to attend their appointment despite 

sending them reminders. 

 

Baseline and follow-up data assessment  

Of 30 participants who received CECI, two individual participants missed their first and last 

appointments, however, none withdrew from the trial and no adverse events was recorded during the 
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trial, see Table 4 for follow-up rates. The potential effect sizes estimated at 95% confidence interval 

(CI) at final timepoint were: APOS [0.7 (95% CI 0.17 to 1.23) p<0.001]; MOS-HIV [0.7 (95% CI 0.17 

to 1.23) p<0.001]; Patient Experience Questionnaire [0.8 (95% CI 0.27 to 1.31) p<0.001; CARE 

Measure [1.0 (95% CI 0.45 to 1.55) p<0.001], POSITIVE OUTCOMES [0.7 (95% CI 0.17 to 1.23) 

p<0.001]. See Table 5 for details of change scores estimated for all time points post-CECI delivery, 

these analyses are useful for explorative and descriptive purposes only. 

 

[Insert Table 4] 

 

[Insert Table 5] 

 

Post-trial qualitative interview findings  

Twenty PLWH (n=10 from intervention and n=10 from control arms) and 7 HCP were interviewed. 

Interviews ranged from 30 to 46min in length. Two main themes emerged across PLWH and HCP data 

were (i) intervention experience and acceptability, and (ii) benefits of participating in the study. The 

themes and sub-themes are described in turn below, and illustrative quotes to exemplify the sub-themes 

are presented in Table 6.  

(i) Intervention experience and acceptability 

Participants in the intervention arm revealed notable levels of acceptability and perceived benefits of 

the intervention including PLWH being partners in care delivery and the intervention fostering open 

communication among PLWH and HCP. 

Care as partnership: PLWH described new experience of care that focused on them as individuals and 

considered them as partners in their own care (quote 1, Table 6). This was demonstrated by HCP’s 

interest in wanting to know the problems experienced by PLWH aside their HIV disease, as well as 

involving them in planning their care (quote 2).  

Intervention as an eye opener: HCP on the other hand, described the intervention as opening their eyes 

to the broader challenges faced by PLWH, which they could not identify because of lack of assessment 

(quote 3). As a result of using the holistic approach, which also involved PLWH in their care decisions, 

HCP noted the positive impact this had on their clients (quote 4). This has contributed to reflective 

practice among HCP who expressed fulfilment and satisfaction at the results of their collaborative care 

practice with PLWH (quote 5). 
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Openness in care communication: This collaboration between HCP and PLWH in PCC delivery has 

fostered open communication where PLWH are able to discuss their symptoms and concerns freely 

with HCP for appropriate management (quote 6). 

Time spent in delivering care: However, despite the intervention benefits described, HCP expressed 

concerns about spending more time in delivering the intervention (quote 7). 

(ii) Benefits of participating in the study  

For some participants, taking part in the study and having someone to talk to at each appointment who 

care about their wellbeing, was a source of motivation for attending clinical appointments (quote 8).  

 

[Insert Table 6] 

 

Discussion 

This study demonstrates that a person-centred intervention (CECI) delivered in the community to 

improve person-centred outcomes for PLWH is feasible and acceptable to PLWH and HCP. The 

methods used were successful as demonstrated by the high recruitment and retention rates with little 

missing data, good compliance and protocol adherence demonstrating the feasibility and acceptability 

of the CECI. The CECI intervention was well integrated into the existing clinic practices where HCP 

were able to assess and manage the symptoms and concerns of PLWH holistically. Study 

implementation strategies were effective including HCP support with recruitment, the randomisation 

conducted by an independent statistician, HCP training on CECI and its delivery and the twice weekly 

fidelity checking, mentorship and supervision meetings held with the researcher to address any 

concerns, challenges  and to assess how HCP were fairing delivering CECI. These findings will inform 

a future definitive cluster RCT. 

Recruitment was successful at both clinics as there were high eligibility and acceptance rates to 

participate in the study. When designing this feasibility study, we purposely made use of a cluster design 

to minimise the potential of study contamination (Fayers, Jordhøy, & Kaasa, 2002; Torgerson, 2001), 

associated with the movement of both HCP and PLWH acquainted with the CECI to the control arm, 

which may influence the care received by PLWH in the control arm. This study design was feasible in 

HIV population.  Among the experiences created by CECI for PLWHA were that they felt listened to, 

informed, respected, and involved in their care decisions and their wishes honoured as well as 

experience holistic assessment of their symptoms and concerns. HCP recognised the value of CECI 

because it gave them the opportunity to holistically and systematically assess symptoms and concerns. 

However, HCP also expressed concerns that although the holistic assessment tool was able to capture 

more symptoms and concerns, it also lengthened clinical reviews as it has taken them at least 30 minutes 
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to see one PLWH, and at most 60 minutes for others; coupled with the completion of care plans. 

Therefore, in a future definitive cluster trial, there will need to be careful consideration of cost 

implications.  

None of the participants found the completion of the outcome measures burdensome although some 

participants required some assistance in the form of reading the questions and the responses out for 

them to provide their preferred response to each question. The APCA POS, MOS-HIV, PEQ, CARE 

Measure and Positive Outcomes were observed as being feasible with no missing data for retained 

participants. The measures were acceptable, but further consideration is needed to define a primary 

outcome for definitive trial. 

The study has some strengths including it was a clinical feasibility trial of a complex community-based 

enhanced care intervention, recruiting 60 PLWH within 6 weeks of our targeted 8 weeks recruitment 

timeline, at a rate of 87%. Furthermore, data was collected from these participants at multiple time 

points; and the knowledge gained from this study contributes to progressing how research can be 

conducted with PLWH in community settings. PLWH also viewed their involvement in the study 

positively and many were grateful for the opportunity to share their experiences.  

Limitations 

This study only recruited from two community clinics of which only one clinic received CECI to 

improve person-centred outcomes for PLWH. Therefore, findings do not represent the wider PLWH 

population. The researcher (MA-O) was involved in all study stages including study design, 

implementation and subsequent analysis data for which it was difficult for the researcher to be blinded. 

As a result, this may have introduced bias specifically in the assessment of the feasibility and 

acceptability of CECI training and delivery. However, CECI training and delivery at the cluster level 

where a whole team was trained to deliver the CECI, is the strength of this intervention in enhancing 

the existing care delivered to PLWH rather than creating new ones and can easily be integrated into 

routine care.  
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Conclusion 

This study provides vital evidence to inform future research evaluating complex interventions for 

PLWH in community settings. The feasibility testing demonstrates that the CECI is feasible and 

acceptable for PLWH and HCP. PLWH were excited about being involved in making decisions about 

their own care and their symptoms and concerns being assessed and addressed holistically using PCC. 

Training on CECI was well received by HCP who felt equipped with skills to carry out holistic 

assessment and to practice PCC. Recruitment and retention targets have been met including a priori 

feasibility criteria. The study also conforms to the recommendation that clear feasibility objectives are 

set in advance to inform whether the study protocol is ultimately feasible; and therefore, concluded that 

it would be worthwhile to use the protocol tested to guide a definitive trial of the CECI. The CECI is 

novel, it was purposely developed with PLWH to improve their person-centred outcomes, and these 

findings are important in driving forward the PCC agenda for PLWH in Africa. 
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Table 1: Summary of findings against the 14 methodological issues in feasibility 

Methodological issues 

 

Findings Evidence 

Did the feasibility study allow a 

sample size calculation for the main 

trial? 

Yes N=60 (Browne, 1995) 

What factors influenced eligibility 

and what proportion of those 

approached were eligible?  

Adults age 20yrs, had 

been diagnosed for more 

than 6months and had 

cognitive ability to 

consent  

83% of those approached were eligible 

Was recruitment successful?  Yes A total of 60 participants were recruited between the two 

sites within 6 weeks 

Did eligible participants consent?  Yes 60 recruited out of 69 eligible, consent rate of 87% 

Were participants successfully 

randomised and did randomisation 

yield equality in groups?  

Yes, and randomisation 

yielded equality in 

groups  

Two clusters were randomised to ‘Intervention’ (n=30) 

and ‘Control’ (n=30) 

Were blinding procedures adequate?  

 

No Participants blinded; HCP could not be blinded, and 

researcher was not blinded 

Did participants adhere to the 

intervention?  

 

Yes 60 PLWH recruited, 30 received CECI 

HCP had good adherence to CECI 

Was the intervention acceptable to 

the participants?  

Acceptability was 

explored in qualitative 

interviews 

PLWH and HCP found CECI acceptable and feasible 

Was it possible to calculate 

intervention costs and duration? 

No Intervention costs - No  

Duration - Yes 

Were outcome assessments 

completed?  

Yes  APOS – 93%, 98%, 97% at T1, T2 & T3 

MOS-HIV– 93%, 98%, 97% at T1, T2 & T3 

PEQ – 93%, 98%, 97% at T1, T2 & T3 

CARE Measure– 93%, 98%, 97% at T1, T2 & T3 

Positive Outcomes – 93%, 98%, 97% at T1, T2 & T3 

Were outcomes measured those that 

were the most appropriate outcomes?  

Outcomes were 

consistent with the 

theory underpinning 

CECI 

See summary of outcome data in table 4 

Was retention to the study good?  Retention was good Response rates:  

Time point one (28/30) =93% 

Time point two (30/30) =98% 

Time point three (28/30) =97% 

Were the logistics of running a 

multicentre trial assessed?  

Recruitment was rapid at 

both sites. The presence 

of the researcher at each 

site positively influenced 

participant identification 

and recruitment 

Site 1: 30 PLWH  

Site 2: 30 PLWH 

Did all components of the protocol 

work together?  

Components worked 

well together 

There were no difficulties identified in the various 

processes and the researcher’s ability to implement them. 

Participants once recruited were readily identified. 
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Table 2: Characteristics of the two cluster sites 

Variables Control Intervention 

Cohort of PLWHA 500 750 

Average PLWHA seen per day 10-30 15-40 

Accept National Health 

Insurance Scheme 

Yes Yes 

Clinic days Wednesday & Fridays Monday to Saturday 

Walk in services Yes Yes 

Services provided General practice including, 

Tuberculosis, Hepatitis, 

Prevention of Mother to Child 

Transmission, ART, pre-

counselling and testing and 

Sexually Transmitted 

Infections services 

General practice including, 

Tuberculosis, Hepatitis, 

Prevention of Mother to Child 

Transmission, ART, pre-

counselling and testing and 

Sexually Transmitted 

Infections services 

No. of doctors 4 2 

No of nurses 4 4 

Social workers 2 1 

Laboratory services Yes Yes 

Counsellors 2 2 

Models of hope (PLWHA 

trained to provide counselling) 

2 1 

Healthcare assistance 2 2 

Staff from Ghana AIDS 

Commission 

1 2 

Support key populations 

(Lesbians, MSM, bisexual, sex 

workers and drug users) 

Yes Yes 

Pastoral services Occasionally Occasionally 

Psychological care Occasionally Occasionally 
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Table 3: Baseline characteristics of participants 

Participant characteristics at baseline 

 

 Control arm (n=30) Intervention arm (n=30) Total (n=60) 

 

N (%) Mean (SD) N (%) Mean (SD) N (%) Mean (SD) 

 

Age (years) 

 

Gender: female 

 

Sexual orientation 

Heterosexual 

MSM 

WSW 

Bisexual 

Missing 

 

Has a partner (yes) 

 

Number of children 

 

Number of financial 

dependants 

 

Education 

No school 

Primary 

Secondary 

Diploma 

≥Degree 

 

Employment status 

White Collar Worker 

Shop keepers (informal 

shops in the form of 

kiosk used for petty 

trading) 

Skilled Worker 

Non-skilled Worker 

Unemployed 

Missing 

 

CD4 count (cells/mm3) 

 

WHO clinical stage 

Stage 1 

Stage 2 

Stage 3 

Stage 4 

Missing 

 

 

13 (43.3) 

 

 

19 (63.3) 

5 (16.7) 

1 (3.3) 

3 (10.0) 

2 (6.7) 

 

19 (63.3) 

 

 

 

 

 

 

 

1 (3.3) 

2 (6.7) 

7 (23.3) 

13 (43.3) 

7 (23.3) 

 

 

4 (13.3) 

15 (50.0) 

 

 

 

1 (3.3) 

2 (6.7) 

7 (23.3) 

1 (3.3) 

 

 

 

 

4 (13.3) 

21 (70.0) 

4 (13.3) 

1 (3.3) 

 

38.9 (11.66) 

 

 

 

 

 

 

 

 

 

 

 

 

 

1.37 (1.47) 

 

1.24 (1.27) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

363.59 (137.31) 

 

 

18 (60.0) 

 

 

25 (83.3) 

3 (10.0) 

- 

2 (6.7) 

 

 

20 (66.7) 

 

 

 

 

 

 

 

2 (6.7) 

4 (13.3) 

15 (50.0) 

4 (13.3) 

5 (16.7) 

 

 

3 (10.0) 

20 (66.7) 

 

 

 

- 

7 (23.3) 

- 

 

 

 

 

 

- 

24 (80.0) 

4 (13.3) 

- 

2 (6.7) 

36.6 (10.23) 

 

 

 

 

 

 

 

 

 

 

 

 

 

2.07 (1.44) 

 

2.83 (2.48) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

366.91 (145.49) 

 

 

 

31 (51.7) 

 

 

44 (73.3) 

8 (13.3) 

1 (1.7) 

5 (8.3) 

2 (3.3) 

 

39 (65.0) 

 

 

 

 

 

 

3 (5.0) 

6 (10.0) 

22 (36.7) 

17 (28.3) 

12 (20.0) 

 

 

7 (11.7) 

35 (58.3) 

 

 

 

 

1 (1.7) 

9 (15.0) 

7 (11.7) 

1 91.7) 

 

 

 

 

 

4 (6.7) 

45 (75.0) 

8 (13.3) 

1 (1.7) 

2 (3.3) 

 

37.75 (10.94) 

 

 

 

 

 

 

 

 

 

 

 

 

 

1.72 (1.49) 

 

2.05 (2.12) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

365.12 (139.68) 
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Table 4: Follow-up rates 

Time points Outcome measures 

CECI n=30 

n (%) 

Outcome measures 

SHC n=30 

n (%) 

Whole sample n=60 

n (%) 

Month 1 (T1) 28(93%)  28(93%) 56(93%) 

Month 2 (T2) 30(100%) 29(97%) 59(98%) 

Month 3 (T3) 28(93%) 30(100%) 58(97%) 
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Table 5: Outcome measure data: Outcome data for completed (fully or partially) have been presented n=60 

Control (SHC) Intervention (CECI) 

 

 

Measures 

Baseline 

(mean 

(SD) or 

n (%) 

Time 1 

(mean 

(SD) 

or n 

(%) 

Change 

score 

Mean 

(SD) 

Time 2 

(mean 

(SD) or 

n (%) 

Change 

score 

Mean 

(SD) 

Time 3 

(mean 

(SD) or 

n (%) 

Change 

score 

Mean 

(SD) 

Baseline 

(mean 

(SD) or 

n (%) 

Time 1 

(mean 

(SD) 

or n 

(%) 

Change 

score 

(mean 

(SD) 

Time 2 

(mean 

(SD) or 

n (%) 

Change 

score 

Mean 

(SD) 

Time 3 

(mean 

(SD) or 

n (%) 

Change 

score 

Mean 

(SD) 

Potential Effect 

size [95% CI] of 

the intervention 

at Time 3 

No. of 

participants 

 

 

N=30 

 

N=28 

  

N=29 

  

N=30 

  

N=30 

 

N=28 

  

N=30 

  

N=28 

  

 

 

APCAPOS*1 
 

12.0 

(4.1) 

13.0 

(3.8) 

1.0 

(5.6) 

16.0 

(2.0) 

4.0 

(4.6) 

14  

(1.7) 

2.0 

(4.4) 

14.0 

(2.9) 

11.0 

(1.7) 

-3.0 

(3.4) 

9.0  

(1.2) 

-5.0 

(3.1) 

9.0 

(1.5) 

-5.0 

(3.3) 

 

0.7 [0.17 to 1.23] 

 

MOSHIV*2 
 

30.1 

(9.2) 

25.5 

(13.6) 

-4.6 

(16.42) 

19.5 

(12.2) 

-10.6 

(15.3) 

53.2 

(7.8) 

23.1 

(12.1) 

26.6 

(7.5) 

66.4 

(6.5) 

39.8 

(9.9) 

74.0 

(4.0) 

47.4 

(8.5) 

83.0 

(2.9) 

56.4 

(8.0) 

 

0.7 [0.17 to 1.23] 

 

PEQ2 

 

31.0 

(1.9) 

32.0 

(2.1) 

1.0 

(2.8) 

33.0 

(1.2) 

2.0 

(2.2) 

32.0 

(1.5) 

1.0 

(2.4) 

30.0 

(2.7) 

26.0 

(1.9) 

-4.0 

(3.3) 

24.0 

(2.7) 

-6.0 

(3.8) 

24.0 

(2.4) 

-4.0 

(3.6) 

 

0.8 [0.27 to 1.31] 

 

CAREM2 

 

5.0  

(3.3) 

3.0 

(2.8) 

-2.0 

(4.3) 

5.0 

(1.1) 

0.0 

(3.5) 

7.0 

(1.6) 

2.0 

(3.7) 

5.0  

(3.3) 

23.0 

(3.1) 

18.0 

(4.5) 

27.0 

(2.2) 

22.0 

(4.0) 

33.0 

(1.4) 

28.0 

(3.6) 

 

1.0 [0.45 to 1.55] 

 

PO2 

 

30.0 

(5.2) 

28.0 

(6.5) 

-2.0 

(8.3) 

38.0 

(4.5) 

8.0 

(6.9) 

30.0 

(3.9) 

0.0 

(6.5) 

26.0 

(8.1) 

23.0 

(6.0) 

-3.0 

(10.1) 

18.0 

(3.8) 

-8.0 

(8.9) 

16.0 

(3.8) 

-10.0 

(8.9) 

 

0.7 [0.17 to 1.23] 

  

                                                            
1 Lower scores= better outcomes 
2 Higher scores= better outcomes 
*Some items were reversed 
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Table 6: Quotes from PLWH and HCP 

 

1. “Interestingly the past 3months have been magical because it looks like all the staff have been replaced 

with new ones who are more interested in me as a person the care is different and it’s more like a 

partnership between me and the staff now” PTQI PLWH 2. 

 

2. “The way staff assessed my problems step by step wanting to know all about me and my life outside HIV 

and more importantly my involvement in care and staff planning my care with me was the main thing 

that helped me most” PTQI PLWH 7. 

 

3. “This enhanced care is like an eye opener for me because it helped me understand the daily challenges 

our clients go through in terms of spiritual and enormous psychological issues that we don’t get to know 

because we don’t ask them” PTQIS HCP 1. 

 

4. “Clients are very happy and excited about being part of the decisions being made about their care. I think 

that this holistic approach is very promising because of the effect it had on our clients being able to 

contribute to their care plan” PTQIS HCP 6. 

 

5. “Looking back at the way I used to practice compared to now, I think that this holistic approach is very 

promising. This is because of the effect it had on our clients, the fulfilment I get being able to partner 

with my clients and coming up with a care decision that we both agree on and seeing them for this past 

3 months more enthusiastic about their care its really satisfying” PTQIS HCP 3.  

 

6. “Now I feel much better because I don’t have to keep quiet about my symptoms of pain or any other 

physical problems because if I don’t talk about them staff will keep on asking me about my physical 

health. So now staff always ask me about pain and other problems which I always discuss them with 

staff and together we decide what will help me better” PTQI PLWH 9. 

 

7. “My only concern is that the process of care delivery is time consuming and sometimes you get lost in 

your clients’ problems however I feel fulfilled that I am able to assess and manage clients’ needs 

holistically” PTQIS HCP 4. 

 

8. “my experience over the past 3 months has been very good and different because the thought of knowing 

that there is someone to talk to at the clinic who care to ask about my health and living situations really 

motivates me to keep coming to the clinic” PTQC PLWH 3 
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Figure 1: Process of CECI development 
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Figure 2: CONSORT flow diagram 
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Figure 3: Sequential steps of CECI delivery 

 

 

 

 

 

 


