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A B S T R A C T

Background

Home-based care (HBC), to promote quality-of-life and limit hospital care, is used in many countries, especially where public health

services are overburdened.

Objectives

This review assessed the effects of HBC on morbidity and mortality in those with HIV/AIDS.

Search strategy

Randomised and controlled clinical trials of HBC including all forms of treatment, care and support offered in the home were included.

A highly sensitive search strategy was used to search CENTRAL, MEDLINE, EMBASE, AIDSearch, CINAHL, PsycINFO/LIT. Risk

of bias of all trials was assessed.

Selection criteria

All randomised and controlled clinical trials were included of HIV/AIDS positive individuals, adults and children, of any gender, and

from any setting. Home-based care, provided by family, lay and/or professional people, including all forms of treatment, care and

support offered in the HIV/AIDS positive person’s home as compared to hospital or institutional based care

Data collection and analysis

Titles, abstracts and descriptor terms of the electronic search results were screened independently by two authors for relevance based

on the types of participants, interventions, and study design. Full text articles were obtained of all selected abstracts and an eligibility

form was used to determine final study selection. Data extraction and assessment of risk of bias were done independently. Narrative

synthesis of results were done. Relevant effect measures and the 95% confidence intervals were reported.

Main results

Ten studies randomised individuals and trial sizes varied from n=31 to n=549. One study randomised 392 households and enrolled a

total of 509 persons with HIV and 1,521 HIV-negative household members. Two ongoing studies were identified. Intensive home-

based nursing significantly improved self-reported knowledge of HIV and medications, self-reported adherence and difference in
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pharmacy drug refill (1 study). Another study, comparing proportion of participants with greater than 90% adherence, found statistically

significant differences over time but no significant change in CD4 counts and viral loads. A third study found significant differences in

HIV stigma, worry and physical functioning but no differences in depressive symptoms, mood, general health, and overall functioning.

Comprehensive case management by trans-professional teams compared to usual care by primary care nurses had no significant difference

in quality-of-life after 6-months of follow-up (n=57) and average length of time on service (n=549). Home total parenteral nutrition

had no significant impact on overall survival and rate of re-hospitalisation. Two trials comparing computers with brochures/nothing/

standard medical care found no significant effect on health status, and decision-making confidence and skill, but a reduction in social

isolation after controlling for depression. Two trials evaluating home exercise programmes found opposing results. Home-based safe

water systems reduced diarrhea frequency and severity among persons with HIV in Africa.

Authors’ conclusions

Studies were generally small and very few studies were done in developing countries. There was a lack of studies truly looking at the

effect of home based care itself or looking at significant end points (death and progression to AIDS). However, the range of interventions

and HBC models evaluated can assist in making evidence-based decisions about HIV care and support.

P L A I N L A N G U A G E S U M M A R Y

Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS

Home-based care (HBC), to promote quality-of-life and limit hospital care, is used in many countries, especially where public health

services are overburdened. The objectives of this review was to assess the effects of HBC on morbidity and mortality in those with

HIV/AIDS. A comprehensive search for clinical trials of HBC including all forms of treatment, care and support offered in the home

was done. Eleven completed and two ongoing studies were identified. Studies were generally small and very few studies were done

in developing countries. There was a lack of studies truly looking at the effect of home based care itself or looking at significant end

points (death and progression to AIDS). Intensive home-based nursing significantly improved self-reported knowledge of HIV and

medications, and self-reported adherence to medication. Another study, comparing proportion of participants with greater than 90%

adherence, found statistically significant differences over time but no significant change in CD4 counts and viral loads. A third study

found significant differences in HIV stigma, worry and physical functioning but no differences in depressive symptoms, mood, general

health, and overall functioning. Comprehensive case management by trans-professional teams compared to usual care by primary care

nurses had no significant difference in quality-of-life after 6-months of follow-up and average length of time on service. Home total

parenteral nutrition had no significant impact on overall survival and rate of re-hospitalisation. Two trials comparing computers with

brochures/nothing/standard medical care found no significant effect on health status, and decision-making confidence and skill, but a

reduction in social isolation after controlling for depression. Two trials evaluating home exercise programmes found opposing results.

Home-based safe water systems reduced diarrhea frequency and severity among persons with HIV in Africa.

B A C K G R O U N D

Along with tuberculosis and malaria, HIV/AIDS is the major cause

of illness and death in low and middle-income countries where

health services already struggle with limited resources (staff, drugs,

equipment, etc) and poor infrastructure (UNAIDS 2004). Thirty

three million people are living with HIV and in 2007, an estimated

2.5 million people became newly infected with HIV/AIDS and

2.1 million people died (UNAIDS 2007).

Comprehensive management and control

strategies for HIV/AIDS include prevention, treatment, care and

support. The treatment required varies as the clinical stage of the

disease progresses (Morrison 1993). Despite the availability of an-

tiretroviral treatment, hospital admissions related to HIV/AIDS

care still accounts for a big proportion of the expenditures for peo-

ple with AIDS (, Floyd 2001). As a result, home-based care (HBC)

is increasingly being used as a key management strategy in many

countries, especially where the public health services are already

overburdened with limited human and financial resources.

Home-based care (HBC) has been defined by the Committee on

a National Strategy for AIDS (CNSA) for the United States of

America as care at the patients’ residence to supplement or replace

hospital care including medical management, palliative care and

social support (Uys 2003). A similar definition is used by the

World Health Organisation where community HBC is defined
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as any form of care given to ill people in their homes (WHO

2002) WHO . This include physical, psychosocial, palliative and

spiritual activities with the goal to provide hope through high-

quality and appropriate care that helps ill people and

families to maintain their independence and achieve the best pos-

sible quality of life.

There are various models of home-based care: integrated HBC

where all service providers are involved, single service HBC in-

volving one organisation, and the informal HBC model with no

formal support structure (Uys 2003). The care offered can include

counselling and teaching, palliative care, increasing the health of

the patient with symptom control and lightening the care load. It

has also been proposed to offer home based care for all diseases and

thus move away from a disease-specific approach aiming to reduce

the stigma associated with HIV/AIDS (Havens 1999). With the

roll out of antiretroviral treatment programmes there is also a need

for some diversification in how the activity is viewed in terms of

community-based workers doubling as treatment supporters.

Cited benefits of HBC include lower costs (direct and opportunity

costs) at both individual and country level, personalised care, being

in familiar surroundings, culturally appropriate care and increasing

the time family members have for other responsibilities. It is also

said to reduce the pressure on hospital beds and to increase effective

time use in hospitals (Afroaidsinfo).

So far resources have been committed to implementing this strat-

egy with the focus placed on cost assessment. However, its effec-

tiveness has not been assessed (Hansen 1998). Cost-effectiveness

has been demonstrated for home care substituting for acute care

but less frequently where home care substitutes for long-term in-

stitutionalization. Research questions raised include the impact of

HBC on the community, stigma, cost, hospital bed occupancy

and the effectiveness of HBC (Uys 2003).

Assessing the quality of health care is difficult in any setting and

particularly complex where care is delivered at home (NNRA

1994). The need has been identified to assess the quality of home

care in a systematic manner (NNRA 1994) documenting the pro-

cess of care delivery as well as the outcomes of this care. A number

of reviews have examined the effectiveness of home care. Hedrick

1989 reviewed 13 studies on the effects of home care on mortality

and nursing-home placements. The analysis demonstrated a small

beneficial, but statistically insignificant, effect of home care on

mortality and nursing-home placements. Similarly, Elkan 2001

found that home visits to older people can reduce mortality and

admission to long term institutional care. Hughes 1997 examined

the impact of home care on hospital days. The effect on the reduc-

tion of hospital days tended to be larger in studies with terminally-

ill patients, with quasi-experimental designs, and when the im-

pact was measured at six months or less versus measuring impact

at greater than six months. In contrast, Smeenk 1998 concluded

that the effectiveness of home care programmes for patients with

terminal cancer remains unclear.

No systematic review has assessed the impact of HIV/AIDS home

care. In considering this approach the evidence of its effectiveness

needs to be evaluated as an essential first step.

O B J E C T I V E S

To assess the effectiveness of home-based care to reduce morbidity

and mortality in people infected with HIV/AIDS.

M E T H O D S

Criteria for considering studies for this review

Types of studies

All randomised and controlled clinical trials were included. An-

alytic observational studies were not considered because clinical

trials were available.

Types of participants

HIV/AIDS positive individuals, adults and children, of any gen-

der, and from any setting.

Types of interventions

Home-based care, provided by family, lay and/or professional peo-

ple, including all forms of treatment, care and support offered in

the HIV/AIDS positive person’s home as compared to hospital or

institutional based care

Types of outcome measures

Primary outcomes

Progression to AIDS

Death

Secondary outcomes

Psychosocial outcomes (mood scores, stigma, patient and carer

preferences)

Quality of care

Quality of life

In patient days

Number and type of opportunistic infections

Search methods for identification of studies

To identify studies both electronic and manual searches were done.

Electronic searches
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The following electronic databases were searched from 1980

to June 2005: Cochrane Central Register of Controlled Tri-

als (CENTRAL), MEDLINE, EMBASE, AIDSearch, CINAHL,

PsycINFO/LIT. An updated search was performed in March 2007

for the period July 2005 to March 2007, and again in Septem-

ber 2008 for the period April 2007 to September 2008, in CEN-

TRAL, MEDLINE, EMBASE and AIDSearch.

Detailed search strategies were compiled for each database searched

(Table 1 details the MEDLINE search strategy). This was based

on the Cochrane HIV/AIDS Review Group comprehensive search

strategy which included phases 1, 2 and 3 of the Cochrane Highly

Sensitive Search Strategy for Randomised Controlled Trials as pub-

lished in Appendix 5b2 of the Cochrane Reviewers’ Handbook (

Alderson 2004).

Table 1. MEDLINE search strategy

Search Most recent queries Result

#1 Search HIV Infections[MeSH] OR HIV[MeSH] OR hiv[tw]

OR hiv-1*[tw] OR hiv-2*[tw] OR hiv1[tw] OR hiv2[tw]

OR hiv infect*[tw] OR human immunodeficiency virus[tw]

OR human immunedeficiency virus[tw] OR human im-

muno-deficiency virus[tw] OR human immune-deficiency

virus[tw] OR ((human immun*) AND (deficiency virus[tw])

) OR acquired immunodeficiency syndrome[tw] OR ac-

quired immunedeficiency syndrome[tw] OR acquired im-

muno-deficiency syndrome[tw] OR acquired immune-defi-

ciency syndrome[tw] OR ((acquired immun*) AND (defi-

ciency syndrome[tw])) OR “Sexually Transmitted Diseases,

Viral”[MeSH:NoExp]

193690

#2 Search randomized controlled trial [pt] OR controlled clini-

cal trial [pt] OR randomized controlled trials [mh] OR ran-

dom allocation [mh] OR double-blind method [mh] OR

single-blind method [mh] OR clinical trial [pt] OR clinical

trials [mh] OR (“clinical trial” [tw]) OR ((singl* [tw] OR

doubl* [tw] OR trebl* [tw] OR tripl* [tw]) AND (mask*

[tw] OR blind* [tw])) OR ( placebos [mh] OR placebo* [tw]

OR random* [tw] OR research design [mh:noexp] OR com-

parative study [mh] OR evaluation studies [mh] OR follow-

up studies [mh] OR prospective studies [mh] OR control*

[tw] OR prospectiv* [tw] OR volunteer* [tw]) NOT (ani-

mals [mh] NOT human [mh])

3040377

#3 Search HOME-BASED CARE OR HOMEBASED CARE

OR HOME BASED CARE

7502

#4 Search HOME CARE OR HOMECARE OR HOME-

CARE

111975
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Table 1. MEDLINE search strategy (Continued)

#5 Search HOME 99148

#6 Search #3 OR #4 OR #5 174266

#7 Search #1 AND #2 AND#6 857

#8 Search #7 Field: All Fields, Limits: Publication Date from

1980 to 2005

856

Clinicaltrials.gov and the WHO International Clinical Trials

Registry Plarform were searched to identify ongoing trials.

Manual searches

The strategy was iterative, in that references of included stud-

ies were searched for additional references.Due to lack of access,

handsearching was not performed of abstracts of the International

Conference on HIV/AIDS in Africa (ICASA).

All languages were included.

Data collection and analysis

1. Selection of studies

Titles, abstracts and descriptor terms of the electronic search results

were screened independently by two authors (TY and KB) for

relevance based on the types of participants, interventions, and

study design specified in the criteria for selecting studies for the

review. Full text articles were obtained of all selected abstracts and

an eligibility form was used to determine final study selection.

Differences were resolved by discussions with the review mentor.

2. Risk of bias

The risk of bias of included studies was evaluated independently

by the two authors (TY and KB).

a) The likelihood of selection bias was assessed by evaluating the

method of allocation sequence generation and the adequacy of

allocation concealment.

b) Performance bias was assessed by establishing if any additional

interventions happened as well as looking at the presence or ab-

sence of blinding.

c) Detection bias was assessed by evaluating the method of out-

come assessment and whether the same method of ascertainment

was used in both groups as well as assessing blinding.

d) Attrition bias was assessed by looking at the follow up to see

if at least 80% of participants in all groups were included in the

final analysis and also if the description of those not included is

suggestive of bias.

3. Data extraction

Data was extracted independently by 2 authors (TY and KB) us-

ing a standardised data extraction form. Any disagreements were

adjudicated by the review mentor. The following information was

gathered from each included study:

Administrative details - Identification; author(s); published or un-

published; year of publication; year in which study was conducted;

details of other relevant papers cited

Details of study - study design; method(s) of recruitment; inclu-

sion and exclusion criteria; number of participants assessed for

eligibility, number excluded, number enrolled, number analysed;

type, duration, frequency and completeness of follow-up; coun-

try and location of the study; setting in which the study was per-

formed (e.g. urban or rural); number of participants, characteris-

tics of participants - age; education; socio-economic status.

Details of intervention - type of home-based care offered; by

whom; frequency; etc

Details of outcomes - primary and secondary outcomes; effective-

ness of intervention studied

Details of study ethics - informed consent obtained for participa-

tion; approving institution(s)

Missing or inadequate data were addressed by contacting authors.

4. Data analysis

Narrative synthesis of results were done. Relevant effect measures

and the 95% confidence intervals (CI) were reported. In Lule

2005, generalized estimating equation methods with an exchange-

able correlation structure and an offset for the number of days at

risk were used to control for intra-household and intra-individual

disease clustering.

No meta-analysis was performed. In future updates, if possible,

a meta-analysis will be undertaken to measure the appropriate

measure of effect and 95% CI. Heterogeneity will be explored and

if significant, subgroup analysis will be done for different type of

carers, different models of home-based care and baseline disease

stage i.e. WHO stages 1or 2, which correlates with CD4 greater

than 200, versus WHO stages 3 or 4 correlating with CD4 less

than 200 (French 1999).

R E S U L T S
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Description of studies

See: Characteristics of included studies; Characteristics of excluded

studies; Characteristics of ongoing studies.

Trial selection

The literature searches yielded 2472 titles of potentially relevant

articles (Table 2). After screening these titles and abstracts, 25 full

text articles were obtained for detailed evaluation of which 13 were

eligible for inclusion (Figure 1). These 13 articles referred to 11

clinical trials. In addition, two ongoing trials being conducted in

Uganda, Africa, were identified.
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Figure 1. Flow diagram of study selection
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Table 2. Search results

Database 1980 - June’05 July’05 - March’07 April 07 - September 2008

MEDLINE 856 122 224

AIDSearch 314 27 226

EMBASE 157 34 24

CENTRAL 154 100 7

PsycINFO/LIT 53 Not done Not done

CINAHL 174 Not done Not done

Excluded studies

Twelve studies were excluded. Reasons for exclusion are detailed

in the Characteristics of excluded studies table.

Included studies

Ten studies randomised individuals and trial sizes varied from

n=31 to n=549. Another study, Lule 2005, randomised 392 house-

holds and enrolled a total of 509 persons with HIV and 1,521

HIV-negative household members. Trials included both males and

females, and only one trial (Berrien 2004) was conducted amongst

children. Nine trials were conducted in USA, one in France (

Melchoir 1996) and one in Uganda (Lule 2005).

The interventions studied and outcomes measured varied be-

tween studies (Table 3). Three trials compared home based nurs-

ing vs. standard care (Berrien 2004; Miles 2003; Williams 2006),

two trials compared a trans-professional team vs. an indepen-

dent primary nurse (Cherin 1998; Nickel 1996), two trials eval-

uated computer vs. brochures/nothing/standard medical care (

Flatley-Brennan 1998; Gustafson 1999), one looked at home total

parenteral nutrition compared to dietary counselling (Melchoir

1996), one examined the effect of home-based water chlorination

and safe storage (Lule 2005) and two evaluated a home based ex-

ercise program (Baigis 2002; Dolan 2006).

Table 3. Description of studies: Interventions and outcomes

Type of intervention Number of studies Study ID Outcomes

Home based nursing v.s. stan-

dard care

1 Miles 2003 Emotional dis-

tress (depression, stigma, worry) and

health related quality of life
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Table 3. Description of studies: Interventions and outcomes (Continued)

2 Berrien 2004 and Williams 2006 Changes in patients knowledge of

HIV and meds; adherence; viral load

and CD4

Transprofessional team v.s. in-

dependent primary nurse

1 Cherin 1998 Time in program, costs

1 Nickel 1996 Quality of life and functioning

Computer v.s. brochures/noth-

ing/standard medical care

2 Flatley-Brennan 1998 and

Gustafson1999

Perceived social isolation, decision

making confidence, health status,

quality of life, risk behaviors, health

service utilization, CHESS usage

Home total parenteral nutrition

v.s. dietary counseling

1 Melchior 1996 Change in % of initial lean body

mass and BCM, nutritional subjec-

tive global assessment, Karnofsky in-

dex, rate re-hospitalisation, adverse

events

Exercise v.s. control 1 Baigis 2002 Physiological status; self reported

physical functioning and wellbeing

1 Dolan 2006 Cardiorespiratory fitness; strength;

changes in body composition, bio-

chemical measures (total choles-

terol, low and high-density lipopro-

tein cholesterol, triglycerides, glu-

cose, CD4, and HIV viral load) and

dietary intake

Home-based water chlorina-

tion and safe storage

1 Lule 2005 Incidence and severity of diarrhoea

Detailed information on the participants, interventions, controls

and outcomes are in the Characteristics of included studies table.

Ongoing studies

One ongoing study is comparing facility and home-based anti-

retroviral delivery systems (NCT00144365), while the other ran-

domized study is evaluating strategies for monitoring antiretrovi-

ral therapy (NCT00119093).

Risk of bias in included studies

The risk of bias assessment is summarised in Figure 2 and Figure

3.
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Figure 2. Methodological quality graph: review authors’ judgements about each methodological quality

item presented as percentages across all included studies.
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Figure 3. Methodological quality summary: review authors’ judgements about each methodological quality

item for each included study.
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Allocation generation

All trials stated that participants were randomised. Five trials used

adequate methods for generating the allocation sequence (Berrien

2004; Cherin 1998; Gustafson 1999; Miles 2003; Williams 2006).

Of these five trials, four used tables of random numbers and one

used SAS programming (Williams 2006). Six trials did not de-

scribe how the allocation sequence was generated.

Allocation concealment

Allocation concealment was adequate in four trials (Baigis 2002;

Berrien 2004; Gustafson 1999; Melchoir 1996), inadequate in one

(Cherin 1998) and not reported in the remaining six trials.

Blinding

In Williams 2006 all personnel (except the home visit intervention

team) and the interviewers were blind throughout course of study

whereas in Miles 2003 the data collectors were blinded. Four tri-

als used no blinding (Baigis 2002; Berrien 2004; Flatley-Brennan

1998; Melchoir 1996) and the other five did not report blinding.

Loss to follow-up

Four trials reported loss to follow-up of less than 20% (Berrien

2004; Dolan 2006; Flatley-Brennan 1998; Gustafson 1999).

Effects of interventions

1. Home based intensive nursing vs. standard care

1.1 Two studies, one in adults (Williams 2006) and one in chil-

dren (Berrien 2004), examined the effects of an intensive nurs-

ing programme compared to standard care on patients knowledge

of HIV and related medication, adherence, viral load and CD4

counts.

Berrien 2004 offered eight structured home visits over a 3-month

period by the same home care experienced registered nurse. The in-

tervention was designed to improve knowledge and understanding

of HIV infection and HIV medications and to resolve or modify

barriers to adherence. Standard care, in the clinic setting, included

the physician, nurse, and social worker providing standard med-

ication adherence education. The intensive home based nursing

intervention significantly improved self reported patient knowl-

edge of HIV and medications when comparing both post test

scores (n= 37, WMD 2.5, 95%CI 2.14 to 2.86, Analysis 1.1), and

change scores (n=37, WMD 2.8, 95%CI 2.23 to 3.37, Analysis

1.2). Self reported adherence to medication was significantly dif-

ferent (n=37, WMD 2.9, 95%CI 2.39 to 3.41, Analysis 1.3) as

well as the difference in pharmacy drug refill (reported p=0.002).

There were no significant differences in CD4 counts or viral loads.

Williams 2006 (n=171) examined the effects of an adherence in-

tervention which included social and educational components.

Adherence was measured as the ratio of the number of recorded

Medication Event Monitoring Systems cap (MEMS cap) open-

ings to the number of openings to be expected if the medication

were taken as prescribed. The median CD4 counts were 345 and

341 for the intervention and control arms respectively. Comparing

the proportion of participants with greater than 90% adherence,

there was a statistically significant difference between the two arms

over time (reported extended Mantel-Haensel test 5.80, p=0.02).

There was no significant change in CD4 counts and viral loads.

1.2 One study (Miles 2003) assessed the impact on emotional

distress (depression, stigma, worry) and health related quality of

life.

The intervention was conducted by three nurses in the homes of

African American women with HIV who were primary caregivers

for at least one child under the age of nine years. The content

and process for each visit involved four phases. The intervention

was embedded in a therapeutic relationship between the mother

and the nurse. Relationship strategies included (a) accepting the

woman and her family, (b) valuing her perspectives about the

management of her illness, (c) listening to and reflecting feelings,

and (d) reinforcing the steps the woman took to improve her life

and the lives of her family. A semi-structured clinical interview

based on the goals of the intervention was used, but was driven

by the mother’s specific concerns and needs. The control group

received usual care that involved health visits for primary care

and specialty visits for HIV related care, although most of the

women got all their care at the tertiary care HIV clinics. At these

clinics, the focus of care was on health problems rather than self-

care symptom management. Both clinics did offer assistance with

social problems and transportation.

Considering the scores at 6 months (n=109) there was a statisti-

cally significant difference in HIV stigma (WMD -0.25, 95%CI -

0.49 to -0.01), HIV worry (WMD -0.46, 95%CI -0.89 to -0.03)

and physical functioning (WMD 1.45, 95%CI 0.01 to 2.89). No

statistically significant difference was found for depressive symp-

toms, mood, general health, and overall functioning.

2. Trans-professional team vs. independent primary nurse

2.1 Nickel 1996 assessed quality of life and survival.

Comprehensive case management by a trans-professional team, as

detailed in the table of included studies, was compared with usual

care by the primary care nurse. After 6 months of follow-up (n=57)

there were no significant differences in quality of life scores or the

survival curves.

2.2 Cherin 1998 assessed the time in program and cost

An interdisciplinary team care management approach including

curative as well as palliative care were compared to independent

services primarily nurse driven with the focus on curative rather

than palliative care. There was no significant difference in average

length of time on service (n=549).

3. Computer vs. brochures/nothing/standard medical care

Three studies evaluated perceived social isolation, decision mak-

ing confidence, health status, quality of life, risk behaviors, health

service utilization, and Comprehensive Health Enhancement Sup-

port System (CHESS) usage.

Flatley-Brennan 1998 (n=57) provided information, communica-

tion and decision support via a computer in the homes of people
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living with AIDS and compared it with printed brochures and

monthly telephone calls. There were no significant effect on health

status, and decision making confidence and skill. There was a re-

duction in social isolation if controlling for depression.

Gustafson 1999 (n=204) installed the CHESS for 3-6 months in

the home and compared it to no intervention. With regard to

quality of life there were increased cognitive functioning, sense of

social support, more active life, and reduced negative emotions.

There was no significant difference in depression, physical func-

tioning and level of energy. Also no significant change in sex risk

behavior. At 6 months there were increased attitudes toward risk

behavior and toward disclosure of HIV status. Related to health

service utilization there were no significant change in number of

out patient visits but a reduced time spent with providers as well

as a significantly reduced probability of admission.

4. Exercise

Baigis 2002 (n=123) compared 20 minute work out on a fitness

master ski machine brought by a nurse or trainer three times per

week to a 30 minute visit per week over 15 weeks. They found no

significant difference in physical endurance, immune status, and

self reported physical functioning and well being between the two

groups.

Dolan 2006 (n=40) compared a supervised home-based progres-

sive resistance training and aerobic exercise program to no in-

tervention over 16 weeks. In both groups more than 80% of

participants were receiving antiretroviral therapy. The change in

VO2max at 16 weeks was significant (1.5±0.8 vs -2.5±1.6 mL/

kg/min; p<0.001). Strength measured by change in 1-repitition

maximum increased significantly at the knee extensors, pectoralis,

knee flexors, shoulder abductors, ankle plantar flexors, elbow flex-

ors (right), and elbow flexors (left). Body mass index, abdominal

and total fat did not change between groups. Waist circumference

decreased more in the exercise-treated group than in the control

group (−1.0±0.6 vs 1.5±1.0 cm; p=0.03). No significant differ-

ence was seen in lipid levels, glucose, CD4 count, viral load, or

blood pressure. Eighty nine percent of the exercise group com-

pared to 16% of the control group self-reported a change in their

cardiovascular health in the past 4 months. Dietary intake of total

calories, fat, carbohydrate, and protein did not differ over time

between the treatment groups.

5. Two months home total parenteral nutrition vs. dietary

counselling

One study (Melchoir 1996) n=31 examined the effect of home

total parenteral nutrition (TPN) via central venous line by cyclic

nocturnal administration 6 days weekly with that of oral dietetic

supplements and vitamins. There was a significant change in lean

body mass and body cell mass. The nutritional subjective global

assessment, and subjective health feeling and functioning (as mea-

sured by the Karnofsky index) were also improved by TPN. Over-

all survival and rate of re-hospitalisation were not significantly dif-

ferent. No TPN related severe complications were observed.

6. Home-based water chlorination and safe storage

Lule 2005 compared the effect of home-based water chlorination

and safe storage and education to education only in a cluster RCT.

Among those with HIV, the intervention was associated with a

25% reduction in diarrhea episodes (adjusted rate ratio 0.75; 95%

CI 0.59 to 0.94) and 33% fewer days with diarrhea (adjusted rate

ratio 0.67; 95% CI 0.48 to 0.94).

D I S C U S S I O N

Summary of main results

Intensive home-based nursing significantly improved self-reported

knowledge of HIV and medications, self-reported adherence and

difference in pharmacy drug refill (1 study). Another study, com-

paring proportion of participants with greater than 90% adher-

ence, found statistically significant differences over time but no sig-

nificant change in CD4 counts and viral loads. A third study found

significant differences in HIV stigma, worry and physical func-

tioning but no differences in depressive symptoms, mood, general

health, and overall functioning. Comprehensive case management

by trans-professional teams compared to usual care by primary

care nurses had no significant difference in quality-of-life after 6-

months of follow-up (n=57) and average length of time on service

(n=549). Home total parenteral nutrition had no significant im-

pact on overall survival and rate of re-hospitalisation. Two trials

comparing computers with brochures/nothing/standard medical

care found no significant effect on health status, and decision-

making confidence and skill, but a reduction in social isolation af-

ter controlling for depression. Two studies evaluating home exer-

cise programmes found opposing results. Home-based safe water

systems reduced diarrhea frequency and severity among persons

with HIV in Africa.

Overall completeness and applicability of
evidence

Any RCT investigating the effect of home-based care, provided

by family, lay and/or professional people, including all forms of

treatment, care and support offered in the HIV/AIDS positive

person’s home as compared to hospital or institutional based care

were eligible for inclusion in this review. Care offered in outreach

settings other than the home was not included. Eleven completed

and two ongoing studies investigating a range of interventions

were included. Studies were generally small and very few studies

were done in developing countries. None of the studies addressed

the primary outcomes (death and progression to AIDS) stated in
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protocol. Furthermore, comparisons included studies comparing

either two different approaches to delivering care or single inter-

ventions compared to no intervention or a control, whereas the

protocol originally stated that the studies should be of an inter-

vention versus hospital or institutional care. The review did not

include outcomes related to the carers or family.

As a result, the conclusions which can be drawn from this review are

limited. Furthermore, the evidence base of how home-based care

fits into the current treatment context, especially in low resource

countries, need further development.

Quality of the evidence

Assessment of risk of bias was hampered by incomplete data in

more than half of the included studies. Allocation generation was

adequate in five studies while allocation concealment was only

adequate in four studies. Blinding was not feasible for the types of

interventions studied and only two studies reported blinding of

personnel and data collectors respectively. Four studies reported

loss to follow-up of less than 20%.

Potential biases in the review process

A comprehensive search was done to identify published and un-

published literature to avoid publication bias. All languages were

included. To avoid selection bias two authors worked indepen-

dently to select studies and perform data extraction.

Agreements and disagreements with other
studies or reviews

This review provides additional information to existing reviews (

Hedrick 1989, Elkan 2001, Hughes 1997, Smeenk 1998) which

focused on the effects of home care in general. Hedrick 1989 re-

viewed 13 studies on the effects of home care on mortality and

nursing-home placements. The analysis demonstrated a small ben-

eficial, but statistically insignificant, effect of home care on mor-

tality and nursing-home placements. Similarly, Elkan 2001 found

that home visits to older people can reduce mortality and admis-

sion to long term institutional care. Hughes 1997 examined the

impact of home care on hospital days. The effect on the reduction

of hospital days tended to be larger in studies with terminally-ill

patients, with quasi-experimental designs, and when the impact

was measured at six months or less versus measuring impact at

greater than six months. In contrast, Smeenk 1998 concluded that

the effectiveness of home care programmes for patients with ter-

minal cancer remains unclear.

A U T H O R S ’ C O N C L U S I O N S

Implications for practice

The results indicate that intensive home-based nursing signifi-

cantly improved self-reported knowledge of HIV and medica-

tions, self-reported adherence and difference in pharmacy drug

refill. It also significantly impacted on HIV stigma, worry and

physical functioning but not depressive symptoms, mood, gen-

eral health, and overall functioning. Comprehensive case manage-

ment by trans-professional teams and that provided by primary

care nurses had the same impact in the short term. Home-based

safe water systems reduced diarrhea frequency and severity among

persons with HIV in Africa. Considerations for practice should

recognise that none of the included studies evaluated death or pro-

gression to AIDS.

Implications for research

Studies were generally small and very few studies were done in

developing countries. There was a lack of studies truly looking

at the effect of home based care itself or looking at significant

end points (death and progression to AIDS). Further large studies

should therefore focus on evaluating these significant end points,

on feasible interventions for developing countries and on how

home-based care fits into the current treatment context.

A C K N O W L E D G E M E N T S

Kate Grimwade, mentor of this review within the HIV/AIDS men-

toring program, for her guidance and assistance in completing this

protocol.

HIV/AIDS Mentoring programme and South African Cochrane

Centre for the valuable opportunity to gain knowledge and sup-

port while conducting a Cochrane Review.

15Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS (Review)

Copyright © 2010 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



R E F E R E N C E S

References to studies included in this review

Baigis 2002 {published data only}
∗ Baigis J, Korniewicz DM, Chase G, Butz A, Jacobson D, Wu AW.

Effectiveness of a home-based exercise intervention for HIV-

infected adults: a randomized trial. Journal of the Association of

Nurses in AIDS Care 2002;13(2):33–45.

Berrien 2004 {published data only}
∗ Berrien VM, Salazar JC, Reynolds E, McKay K for the HIV

Medication Adherence Intervention Group. Adherence to

antiretroviral therapy in HIV-infected pediatric patients improves

with home-based intensive nursing intervention. AIDS Patient Care

and STDs 2004;18(6):355–63.

Cherin 1998 {published data only}
∗ Cherin DA, Huba GJ, Brief DE, Melchoir LA. Evaluation of the

transprofessional model of home health care for HIV/AIDS. Home

Health Care Services Quarterly 1998;17(1):55–72.

Huba GJ, Cherin DA, Melchoir LA. Retention of clients in service

under two models of home health care for HIV/AIDS. Home
Health Care Services Quarterly 1998;17(3):17–26.

Dolan 2006 {published data only}

Dolan SE, Frontera W, Librizzi J, Ljungquist, Juan S, Droman R, et

al.Effects of a supervised home-based aerobic and progressive

resistance training regimen in women infected with human

immunodeficiency virus. A randomized trial. Arch Intern Med
2006;166:1225–31.

Flatley-Brennan 1998 {published data only}
∗ Flatley-Brennan P. Computer network home care demonstration:

a randomized trial in persons living with AIDS. Computers in

Biology and Medicine 1998;28(5):489–508.

Gustafson 1999 {published data only}
∗ Gustafson DH, Hawkins R, Boberg E, Pingree S, Serlin RE,

Graziano F, et al.Impact of a patient-centered, computer-based

health information/support system. American Journal of Preventive
Medicine 1999;16(1):1–9.

Gustafson DH, Hawkins RP, Boberg EW, Bricker E, Pingree S,

Chan C. The use and impact of a computer-based support system

for people living with AIDS and HIV infection.. In: Proceeding of
the Annual Symposium of Computer Application in Medical Care

1994:604–8.

Lule 2005 {published data only}

Lule JR, Mermin J, Ekwaru JP, Malamba S, Downing R, Ransom

R, et al.Effect of home-based water chlorination and safe storage on

diarrhea among persons with human immunodeficiency virus in

Uganda. Am J Trop Med Hyg 2005;73(5):926–33.

Melchoir 1996 {published data only}
∗ Melchoir J, Chastang C, Gelas P, Carbonnel F, Zazzo J, Boulier A,

et al.Efficacy of 2-month total parenteral nutrition in AIDS

patients: a controlled randomized prospective trial. AIDS 1996;10:

379–84.

Miles 2003 {published data only}
∗ Miles MS, Holditch-Davis D, Eron J, Black BP, Pedersen C,

Harris DA. An HIV self-care symptom management intervention

for African American mothers. Nursing Research 2003;52(6):

350–60.

Nickel 1996 {published data only}
∗ Nickel JT, Salsberry PJ, Caswell RJ, Keller MD, Long T,

O’Connell M. Quality of life in nurse case management of persons

with AIDS receiving home care. Research in Nursing & Health
1996;19(2):91–9.

Williams 2006 {published data only}
∗ Williams AB, Fennie KP, Bova CA, Burgess JD, Danvers KA,

Dieckhaus KD. Home visits to improve adherence to highly active

antiretroviral therapy: a randomized controlled trial. Journal of

Acquired Immune Deficiency Syndrome 2006;42:314–21.

References to studies excluded from this review

Antoni 2000 {published data only}
∗ Antoni MH, Cruess DG, Cruess S, Lutgendorf S, Kumar M,

Ironson G, et al.Cognitive-behavioral stress management

intervention effects on anxiety, 24-hr urinary norepinephrine

output and t-cytotoxic/suppressor cells over time among

symptomatic HIV-infected gay men. Journal of Consulting and

Clinical Psychology 2000;68(1):31–45.

Brennan 1994 {published data only}
∗ Brennan PF, Ripich S. Use of a home-care computer network by

persons with AIDS. International Journal of Technology Assessment in
Health Care 1994;10(2):258–72.

Choy 1990 {published data only}
∗ Choy FN, Wilson DC, Willcox GS, Crocker KS. Experience with

home aerosolized pentamidine treatment in patients with AIDS.

The Annals of Pharmacotherapy 1990;24(6):592–4.

Colford 2005 {published data only}

Colford JM, Saha SR, Wade TJ, Wright CC, Vu M, Charles S, et

al.A pilot randomized, controlled trial of an in-home drinking

water intervention among HIV + persons. J of Water and Health

2005;3.2:173–84.

Holzemer 2000 {published data only}
∗ Holzemer WL, Henry SB, Portillo CJ, Miramontes H. The client

adherence profiling-intervention tailoring (CAP-IT) intervention

for enhancing adherence to HIV/AIDS medications: a pilot study.

Journal of the Association of Nurses in AIDS Care 2000;11(1):36–44.

Kraak 1995 {published data only}
∗ Kraak VI. Home-delivered meal programs for homebound people

with HIV/AIDS. Journal of the American Dietetic Association 1995;

95(4):476–81.

Leibowitz 1992 {published data only}
∗ Leibowitz AB, Iberti TJ. Home TPN and AIDS patients. Journal
of Parenteral and Enteral Nutrition 1992;16(5):496–7.

Morales 1994 {published data only}
∗ Morales JO, Von Behren L. Secondary bacterial infections in

HIV-infected patients: an alternative ambulatory outpatient

treatment utilizing intravenous cefotaxime. The American Journal of

Medicine 1994;97(2A):9–13.

16Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS (Review)

Copyright © 2010 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



Ndekha 2005 {published data only}

Ciliberto MA, Sandige H, Ndekha MJ, Ashorn P, Briend A,

Ciliberto HM, et al.Comparison of home-based therapy with

ready-to-use therapeutic food with standard therapy in the

treatment of malnourished Malawian children: a controlled,

clinical effectiveness trial. Am J Clin Nutr 2005;81:864–70.
∗ Ndekha MJ, Manary MJ, Ashorn P, Briend A. Home-based

therapy with ready-to-use therapeutic food is of benefit to

malnourished, HIV-infected Malawian children. Acta Paediatrica

2005;94:222–5.

Sandige 2004 {published data only}
∗ Sandige H, Ndekha MJ, Briend A, Ashorn P, Manary MJ. Home-

based treatment of malnourished Malawian children with locally

produced or imported ready-to-use food. Journal of Pediatric
Gastroenterology and Nutrition 2004;39(2):141–6.

Singer 1997 {published data only}
∗ Singer P, Levine R, Rothkopf MM, Askanazi J. Home parenteral

lipids in AIDS: a three-month study. Nutrition 1997;13(2):104–9.

Sjolander 1988 {published data only}
∗ Sjolander JC. Nursing management of the AIDS patient at home.

Journal of Enterostomal Therapy 1988;15(4):154–7.

References to ongoing studies

NCT00119093 {published data only}

NCT00119093. Home-Based AIDS Care Project.

clinicaltrials.gov/show/NCT00119093 (accessed 11 April 2008).

NCT00144365 {published data only}

NCT00144365. Comparison of Facility and Home-Based ART

Delivery Systems in Uganda. clinicaltrials.gov/show/

NCT00144365 (accessed 11 April 2008).

Additional references

Afroaidsinfo

Health24 (Pty) Ltd. A home-based care programme in your

community. http://www.afroaidsinfo.org/content/hivandyou/

hivAffectAdults/homebased.htm (accessed 26 May 2004).

Alderson 2004

Alderson P, Green S, Higgins JPT. Cochrane Reviewers’ Handbook

4.2.2. The Cochrane Library, Issue 1, 2004. Chichester, UK: John

Wiley and Sons, Ltd, March 2004.

Elkan 2001

Elkan R, Kendrick D, Dewey M, Hewitt M, Robinson J, Blair M, et

al.Effectiveness of home based support for older people: systematic

review and meta-analysis. BMJ 2001 Sept 29;323(7315):719–25.

Floyd 2001

Floyd K, Gilks C. Cost And Financing Aspects Of Providing Anti-

Retroviral Therapy: A Background Paper. http://

www.worldbank.org/aids-econ/arv/floyd/whoarv.pdf. (accessed 30

November 2004).

French 1999

French N, Mujugira, Nakiyingi J, Mulder D, Janoff EN, Gilks CF.

Immunologic and clinical stages in HIV-1 infected Ugandan adults

are comparable and provide no evidence of rapid progression but

poor survival with advanced disease. J Acquir Immune Defic Syndr

1999;22(5):509–16.

Hansen 1998

Hansen K, Woelk G, Jackson H, et al.The cost of home based care

for HIV/AIDS patients in Zimbabwe. AIDS Care 1998;10(6):

751–9.

Havens 1999

Havens B. Home based and long term care. Home Care issues and
evidence. WHO, 1999.

Hedrick 1989

Hedrick SC, Koepsell TD, Inui T. Meta-analysis of home-care

effects on mortality and nursing-home placement. Med Care 1989

Nov;27(11):1015–26.

Hughes 1997

Hughes S L, Ulasevich A, Weaver F M, Henderson W, Manheim L,

Kubal J D, Bonarigo F. Impact of home care on hospital days: a

meta analysis. Health Services Research 1997;32(4):415–32.

Morrison 1993

Morrison C. Delivery systems for care of persons with HIV

infection and AIDS. Nurs Clin North Am. 1993;28(2):317–33.

NNRA 1994

National Nursing Research Agenda, Priority Expert Panel Report:

Vol 3. Chapter 9: The quality of home care. In: Long-Term Care

for Older Adults. NIH Publication No. 94-2418. May 1994.

Smeenk 1998

Smeenk FW, van Haastregt JC, de Witte LP, Crebolder HF.

Effectiveness of home care programmes for patients with incurable

cancer on their quality of life and time spent in hospital: systematic

review. BMJ 1998;316:1939–44.

UNAIDS 2004

UNAIDS. Report on the Global AIDS epidemic. UNAIDS, 2004.

UNAIDS 2007

UNAIDS. AIDS epidemic update. UNAIDS 2007.

Uys 2003

Uys L. A model for Home based care. In: Uys L, Cameron S editor

(s). Home based HIV/AIDS Care. Oxford University Press Southern

Africa, 2003:3–16. [: ISBN 0 19 5781988]

WHO 2002

WHO. Community home-based care in resource-limited settings: a

framework for action. 2002.
∗ Indicates the major publication for the study

17Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS (Review)

Copyright © 2010 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



C H A R A C T E R I S T I C S O F S T U D I E S

Characteristics of included studies [ordered by study ID]

Baigis 2002

Methods Allocation generation: Reported that stratified block randomization using gender as the

stratifying variable was used however not how this was generated.

Allocation concealment: Yes

Blinding: None

Loss to follow-up:

30% - control

17% - intervention

Participants Included: 18 years or older; HIV+; CD4 count 200-500/mmˆ3; No AIDS-defining con-

ditions; no report of regular aerobic conditioning program in prior 3 months; residence

in greater Washington DC area

Excluded: Presence of absolute or relative contraindications to exercise testing as outlined

by American College of Sports Medecine

Interventions Intervention: 20-minute workout on FM 340 Fitness Master Ski machine brought by

nurse/trainer to individual’s home three times per week.

Control: 30-minute visit per week from study personnel to pick up completed diary

sheets and provide social contact. In addition two phone calls per week to check on

participant’s health by asking standard questions.

Duration of treatment 15 weeks

Outcomes Primary: Physiologic status (physical endurance, immune status) and self-reported phys-

ical functioning and well-being

Secondary: None

Notes Location of trial: USA

Ethics: Georgetown University and Whitman-Walker clinic in Washington DC and John

Hopkins University of Baltimore, Maryland

Informed consent: written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Unclear Reported that stratified block randomiza-

tion using gender as the stratifying variable

was used however not how this was gener-

ated.

Allocation concealment? Yes A - Adequate

Blinding?

All outcomes

No None
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Baigis 2002 (Continued)

Incomplete outcome data addressed?

All outcomes

No Loss to follow-up:

30% - control

17% - intervention

Berrien 2004

Methods Allocation generation: Randomized 1:1 to either intervention or control group using the

Small Table of Random digits.

Allocation concealment: yes

Blinding: None

Loss to follow-up:

5% - Intervention

11% - Control

Participants Included: HIV+ children

Excluded: Not reported

Interventions Intervention: The intervention consisted of eight structured home visits over a 3-month

period by the same home care experienced registered nurse. The intervention was de-

signed to improve knowledge and understanding of HIV infection and HIV medications

and to resolve or modify barriers to adherence.

Control: In the clinic setting, the physician, nurse, and social worker provided standard

medication adherence education. Patient clinic appointments were generally scheduled

at 3-month intervals. One single home visit was planned when and if clinic staff believed

medication adherence was poor.

Outcomes Primary: Changes in patient knowledge of HIV and their medications

Changes in adherence measured by self-report and pharmacy drug refill history

Secondary: Changes in viral load (Roche Amplicor HIV-1 Monitor Test) and CD4 T-

cell percentages and counts.

Notes Location of trial: Connecticut, USA

Ethics: Connecticut Children’s Medical Center’s Human Subjects Review Board

Informed consent: Consent from legal guardian obtained. Assent was obtained from all

minors older than 7 years of age.

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Yes Randomized 1:1 to either intervention or

control group using the Small Table of Ran-

dom digits.

Allocation concealment? Yes A - Adequate

Blinding?

All outcomes

No none
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Berrien 2004 (Continued)

Incomplete outcome data addressed?

All outcomes

Yes 5% - Intervention

11% - Control

Cherin 1998

Methods Allocation generation: Random number charts were used

Allocation concealment: numbers on the charts were designated as either experimental

or control group

Blinding: not reported

Loss to follow-up: not reported

Participants Included: AIDS patients who were referred to Visiting Nurses Association of Los Angeles

Excluded: criteria not reported

Interventions Intervention: trans-professional care management approach offering an interdisciplinary

care management approach covering both curative and palliative services

Control: Independent services primarily nurse driven with a focus on curative rather

than palliative

Duration: 20 months

Outcomes Primary: Patterns of retention in services

Secondary: Time in the programme, units of services, costs of services, number of days

patient retained in the programme

Notes Location of trial: Los Angeles, USA

Ethics: not reported

Informed consent: written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Yes Random number charts were used

Allocation concealment? No C - Inadequate

Blinding?

All outcomes

Unclear not reported

Incomplete outcome data addressed?

All outcomes

Unclear not reported
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Dolan 2006

Methods Allocation generation: Randomization to the exercise program was performed by the

General Clinical Research Center Biostatistics Center, using a permuted block algorithm.

Allocation concealment: not reported

Blinding: no blinding

Loss to follow-up:

5% - Intervention

5% - Control

Participants Included: Consecutive HIV-infected subjects between 18 and 60 years of age with a

waist-hip ratio of 0.85 or more and self-report and physical evidence of fat redistribution

were eligible for participation.

Excluded: Subjects who used megestrol acetate, androgens, growth hormone, or gluco-

corticoid therapy; who had significant liver or kidney disease or severe anemia; who were

receiving current therapy with insulin, had a history of diabetes mellitus, or had a fasting

glucose level of 126 mg/dL (7.0 mmol/L) or more; who actively engaged in substance

abuse; who were pregnant, actively seeking pregnancy, or breastfeeding; or who had had

an acute infection or initiated a new antiretroviral therapy regimen within 1 month of

the study.

Interventions Intervention: Subjects randomized to exercise training were seen in their homes by a

member of the study staff 3 times a week, on alternating days, for 16 weeks (48 sessions,

2 hours per session, with makeup sessions scheduled for missed sessions). Required

exercise equipment for home use was provided to each subject randomized to the exercise

regimen. Equipment included an upright stationary bicycle, a flexion-extension bench, a

free-standing squat stand, weight sets, and a heart monitor. Each training session began

with a 5-minute warm-up on a stationary bicycle at 50% of estimated maximal heart rate

(maximal heart rate = 220 − age), followed by a standard flexibility routine to minimize

the risk of injury. Subsequently, the supervised aerobic and strength training protocol

was performed, followed by a cool-down period.

Control: Subjects not randomized to the exercise program were encouraged to maintain

their normal activities, without further proscription as to activity.

Outcomes Cardiorespiratory fitness as measured by VO2max

Strength measured by 1-repitition maximum

Changes in body composition, biochemical measures (total cholesterol, low and high-

density lipoprotein cholesterol, triglycerides, glucose, CD4, and HIV viral load) and

dietary intake

Notes Location of trial: Boston, USA

Ethics: The study was approved by the Human Research Committee at Massachusetts

General Hospital.

Informed consent: Written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Unclear Randomization to the exercise program

was performed by the General Clinical Re-
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Dolan 2006 (Continued)

search Center Biostatistics Center, using a

permuted block algorithm.

Allocation concealment? Unclear not reported

Blinding?

All outcomes

Unclear none

Incomplete outcome data addressed?

All outcomes

Yes Loss to follow-up:

5% - Intervention

5% - Control

Flatley-Brennan 1998

Methods Allocation generation: Unclear. Mention that a 2-group randomized design was used.

Allocation concealment: Not reported

Blinding: No

Loss to follow-up:

19% - Intervention

12% - Control

Participants Included: Persons living with AIDS; Ability to read and type English language and have

a private telephone line in their residence

Excluded: None

Interventions Special computer network: Using computerLink, information, communication and de-

sign support were provided via computer terminals placed in the homes of PLWA; Du-

ration 6 months

Placebo: Printed brochures and a monthly telephone call to maintain contact with the

research staff; Duration 6 months

Outcomes Primary: Improved decision confidence; improved decision making skill; reduced social

isolation; differential decline in health status

Secondary: None

Notes Location of trial: Cleveland, Ohio, USA

Ethics: Unclear

Informed consent: Yes but not reported how

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Unclear Mention that a 2-group randomized design

was used.

Allocation concealment? Unclear B - Unclear
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Flatley-Brennan 1998 (Continued)

Blinding?

All outcomes

No No

Incomplete outcome data addressed?

All outcomes

No Loss to follow-up:

19% - Intervention

12% - Control

Gustafson 1999

Methods Allocation generation: Tables of random digits; third party

Allocation concealment: Yes

Blinding: not reported

Loss to follow-up:

12% - Intervention

12% - Control

Participants Included: HIV positive

Excluded: None

Interventions CHESS: Receive Comprehensive Health Enhancement Support System (CHESS) which

is a PC based system offering the following services -

- Questions & Answers

- Instant Library includes full-text articles covering a broad range of topics drawn from

scientific journals, newsletters, and the popular press.

- Getting Help/Support contains descriptions of approximately 300 relevant health ser-

vices, ways to find a provider, and how to be an effective consumer.

- Referral Directory has descriptions and ways to contact a set of national services that

offer information, support, and referrals of value on the health problem.

- Assessment asks questions about a person’s life style, assesses the risk, and offers specific

advice on how he/she can reduce his/her risks.

- Decision Aid helps patients think through difficult decisions. Users learn about the

options, clarify their values, the consequences of their actions, and the

misconceptions they have.

- Action Plan helps users plan how to successfully implement decisions. They identify

goals and resources, and learn how to overcome obstacles.

- Discussion Groups are facilitated online support groups allowing patients and families

with similar problems to share information and support.

- Ask an Expert allows patients to write a question and receive confidential responses

from experts.

- Personal Stories are real-life accounts of people with similar problems, living and coping

with their illness.

Control: Standard medical treatment

Outcomes Primary: Effects on quality of life; Health services utilization; health behaviours

Secondary: None

Notes Location of trial: Southern Wisconsin, USA

Ethics: Yes; Not stated

Informed consent: Written; Signed an informed consent
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Gustafson 1999 (Continued)

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Yes Tables of random digits; third party

Allocation concealment? Yes A - Adequate

Blinding?

All outcomes

Unclear Not reported

Incomplete outcome data addressed?

All outcomes

Unclear Loss to follow-up:

12% - Intervention

12% - Control

Lule 2005

Methods Allocation generation: not reported

Allocation concealment: not reported

Blinding: no

Loss to follow-up: unclear

Participants Persons with HIV-1 infection who were clients of The AIDS Support Organization

(TASO) in the rural Tororo district in Uganda and without access to chlorinated mu-

nicipality water were consecutively enrolled in the study. A household was defined as

persons who shared a hearth and slept in the same house or cluster of houses for at least

five days of the week for the preceding three months.

Seventy-four percent of the persons with HIV were female and median age was 34 years

(interquartile range [IQR] 28-40 years); 27 (5%) were less than five years old.

At baseline, 27% of the persons with HIV had CD4 cell counts < 200 cells/mm3, 37%

had CD4 cell counts of 200-500 cells/mm3, and 36% had CD4 cell counts > 500 cells/

mm3. No one was on anti-retrovirals.

Interventions Intervention: 20-liter polyethylene vessel with a narrow mouth and a spigot (Nampak

Co., Johannesburg, South Africa), one 500-mL bottle of 0.5% sodium hypochlorite

solution, a cloth, and basic hygiene education. Field workers educated participants in the

intervention group how to use the SWS, and replenished the solution as needed during

weekly visits.

Control: Education alone.

Field workers instructed both intervention and comparison households on hygiene and

sanitation.

After five months, all participants with HIV were provided cotrimoxazole prophylaxis,

and data on the incidence of diarrhea continued to be collected until the end of November

2002.

Outcomes Incidence and severity of diarrhoea
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Lule 2005 (Continued)

Notes Location of trial: Uganda

Ethics: The study was reviewed and approved by the Science and Ethics Committee

of the Uganda Virus Research Institute, the Uganda National Council of Science and

Technology, and the Institutional Review Board of CDC.

Informed consent: Written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Unclear not reported

Allocation concealment? Unclear not reported

Blinding?

All outcomes

Unclear no

Incomplete outcome data addressed?

All outcomes

Yes intention to treat analysis was performed

Melchoir 1996

Methods Allocation generation: stratified by Centre however unclear how allocation sequence was

generated

Allocation concealment: centralised telephone assignment procedure used

Blinding: none

Loss to follow-up: not reported

Participants Included: HIV positive, CD4 < 200 X 106/l, either sex, between 18 and 60 years of

age, body weight loss > 10% (compared to pre-illness weight), diarrhoea (more than

three stools per day during three consecutive days) or impossibility of enteral nutrition

or both.

Excluded: injecting drug users, heavy alcohol drinkers (>100g/d), lymphoma or kaposi’s

sarcoma under chemotherapy, active secondary infection, major neurological/endocrine/

psychiatric disturbance, cardiac/renal or hepatic failure, total parenteral nutrition at home

not feasible for psychological or social reasons, if body weight increased by at least 2kg

during the month prior to the study

Interventions Intervention: Home total parenteral nutrition via central venous line by cyclic nocturnal

administration 6 days weekly

Control: oral dietetic supplements and vitamins

Outcomes Primary: change as % of initial lean body mass and BCM, nutritional subjective global

assessment and change in subjective health feeling and functional status (karnofsky index)

Secondary: overall survival, rate re-hospitalisation during 2 month study, incidence of

TPN complications
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Melchoir 1996 (Continued)

Notes Location of trial: France

Ethics: Bicaht-Claude Bernard hospital

Informed consent: written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Unclear Stratified by Centre however unclear how

allocation sequence was generated

Allocation concealment? Yes A - Adequate

Blinding?

All outcomes

No None

Incomplete outcome data addressed?

All outcomes

Unclear not reported

Miles 2003

Methods Allocation generation: Table of random numbers

Allocation concealment: not reported

Blinding: Data collectors

Loss to follow-up: 6 months

51% - Intervention

58% - Control

Participants Included: African American women with HIV who were primary caregivers for at least

one child under the age of 9 years

Excluded: not reported

Interventions Intervention: conducted in the homes of the women by three nurses. The content and

process for each visit involved four phases. Intervention was embedded in a therapeutic

relationship between the mother and the nurse. Relationship strategies included (a)

accepting the woman and her family, (b) valuing her perspectives about the management

of her illness, (c) listening to and reflecting feelings, and (d) reinforcing the steps the

woman took to improve her life and the lives of her family. A semi-structured clinical

interview based on the goals of the intervention was used, but was driven by the mother’s

specific concerns and needs.

Control: received usual care that involved health visits for primary care and specialty

visits for HIV related care, although most of the women got all their care at the tertiary

care HIV clinics. At these clinics, the focus of care was on health problems rather than

self-care symptom management. Both clinics did offer assistance with social problems

and transportation.

Outcomes Emotional distress (depressive symptoms, affective state, stigma, and worry about HIV)

Self reported health (number of infections and aspects of health related quality of life
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Miles 2003 (Continued)

i.e., perception of health, physical function, energy, health distress, and role function).

Did not specify which were primary and which secondary.

Center for Epidemiologic Studies Depression scale was used to assess depressive symp-

toms. Profile of Mood States was used to assess mood or general affective state. Stigma

was measured using the Demi HIV Stigma Scale. The HIV Worry Scale was designed

to assess distress related to worry regarding HIV. Besides the latter scale, all the others

had good validity. The number of infections was derived from self-report using a Health

Questionnaire (number of infections experienced over past 3 months; specific types of

infections were listed). The Medical Outcomes Survey-HIV measured aspects of health

quality of life including perception of health, physical function, energy, health distress,

and role function.

Notes Location of trial: USA

Ethics: Approval received from institutional review boards of the respective clinics and

agencies.

Informed consent: written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Yes Table of random numbers

Allocation concealment? Unclear D - Not used

Blinding?

All outcomes

Unclear Data collectors blinded

Incomplete outcome data addressed?

All outcomes

No Loss to follow-up: 6 months

51% - Intervention

58% - Control

Nickel 1996

Methods Allocation generation: unclear. Mention that participants were randomly assigned and

stratified by agency in preceded blocks of two.

Allocation concealment: Not reported

Blinding: Not reported

Loss to follow-up: Not reported

Participants Included: HIV/AIDS patients; had to be part of the 7 participating agencies; Hospice

patients

Excluded: < 21 years of age; nearing death at the time of the case manager’s first visit;

refusal of homecare services; lack of confirmed HIV+ diagnosis

Interventions Case-managed: comprehensive patient assessment by the nurse case managers; care plan-

ning with monthly care review by an interdisciplinary team consisting of nurse case

managers, agency home care nurse, infectious disease and public health physicians, a

social worker, psychiatrist, nutritionist, member of clergy, pharmacist and dentist; twice
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Nickel 1996 (Continued)

- monthly review of subject needs and services by a team core group consisting of the case

manager, social worker and public health physician; ongoing case manager community

networking for and authorisation of services; ongoing case management observation and

monitoring of subject reports on service quality

Usual care: care provided by agency nurses who provided care to AIDS patients through

procedures comparable to those for patients with other diagnoses.

Outcomes Primary: Difference in mean group; Quality of well-being scores as measured by Quality

of well-being scale

Secondary: Functioning

Notes Location of trial: USA

Ethics: Unclear; Not reported

Informed consent: Not reported

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Unclear Mention that participants were randomly

assigned and stratified by agency in pre-

ceded blocks of two.

Allocation concealment? Unclear B - Unclear

Blinding?

All outcomes

Unclear Not reported

Incomplete outcome data addressed?

All outcomes

Unclear Not reported

Williams 2006

Methods Allocation generation: stratified block randomization with a block size of 10. The three

strata were < 400 copies/mL, 400-10,000 copies/mL and >10,000 copies/mL. SAS pro-

gramming was used

Allocation concealment: not reported

Blinding: All personnel except home visit intervention team were blind throughout

course of study. Interviewers were also blind.

Loss to follow-up: at 12 months

28% - Intervention

25% - Control

Participants Included: HIV positive on combination therapy with at least three drugs, intended to

take the medication and English or Spanish speaking

Excluded: Severe cognitive impairment, no home, not personally responsible for med-

ication self administration, enrolled into another study for medication adherence and

did not intend to take the medication
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Williams 2006 (Continued)

Interventions Intervention: Home based nursing intervention (included social and educational com-

ponents offered by a nurse and community support worker) and standard care

Control: standard care (HIV dedicated clinical services which offered clinic based ad-

herence support

Outcomes Primary: Adherence measured as the ratio of the number of recorded MEMS cap openings

to the number of openings to be expected if the medication were taken as prescribed

Secondary: HIV RNA, CD4

Notes Location of trial: USA

Ethics: approval obtained from the Human subjects investigation committee of Yale

school of nursing and all recruitment sites

Informed consent: written

Risk of bias

Item Authors’ judgement Description

Adequate sequence generation? Yes Stratified block randomization with a block

size of 10. The three strata were < 400

copies/mL, 400-10,000 copies/mL and

>10,000 copies/mL. SAS programming

was used

Allocation concealment? Unclear D - Not used

Blinding?

All outcomes

Yes All personnel except home visit interven-

tion team were blind throughout course of

study. Interviewers were also blind.

Incomplete outcome data addressed?

All outcomes

No Loss to follow-up: at 12 months

28% - Intervention

25% - Control
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Characteristics of excluded studies [ordered by study ID]

Antoni 2000 The intervention studied was not home-based care.

Brennan 1994 Not a randomised controlled trial

Choy 1990 Not a randomised controlled trial

Colford 2005 Pilot randomised controlled trial with primary outcomes to confirm that enrolment and participation rates will be

high, and to replicate earlier results that blinding can be achieved in drinking water trials.

Holzemer 2000 Not a randomised controlled trial

Kraak 1995 Not a randomised controlled trial

Leibowitz 1992 Not a randomised controlled trial

Morales 1994 Not a randomised controlled trial

Ndekha 2005 Not a randomised controlled trial

Sandige 2004 Not a randomised controlled trial

Singer 1997 The intervention studied was not home-based care.

Sjolander 1988 Not a randomised controlled trial
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Characteristics of ongoing studies [ordered by study ID]

NCT00119093

Trial name or title Home-Based AIDS Care Project

Methods The Home-based AIDS care program (HBAC) pilot project was designed to deliver and monitor ARV and

tuberculosis (TB) medications at the homes of 1,000 people with HIV living in a rural area of Uganda. Nested

within the Home-Based AIDS Care (HBAC) project, is a randomized study of strategies for monitoring ARV

therapy that involves 3 arms: 1) Quarterly CD4 cell counts, viral loads and home visits by trained lay persons;

2) Quarterly CD4 cell counts and home visits; and 3) Home visits alone.

Participants Inclusion Criteria:

• HIV infection

• CD4 cell count <250 or symptomatic AIDS

• Age >13 years

• Karnofsky score >40%

• AST or ALT < 5 times normal values

• Creatinine clearance >25 ml/min

Interventions Strategies for monitoring ARV therapy that involves 3 arms:

1) Quarterly CD4 cell counts, viral loads and home visits by trained lay persons;

2) Quarterly CD4 cell counts and home visits; and

3) Home visits alone.

Outcomes Primary Outcome Measures:

• Equivalence of 3 different monitoring regimens for ART

Secondary Outcome Measures:

• Sexual risk behavior

• medication adherence

• quality of life

• depression

• cost-effectiveness

• viral load

• CD4 cell count

Starting date May 2003

Contact information Jordan Tappero jwt0@cdc.gov

Jonathan Mermin jhm7@cdc.gov

Notes

NCT00144365

Trial name or title Comparison of Facility and Home-Based ART Delivery Systems in Uganda

Methods The trial is conducted with The AIDS Support Organization (TASO) clinic in Jinja, Uganda. Randomization

is conducted through geographic clusters, defined using sub-counties in the district, and stratified by distance

from fixed health facilities, and urban/rural. Just over 800 participants, living in 40 clusters, will be recruited

over a period of 3-6 months and followed-up over a period of 3 years.
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NCT00144365 (Continued)

Participants Inclusion Criteria:

HIV infection Plan to remain resident in the area for at least 12 months CD4 cell count <200 cells/mm3 or

severe symptomatic HIV (WHO stage 3 or 4) Identify a medicine companion who will assist in adherence

to ART treatment Age 18 years or above.

Exclusion Criteria:

Abnormal liver and renal function test results (AST or ALT 5x upper limit of normal Calculated creatinine

clearance < 25 ml/min). The tests are conducted only in individuals in whom they are clinically indicated

Interventions The study compares ART delivery through two different models:

a) ART delivered through health facilities by clinically qualified staff and

b) home-based care in which lay workers, i.e. non-medically qualified people, play a major role in the ART

delivery and clients are followed up at health facilities less frequently.

Outcomes Primary Outcome Measures:

• HIV viral load

Secondary Outcome Measures:

• Medication adherence

• Treatment failure

• Morbidity

• Survival

• Sexual behavior

• Family member HIV testing

• Cost-effectiveness

Starting date February 2005

Contact information Rebecca Bunnell rrb7@cdc.gov

Shabbar Jaffar Shabbar.Jaffar@lshtm.ac.uk

Notes
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D A T A A N D A N A L Y S E S

Comparison 1. Home based intensive nursing v.s. standard care

Outcome or subgroup title
No. of

studies

No. of

participants Statistical method Effect size

1 Changes in patient knowledge

of HIV and their medications:

Post test scores

1 Mean Difference (IV, Fixed, 95% CI) Totals not selected

2 Changes in patient knowledge

of HIV and their medications:

change scores

1 Mean Difference (IV, Fixed, 95% CI) Totals not selected

3 Changes in adherence: self report 1 Mean Difference (IV, Fixed, 95% CI) Totals not selected

Analysis 1.1. Comparison 1 Home based intensive nursing v.s. standard care, Outcome 1 Changes in patient

knowledge of HIV and their medications: Post test scores.

Review: Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS

Comparison: 1 Home based intensive nursing v.s. standard care

Outcome: 1 Changes in patient knowledge of HIV and their medications: Post test scores

Study or subgroup Treatment Control Mean Difference Mean Difference

N Mean(SD) N Mean(SD) IV,Fixed,95% CI IV,Fixed,95% CI

Berrien 2004 20 26.4 (0.22) 17 23.9 (0.72) 2.50 [ 2.14, 2.86 ]

-4 -2 0 2 4

Favours control Favours treatment
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Analysis 1.2. Comparison 1 Home based intensive nursing v.s. standard care, Outcome 2 Changes in patient

knowledge of HIV and their medications: change scores.

Review: Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS

Comparison: 1 Home based intensive nursing v.s. standard care

Outcome: 2 Changes in patient knowledge of HIV and their medications: change scores

Study or subgroup Treatment Control Mean Difference Mean Difference

N Mean(SD) N Mean(SD) IV,Fixed,95% CI IV,Fixed,95% CI

Berrien 2004 20 4.5 (0.71) 17 1.7 (1) 2.80 [ 2.23, 3.37 ]

-10 -5 0 5 10

Favours treatment Favours control

Analysis 1.3. Comparison 1 Home based intensive nursing v.s. standard care, Outcome 3 Changes in

adherence: self report.

Review: Home-based care for reducing morbidity and mortality in people infected with HIV/AIDS

Comparison: 1 Home based intensive nursing v.s. standard care

Outcome: 3 Changes in adherence: self report

Study or subgroup Treatment Control Mean Difference Mean Difference

N Mean(SD) N Mean(SD) IV,Fixed,95% CI IV,Fixed,95% CI

Berrien 2004 20 34.8 (0.41) 17 31.9 (1) 2.90 [ 2.39, 3.41 ]

-10 -5 0 5 10

Favours control Favours treatment

H I S T O R Y

Protocol first published: Issue 3, 2005

Review first published: Issue 1, 2010

11 April 2008 Amended Converted to new review format.

20 May 2005 New citation required and conclusions have changed Substantive amendment
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C O N T R I B U T I O N S O F A U T H O R S

Taryn Young (TY) wrote the protocol. TY and Karishma Busgeeth (KB) reviewed the search results and selected potential studies for

inclusion. TY and KB then worked independently to do a formal eligibility assessment and then extracted data from included studies.

TY wrote the review and KB provided input.

D E C L A R A T I O N S O F I N T E R E S T

None known
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