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Abstract

Human Resources for Health (HRH) have been identified as one of the primary
constraints to achieving universal Anti-retroviral Treatment (ART) coverage in South
Africa. This scarcity is exacerbated by the focus on decentralised, primary health care
ART delivery that necessitates a rapid scale up and strengthening of pharmacy
services in terms of supply, infrastructure requirements and HRH to ensure a safe and
efficient pharmaceutical service. The shortage of pharmacists has led to the use of
alternative pharmaceutical care models including indirectly supervised pharmacists
assistants (ISPA) and nurses; however evidence on the costs, benefits and challenges
faced in the implementation of these models are lacking. This study therefore aims to
critically evaluate the ISPA and nurse-based pharmaceutical care models against the
standard of care that involves a pharmacist dispensing ART, on the basis of cost, and

patient preference.

A cost analysis was conducted from the societal perspective and informed by patient
exit interviews (240 respondents), expert interviews, and time and motion studies to
calculate waiting time. The study was set in a peri-urban district of the Western Cape

of South Africa.

While both of the decentralised pharmaceutical care models (ISPA and nurse-driven)
were found to minimise the costs incurred by patients, in travel costs and time, the
nurse-driven pharmaceutical care model was found to be significantly more costly
(per patient visit) from the provider’s perspective than the ISPA model. However,
many patients had a preference for nurse dispensing, generally linked to stigma

concerns when collecting medicines in the pharmacy.

The study highlights the importance of considering the cost of task-shifting on nurses
and the inherent value of their time. Patient preferences and challenges in the

implementation of the pharmaceutical care models are also explored.
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Index of key terms

Dispensing related activities is defined, for the purposes of this analysis, as activities
relating to stock control, administrative tasks (incl. collecting medication from a
central dispensing unit where applicable), the interpretation and evaluation of the
prescription, the preparation and labelling of the prescribed medicine as well as
counselling of the patient on the safe and effective use of the medication (adapted
from the Pharmacy Act).

Pharmacists Assistant (PA): While there are different levels of PAs employed by the
Department of Health, dependent on their level of completed in-service training,
where the term is used in this dissertation we are referring to PAs who are fully
qualified as Post-basic PAs and are therefore under the Pharmacy Act, able to work
under indirect supervision. The training of a PA from Learner Basic PA to Post-basic
PA takes a minimum of two-years of in-service training under the guidance of a

pharmacist.



Part A: Research protocol

1. INTRODUCTION

Due to the worsening scarcity of health care workers in Sub-Saharan Africa there has
been an increased focus on task-shifting of the duties of doctors and nurses, but there

is a lack of research on similar strategies to address the shortage of pharmacists.

Task-shifting is not a novel concept in resource-poor settings but has organically
developed out of necessity. It relates to the allocation of tasks in health service
delivery to the least costly health worker capable of doing that task reliably (McPake
and Mensah 2008). In South Africa, the urgency of care needed in the context of the
HIV epidemic has resulted in a lack of standardised pharmaceutical service staffing
norms but rather different approaches have been adopted at individual ART sites in
line with the available resources. Some clinics have pharmacists dispensing ART.
Another option has been where pharmacists prepare medication from a prescription
for a specific patient at a central dispensing unit or hospital pharmacy from where it is
distributed to the ART clinics and the medication is issued by nurses or counsellors. A
third option currently being piloted in districts in the Western Cape has a Pharmacists
Assistant (PA), working under the indirect supervision of a pharmacist, dispensing
ART as well as managing the drug supply of the clinic (Heli Moeng, personal
communication). These approaches will be referred to as Pharmacist, Indirectly
Supervised Pharmacists Assistant (ISPA), and Nurse-led pharmaceutical care models

respectively.

Pharmaceutical service provision is key to a successful ART service and a limiting
factor if the scale-up of services is to include Primary Health Care (PHC) facilities.
Van Damme et al. (2008) in their article on how the South African health system can
adapt to the need for scaling-up ART, name three constraints to meaningful scale-up:
the ever increasing case load of people who will need long-term ART, shortage and
skewed distribution of Human Resources for Health (HRH) towards the private health
sector, and thirdly the heavy workload inherent in the current ART service provision

models. They further comment that there are really only two options; either there are
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no fundamental health system changes and ART gets priority status and a greater
proportion of (already scarce) resources thereby crowding out other services, or the
ART scale-up strengthens the overall health system by stimulating a reform of the
health system towards greater efficiency (Van Damme, Kober et al. 2008). It is
therefore evident that there is a need for implementing less resource intensive models
of ART service delivery while strengthening the health system. Task-shifting and
integrating primary health care and ART service delivery is an attractive solution, but

evidence on this approach is lacking.

1.1. PROBLEM STATEMENT

If South Africa is going to achieve universal access to ART, alternative
pharmaceutical staffing models will be required to address the HRH scarcity which is
limiting the scale-up of ART and therefore people’s access to the healthcare that they

need. Research is required to explore the impact of task-shifting models used.

1.2. JUSTIFICATION OF THE STUDY

Transportation costs and therefore geographical availability has been identified as a
key barrier in access to Antiretroviral Treatment (ART) in Sub-Saharan African
countries (Tuller, Bangsberg et al. 2009). Likewise there is a relationship between
barriers in access to treatment and a lack of sustained adherence to ART (Melese,
Alemayehu et al. 2004; Hardon, Davey et al. 2006; Uzochukwu, Onwujekwe et al.
2009). Adherence to ART is crucial for viral suppression, delaying resistance to
treatment regimens and therefore favourable outcomes. It has furthermore been found
that high ART adherence was associated with lower mean direct health care costs
over time as poor adherence promotes resistance to first line regimens leading to
earlier switching to costly second line ART (Leisegang, Cleary et al. 2009; Nachega,
Leisegang et al. 2010). Improving adherence by increasing availability of ART is
therefore a priority with limited health resources and an increasing burden of need. A
lack of HRH is constraining efforts to expand or roll-out the provision of ART to
lower levels of health care service, which would greatly improve physical availability.

Although, there has been much research into alternative staffing norms for doctors



and nurses to improve the geographical availability of ART, there is a need for similar

research and policy recommendations for pharmaceutical services.

1.3. AIMS AND OBJECTIVES

The aim of the study is to evaluate the annual cost per patient treated associated with
two task-shifting pharmaceutical care models, ISPA and nurse driven, against the
standard of care which involves dispensing by a pharmacist. Patient preferences for

different pharmaceutical care models will also be evaluated.

The objectives of the study are to:

e compare the annual cost per patient treated of the task-shifting pharmaceutical
care models (ISPA and Nurse) with the reference (Pharmacist) model;

® cvaluate the impact of the different pharmaceutical care models on access to ART
using an access evaluation framework;

® estimate the initial start-up costs associated with the implementation of the ISPA
model;

¢ formulate policy recommendations based on the findings.

2. LITERATURE SUMMARY

There are many demand and supply side factors which influence individuals’ ability
to access health services (Ensor and Cooper 2004). Access to health services refers to
the “degree of fit” between health systems or health programmes and the individuals
or households that constitutes a society. More specifically, it relates to an individual’s
ability to derive benefits from health care services, and not simply a health system’s
capacity to fund and provide services (Mclntyre, Thiede et al. 2009). This definition
of access therefore implies that there are more factors than simply utilisation to
consider when evaluating health programmes (Thiede, Akweongo et al. 2007). These
factors can be evaluated in three dimensions, including acceptability, affordability and
availability. Acceptability relates to the “degree of fit” between provider and patient
attitudes towards and expectations of one another. Patient attitudes towards provider

characteristics such as the gender, race, age and language may influence the patient’s
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ability to receive care (Mclntyre, Thiede et al. 2009). Cultural practices, beliefs and
preferences also influence acceptability and are a much-neglected aspect of policy and
intervention formulation. Even though ART is currently provided free of charge in
South Africa, it is widely recognised that accessing treatment comes at a cost to
patients (Mclntyre, Thiede et al. 2006). Patients incur economic costs in the form of
the cost of transport to and from the facility, resources spent on additional medical
treatments and home care, as well as opportunity costs in time spent at the facility
(MclIntyre, Thiede et al. 2009). Research conducted in South Africa has suggested that
non-drug costs incurred by patients may act as a barrier to patients in accessing
treatment (Rosen, Ketlhapile et al. 2007). This has been supported by research from
South-western Uganda (Tuller, Bangsberg et al. 2009). The final dimension of the
access framework, availability, relates to the staff mix as well as their scope of
practice, the range of services offered relative to the needs of the community. The
location of health care facilities and health services relative to the location of those
who need the services and their transportation opportunities impact on individuals’
ability to access treatment (Ensor and Cooper 2004; Mclntyre, Thiede et al. 2009;
Tuller, Bangsberg et al. 2009). This is seen in South Africa where the ART
programme was designed to be pro-equity with respect to the urban and rural parts of
the country and sites were deliberately established in all districts and sub-districts of
the country. However the ART roll-out was initially centralised to hospital services in
these districts, which seriously disadvantaged rural areas. 'This led to a barrier in
access to treatment for those who had to travel far to receive treatment. Cross cutting
factors such as knowledge, power relations, training and professionalism issues
impacts on the expectations of providers in relation to patients and vice versa and
affects all dimensions of access (Goudge, Gilson et al. 2009; MclIntyre, Thiede et al.

2009). These dimensions provide a framework within which access can be evaluated.

These dimensions of access and the associated factors impacting on these dimensions
are important to consider in the scaling-up of ART services. The integration of ART
into primary health care services, as opposed to a specialised hospital-based service,

has been proposed. It could be argued that providing ART closer to communities

1
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would improve the ability of those in need to access treatment. Evidence from a
Medicines Sans Frontiers (MSF) clinic in Lusikisiki, South Africa has shown that
decentralised HIV/AIDS care, due to greater proximity and acceptability of services,
has led to faster enrolment and better retention compared to a centralised hospital
based approach (Bedelu, Ford et al. 2007). However, providing ART at primary
health care clinic level would require a scale-up of services and resources while
straining an already over-burdened health service and if not addressed could result in
the crowding out of patients with other needs. The current model for the provision of
ART 1is very resource intensive and does not lend itself to universal access to
treatment as ART services are provided in the form of a vertical program with
pharmacists, doctors, nurses and administration dedicated exclusively to ART
provision. This approach has elements of inefficiency as factors such as economies of
scale, economies based on learning by doing and economies of scope influences the
amount of resources (including HRH) required for the provision of ART (Cleary,

Boulle et al. 2008).

In South Africa there has been a move towards a nurse-based, doctor-supported ART
service to be integrated into the district health system (Provincial Government of the
Western Cape 2007). Task shifting could be a possible solution for reducing the cost
of health care and optimising human resources as it involves the delegation of certain
activities to less qualified, specifically trained, health care personnel. Examples of the
use of lay workers in South Africa include the community health worker and
community-based volunteers for giving directly observed treatment for tuberculosis
during home visits (Philips, Zachariah et al. 2008). In a multi-country study Huicho et
al. (2008) found that in underserved rural areas where health care needs are the
greatest, health workers with longer pre-service training (i.e. doctors) are less
available than those with shorter pre-service training (i.e. nurses). Furthermore, a
study performed in Mozambique found that there was less migration by mid-level
workers trained in the country than physicians. They found that 90% of mid-level
workers recruited from rural areas, returned and stayed in rural areas for a minimum
of seven years after graduation compared to 0% of physicians. This is thought to be

due to the ease with which physicians’ skills are transferable to other countries as



training is based on European standards (Kruk, Pereira et al. 2007). Task-shifting

could therefore assist in the retention of skills where they are most needed.

Critics of the concept of task-shifting have urged caution and more operational
research in order to ensure that quality of care for patients on ART is not
compromised, amid growing concern around adherence and detection of treatment
failure (Philips, Zachariah et al. 2008). Inferior quality of care is often mentioned as
an argument against task-shifting. Research has however found evidence to the
contrary. A comprehensive multi-country study by Huicho et al. (2008) comparing the
performance of different categories of health workers trained in the Integrated
Management of Childhood Illness (IMCI) and child mortality has fuelled the task
shifting debate. Huicho et al. found that the quality of care (defined as compliance
with IMCI guidelines for assessment and treatment of sick children) did not differ
between those with longer and shorter duration of pre-service training. The IMCI
treatment was delivered in primary health care facilities. One of the explanations
offered is that health workers with shorter duration of training might be more willing
to comply with standard clinical guidelines than health workers with more training
who might be accustomed to taking short cuts or delegating some tasks such as
counselling to clerks dispensing medication at the end-point of service delivery

(Huicho, Scherpbier et al. 2008).

There has also been resistance to task shifting from professional bodies, which are
seen as promoting narrow economic interests of specific professional groups. In
Brazil, pressure from professional bodies led to the discontinuation of IMCI training
for nurses in 2002 (Huicho, Scherpbier et al. 2008). In Uganda, the Professional
Council of Pharmacists opposed the introduction of training for pharmacy assistants.
The Nurses Council furthermore opposed the accelerated training of nurse assistants
(McPake and Mensah 2008). Conversely, in Ghana, Malawi, Tanzania, and Zambia
nurses were trained and allowed to perform tasks traditionally restricted to physicians,
providing support for task shifting practices long before the practice was accepted

(Huicho, Scherpbier et al. 2008).



South Africa has policies and regulations in place that could enable the task-shifting
of pharmaceutical services to professional nurses or PAs where pharmaceutical
services are lacking in order to ensure access to essential care. The National Service
Plan (NSP 2007 to 2011) provides guidelines and targets for a comprehensive
response plan to the HIV epidemic. Targets include that 80% of new patients should
be initiated and managed by nurses, and that 70% of people on ART would be
managed outside of the hospital setting by 2011. The NSP further acknowledges that
the development and implementation of new innovative staffing norms that are
sustainable and have the potential for growth in order to scale-up ART is required.
National treatment protocols for HIV as well as the scheduling of ART medication as
Schedule four substances enable nurses to safely dispense ART. Section 33 of the
Nursing Act allows for professional nurses to dispense medication if in possession of
a dispensing license. Section 56 (6) of the act provides for the Director General, head
of the Provincial DOH or the doctor in charge of a municipality to authorise nurses in
service of the DOH, or municipality to assess, diagnose and treat patients where no
doctor or pharmaceutical service is available, but this applies only for medication up
to Schedule four. The National Drug Policy of 1996 states that prescribing should be
competency not occupation based, and that doctors and nurses should dispense where
no pharmaceutical service is available, provided that the health professional has a

dispensing license from the Medicines Control Council.

It can therefore be seen that there is a great deal of policy and legislative provision for
dispensing by clinicians where pharmaceutical services are not available. This enables
nurses to provide a complete service of managing and dispensing ART in a PHC
setting. These practices would however take time away from the clinical duties of the
health professional and could restrict scale-up of services (Schulman, Makani et al.
2009). In light of the severe shortage of nurses in South Africa, this may not be a
viable solution. The South African Pharmacy Council allows for the registration of
PAs, a category of mid-level worker who are trained and employed in pharmacies to
perform administrative or repetitive tasks essential in the operation of a pharmacy

(South African National Department of Health 2007).



The Pharmacy Act 53 of 1974 deals with the scope of practice, training as well as
registration of PAs. It also allows for PAs working under the indirect supervision of a
pharmacist in government facilities. Regulations GN1158 and GG21754 of the Act
(20 November 2000) specifies that a PA working under indirect supervision must be
visited once a month by the designated supervisory pharmacist and that such visits
should be documented (Honermann 2009). An enabling regulatory framework for the
task-shifting of pharmaceutical services is therefore available in South Africa but
further work is required to develop a standardised pharmaceutical staffing norm that

would be sustainable.

3. METHODS

3.1. LITERATURE REVIEW

A more detailed literature review will be conducted, exploring the issues around
access to health care, HRH concerns, and task shifting. Electronic databases such as
PubMed, EBSCOhost, South African National Health Research Database, Google

Scholar and grey literature will be used.

3.2. STUDY DESIGN

A cost analysis will be conducted from a modified societal perspective and the impact

on patients will be critically evaluated using the access evaluation framework.

3.3. STUDY POPULATION AND SAMPLING

Data collection will take place within the Cape Winelands district of the Western
Cape, in the Stellenbosch and Drakenstein (Paarl) subdistricts. Within the subdistricts,
facilities providing ART services will be stratified on the basis of the pharmaceutical
service staffing model that is currently used to dispense ART. The strata are defined

as follows:



Group A Facilities where pharmacists are dispensing ART medication directly to
patients.

Group B Facilities where PAs work under the indirect supervision of a
pharmacist and dispense ART medication directly to the patients (pilot
sites).

Group C Facilities where patient-ready packs are dispensed by pharmacists at a
central facility (e.g. district level hospital or central dispensing unit) and
then transported to the ART clinic where the medication is issued by

nurses.

Within the strata, purposive sampling has been used to select facilities based on the
advice of the NGO partner’s project manager in Paarl (Dr Nelis Grobbelaar, personal
communication). This sampling strategy is used partly due to the limited extent to
which these services are available and in order to ensure that samples are
geographically representative. Six facilities will be sampled with two facilities from
each stratum. Idas Valley clinic and TC Newman CDC will provide information on
the pharmacist pharmaceutical care model, Mbekweni and Kyamandi CDCs will
represent facilities where indirectly supervised PAs are dispensing, and Dalvale and

Franschoek clinics will provide the sample for nurse-driven pharmaceutical models.

Equal numbers of patients will be selected from each stratum in order to have a
sufficient sample to inform the costing component of the study. Within the strata
(groups), the number of individuals to be selected from each facility has been
calculated to be proportional to the size of the facility in the strata (proportional

stratified sampling).

Table 1

Participant inclusion and exclusion criteria

Inclusion criteria Exclusion criteria

Persons older than 18 years. Persons younger than 18 years

Patients who have already started receiving ART.  Patients being worked up to receive ART.




3.4. SAMPLE SIZE CALCULATION

Patient exit interviews will be conducted, the results of which will be used to inform
the costing. In addition differences in access to ART between the specified groups
will be explored. In order to make statistically significant inferences regarding these
differences, the sample size required were calculated using a one-way ANOV A power

analysis.

An estimate of the anticipated outputs in the groups is required when calculating the
appropriate sample size. The anticipated outputs of interest were identified as patient
travelling and waiting times, used in the cost analysis to estimate indirect patient
costs. Data from a recent study, Researching Equity in Access to Health care
(REACH) was used to estimate the output with the smallest mean, therefore requiring
the largest sample size to detect differences. One could therefore assume that if the
sample size calculated is large enough to show statistically significant differences in
the most sensitive outcome it would be adequate to show differences in other outputs
measured. A one-way ANOVA power analysis was then conducted using PASS®
software. The power of the test and standard deviation was varied to determine the
optimum combination, considering resource limitations. The power of the test refers
to the probability of rejecting a false hypothesis, which should be close to one (or
100%). For the test to have a power of 85% and a standard deviation of 80 a
minimum sample size of 105 respondents (66 from Group A, 18 from Group B, and
21 from Group C) are required. In order to provide adequate information for the
costing, equal numbers of interviews will be conducted from each group of patients.
Therefore 70 interviews will be conducted within each group, with a total sample of

210 respondents. Within the groups, facilities will be sampled proportional to size.
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Table 2
Summary of Sampling Strategy

Group Sample size Facility name Approximate Final sample

required number of patients size

Group A 70 Pharm clinic 1 1,200 42
Pharmacist Pharm clinic 2 800 28
Group B 70 ISPA clinic 1 300 35
ISPA model ISPA clinic 2 300 35
Group C 70 Nurse clinic 1 300 50
Nurse Nurse clinic 2 120 20
210 3,520 210

The ART clinics use an appointment system for patients to collect their medication;
however patients do not arrive at a predetermined time, which makes random
sampling from the appointment book impractical, as all selected patients may be
ready to leave at the same time. Therefore systematic sampling will be used to select
the patients to be interviewed. A list of patients at each clinic will be obtained; the
total number of patients on ART at each clinic will then be divided by the target
sample size for the clinic. The output will represent the interval of sampling. The first
patient to be interviewed will be selected at random and each clinic will be sampled
on multiple days. This would limit the introduction of biases related to respondents
who have systematic differences in for example employment accessing the clinic at

different times of the day as well as different days of the week.

3.5. MEASUREMENT TOOLS

A range of collection tools will be used to inform the cost analysis and are

summarised in Table 3.
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Table 3

Data collection tools and sources

Tool (Sources) Aiming to measure To inform... Target sample size
per strata

Exit interviews Costs incurred by Costing 70

(patients leaving patients in accessing

clinics) service. Access component of

Dimensions of patient the evaluation
access, including direct
and indirect costs, as

well as patient

preference.
Waiting and Duration of Costs of staff time 70
consultation times consultation, Costs of patient’s time
(timing patients in Patient time, and
clinics) Staff time.
Interviews with Portion of time spent Allocation of staff time  All relevant personnel
clinicians and timing of  on dispensing related to dispensing.
tasks (clinical staff, duties.
facility observation)
Costing (facility Cost per visit, Resource use Not applicable
records, facility Total cost, and
observations) Cost per patient treated.

3.5.1. Facility Observation

Patient waiting time and the amount of time clinical staff spend on dispensing related
duties will be determined by observation within the facilities. To determine patient
time, each patient attending the clinic on a given day will be supplied with the
designed observation tool upon entering the facility. The time of entry of the facility,
time in and out of nurse’s rooms, time in and out of doctor’s rooms, time of arrival at
dispensary and time of exit of facility will be recorded (see Appendices). The amount
of time clinical staff spends on dispensing duties/ medication management duties will
be determined by interviewing clinical staff. In order to validate their responses, the

researcher will time the amount of time spent on dispensing duties.
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3.5.2. Patient Exit Interviews

Exit interviews will be conducted with patients selected in line with the inclusion
criteria (see Table 1). The interview guide is attached in the appendices (see Appendix
3). Fieldworkers will administer the interview guide in English, Afrikaans or Xhosa as
appropriate, and the patients’ responses will be recorded on a paper-based interview
guide form. The interview guide has been designed to elicit responses that can be used
in calculating the costs related to accessing ART, for patients receiving care from
facilities using different methods of dispensing and managing ART drugs. It includes
questions on demographic information, frequency of ART service utilisation, direct
and indirect costs incurred during service utilisation, transport to the facility,

affordability of accessing treatment, and patient preferences.

3.6. PILOT STUDY

The interview guide and observation tool will be piloted to ensure that questions are
easily understandable and aimed at the correct level. Furthermore, piloting will help to
determine the nature of potential responses, difficulties in the administration of the
interview guide and observation tool as well as to estimate the ease with which
potential respondents will be recruited relating to the potential for achieving the
required sample size. It will also be useful to determine the approximate time taken to
conduct an interview. The interview guide will be piloted on 10 patients who comply
with the inclusion criteria for sampling. They will be interviewed using the interview
guide. Following the interview, respondents will be asked about the clarity of the
questions, and their understanding and comprehension of the questions. The pilot
study will be conducted in the same population to be studied but not selected into the

sample and responses will not be included in the analysis.

3.7. FIELD MANAGEMENT

Prior to commencement of fieldwork, fieldworkers will be trained and familiarised
with the use of the interview guide. Two fieldworkers (including the principal

investigator) will visit facilities on a predetermined schedule, negotiated with the
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facility staff. One of the fieldworkers will manage the collection of time data while
the other conducts interviews, based on the predominant language spoken at the
facility. Fieldworkers will spend a full day at the clinics in order to sample all
required patients attending the ART clinic at different times of the day, as there may
be systematic differences in patients attending the clinic during different times of the
day. Each patient exit interview will take approximately 15 minutes and an expected
minimum of 8 interviews will be conducted per clinic day. The location where the
interview will be conducted will depend on the individual clinic. This will be
discussed with the facility manager on day one of data collection and a room decided
on that would ensure privacy, and minimal disruptions and inconvenience caused to

the smooth running of the facility and staff members.

3.8. QUALITY CONTROL

Each aspect of the study poses unique problems in maximizing validity and reliability.

The following approaches will be used to maximise validity and reliability:

Improvement of validity

® Fieldworkers will be required to have excellent communication skills, verbal and
literate fluency in English and either Afrikaans or Xhosa. Fieldworkers will be
trained on the terms used in the study, foundations of the subject matter and in the
application of the interview guide.

® Fieldworkers will be encouraged to document any problems or concerns raised
during interviews, and these will be addressed and corrected for during weekly
team meetings and more informal daily report backs to the principal fieldworker.

® Details of interviews, including name of interviewer, time started and time
completed will be recorded on the interview guide and stored, should there be a
need to address quality control concerns.

® The data from interviews will be captured concurrently with data collection, so
that problems can be identified and relayed to the interviewers instantly for
improvements in further data collection.

® Pilot study: the interview guides and observation tool will be piloted on a group of

patients from a facility in the sampling frame. Data from the pilot study will not
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be analysed but used to correct problems with the interview guide as well as
further training for the fieldworkers. It is an opportunity to correct any problems
related to comprehension, understanding or ambiguity. The wording, timing,
presentation and flow of the interview guide will also be tested during the pilot
study.

Attempts will be made to correct for potential sources of social desirability bias,
i.e. patients providing responses they believe to be more acceptable and in line
with societal norms. These issues will be kept in mind while conducting the
interviews and as well as during the training of fieldworkers.

Respondents will furthermore be assured of the privacy of interviews and that
health workers will be not able to access their responses.

Researchers will measure patient time spent waiting in the facilities for treatment

rather than relying on respondents’ estimates.

Improvement of reliability

Fieldworkers will be trained on how to administer interview guides and
irregularities will be identified during questionnaire quality control review and
data capturing. Any concerns will be addressed and corrected.

Double entry of data will also minimise errors introduced during the capturing of
data.

The quality of completed interviews will be checked daily. Missing values will be
identified and fieldworkers requested to provide feedback. This will improve the
quality of the data, as fieldworkers are likely to be able to recall the interview

accurately.
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4. LOGISTICS AND TIME SCHEDULE

Figure 1

Proposed time schedule

YEAR 2009 2010 2011
Oct to Jan to Apr to Jul to Oct to Jan to Apr to
MONTH Dec Mar Jun Sep Dec Mar Jun

Jul to
Aug

Proposal
development

Submission
for ethics &
pgwce
approval

Pilot Study

Data
Collection

Data Analysis

Report write-
up
Submission of
report

Dissemination

Assuming that 8 patient exit interviews will be conducted per clinic day per
fieldworker, and taking into consideration that ART clinics are offered between one
and five days per week, data collection would take approximately six weeks. One
afternoon per week will be reserved for administration, planning and team meetings to

discuss progress.

S. DATA MANAGEMENT AND ANALYSIS

5.1. ACCESS EVALUATION FRAMEWORK

The results of the study will be used to critically assess and evaluate the impact of the

different pharmaceutical care models on access to ART using the Access Evaluation

Framework.
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Figure 2
Access evaluation framework

ACCESS TO HEALTHCARE

Dimensions AVAILABILITY AFFORDABILITY ACCEPTABILITY
Factors
Geographical availability/ Patient costs Expectations and
proximity of facility to attitudes of providers to
patients From a health service patients (and vice
perspective: versa)
Drug “stock outs” affordability of
universal access (Perceived) quality of
care
Underlying
issues Staff mix Consequences of ill Professionalism
health and of paying
Shortage of HRH for health care for Separation of
households prescriber and

dispenser

Root causes Scope of practice

(task-shifting) Constrained resources Power relations

Efficiency

Source: Adapted from MclIntyre, Thiede & Birch (2009)

As discussed previously, access is defined as the “degree of fit” between health
services and the individuals or households that constitute a society (Mclntyre, Thiede
et al. 2009). To evaluate the impact that the different pharmaceutical care models
have on access to ART, factors relating to the three dimensions of access (availability,

affordability and acceptability) as well as their root causes will be explored.

5.2. ANALYSIS OF PRIMARY DATA

The interview guide has been pre-coded for ease of data entry (see Appendix C for
coding used for variables). Data will be double-entered using the Epidata®
programme, which allows for the cross-checking of errors during the second-entry to
ensure that data is entered correctly and will greatly reduce errors introduced during
data capturing. A data-capturing guide will also be compiled for data capturers to
ensure that data capturers capture data in a similar fashion. Furthermore, data
capturers will be trained on the use of the Epidata® software as well as the interview
tools. Following data entry, the data will be exported from Epidata into STATA 10®,
cleaned and prepared for analysis. Any strange or missing values will be identified
during data checking and investigated by going back to the raw data. Estimation/

hypothesis testing will be done at a 5% significance level and 95% confidence limits.
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5.2.1. Univariate distributions

Numerical data will be explored using histograms, the generation of frequency tables
and box plots. This includes respondent characteristics such as age. Numerical data
will be summarised using measures of central location such as the mean and the

variability of data.

Categorical variables will be explored using frequency tables showing proportions for
each category. These include the age and sex distribution, utilisation of ART services,
adherence to treatment, availability, mode of transport, and acceptability of treatment.

Data will be summarised using pie charts and bar graphs.

5.3. COST ANALYSIS

5.3.1. Costing conceptual framework

A marginal analysis approach will be taken to the costing of alternative dispensing
approaches, whereby only costs that differ will be focused on. Costs that are common
to all three approaches (such as the cost of ARTs) will be excluded (Drummond,
Sculpher et al. 2005). The costs associated with the different dispensing systems will
be sourced from expenditure data, primary data collection, and expert opinions. All
costs (except for the policy brief which is targeted at local managers and policy
makers) will be presented in US Dollars, expressed in 2009/2010 prices and inflation

adjustments will be made using CPIX, the Consumer Price Index.

Perspective

In order to make inferences regarding the impact of the different pharmaceutical care
models on the availability of ART, non-health care costs incurred by those accessing
treatment such as cost of transport and other possible barriers would also need to be
considered. Costing therefore takes a societal perspective in defining costs (Luce,

Manning et al. 1996).
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Unit Costs

Unit cost refers to the total economic cost per patient visit, and includes both variable
and fixed costs i.e. costs that do and do not vary with the scale of provision. The
economic definition of cost is based on the concept of “opportunity cost” referring to
the benefits lost because the next-best alternative was not selected and implies that all
resources consumed by an intervention are valued and not only those that could be
represented in a budget (Gold, Siegel et al. 1996; Clewer and Perkins 1998; Johns,
Baltussen et al. 2003). Costs will be categorised into provider (staff time), direct non-

health care (cost of transport) and indirect (patient-time) costs components.

5.3.2. Provider costs

As the costing takes a societal perspective, costs incurred by the patient, the health
system and other relevant individuals are considered. Cost definitions and allocation

basis to be used is summarised in Table 4.

The primary cost difference from the health service perspective relates to the cost of
HRH. Salary costs will be calculated from gross (pre-tax) salary and contributions to
pension and medical funds plus other benefits will be taken into account. Capital costs
are defined as resources that last for more than a year, and under this definition,
training costs should also be included as capital costs. However, in line with the
methodology used in the WHO-CHOICE project, the current level of education of
health professionals is excluded since a reallocation of health system resources does
not affect these costs (Johns, Baltussen et al. 2003). A proxy for the additional cost
relating to level of education would be the salary of the professional, as salary level in
the public sector is directly related to years of experience and level of education. In
the final analysis, the time required to train the respective professionals will be

included in the discussion.
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Table 4
Costs and sources of cost data

Recurrent (health system) costs

Allocation basis
Clinical staff time involved Percentage of time
in dispensing related
activities
(interviews, facility
observation, and payroll
data)

Description

This will include all staff involved in dispensing
(nurse, PA and/or pharmacist). It will be assessed
through timing staff to determine the percentage
of their total time spent on dispensing duties as
defined.

Supervisory staff time
(interviews, facility
observation, and payroll
data)

Percentage of time

In the PA model, in accordance with the
Pharmacy Act a designated supervisory
pharmacist will supervise the PA under indirect
supervision and scheduled supervisory visits.
Time spent at the facility will be calculated as
percentage of total work time.

Direct non-healthcare costs

Social Costs: Costs borne by patients, households and communities

Allocation basis

Description

Transport Direct Patients’ mode of transport and cost of the

(patient exit interviews) transport will be calculated from patient exit
interviews.

Clinic fees Direct ART is provided free of charge, however at some

(patient exit interviews) facilities (such as hospitals) user fees whether
formal or informal may apply.

Cost of treatment Direct These costs refer to costs incurred by patients

(patient exit interviews) when having to purchase medication not provided
by facilities but required due to known side-
effects of ART.

Indirect costs

Social costs

Payment of substitute Direct These costs include the payment of another person

labour to perform tasks the patient would ordinarily

(patient exit interviews) perform but is unable to do so as is accessing
treatment at the facility; this would include the
cost of a childminder.

Income loss on the day of ~ Direct Income loss would refer to the loss of earnings

clinic visit
(patient exit interviews)

from having to forgo work to spend a day at the
clinic.

Since the cost of ART drugs per patient does not vary across programme models,

these costs will be excluded from the analysis. Furthermore, some of the costs of

central administration relating to the overall planning and management of the health

system and not directly related to the health system programmes evaluated will be

excluded (Johns, Baltussen et al. 2003).

Where costs/ expenses are funded by donor funding, these will be specified and

included as at some point these functions will be taken over by a government

department (Creese and Parker 1994).
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5.3.3. Patient Costs

A key characteristic of the societal perspective is the inclusion of time costs, the use
of opportunity costs and community preference (Meltzer and Johannesson 1999;
Garrison, Mansley et al. 2010). The inclusion of productivity losses related to the time
spent by patients travelling to and from the clinic as well as waiting time, is very
contentious in the economic evaluation literature (Drummond, Sculpher et al. 2005).
Previous studies on the cost to patients accessing ART in SA has found that most of
the patients were not employed, few (4 — 16%) indicated any loss of income because
of time spent at the facility or reported paying for substitute labour (4 — 13%) while
visiting the clinic, and for those who are employed, SA labour law enables employees
to have access to paid sick leave which would minimise a loss in income (Rosen,
Ketlhapile et al. 2007). Furthermore, Drummond et al. (2005) point out that during
short-term absences, losses in production could be compensated for by the worker on
their return to work, or by colleagues. Also, for many categories of workers the value
of productivity lost at the margin is likely to be lower than the average wage as all
jobs contain tasks that are less important that are usually forgone as a result of a short
period of absence. However given the lack of paid sick leave in the informal job
market, and in order to include differences in waiting and travelling times between
facility, for the purpose of this analysis, opportunity cost will be reported separately in
the cost analysis, leaving it up to the decision maker as to whether or not to take them

into consideration.

5.3.4. Start-up Costs

Calculating the costs required in upgrading current “medicine rooms” in PHC
facilities to comply with SAPC regulations for dispensing ART will be performed as a
separate costing exercise to avoid double counting of certain categories of costs. The
results will be used to comment on the feasibility of a scale-up of this service at a
PHC level given the resources required. The need for a decentralised ART service in
an effort to provide universal access to treatment is well established. Structural
improvements to PHC facilities to enable accurate dispensing and the safe storage of

medication is essential if the SA DOH is to provide comprehensive care packages at a
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Primary Health Care clinic level. However, in terms of this analysis, adequate
dispensing areas are only essential for the ISPA or pharmacist pharmaceutical care
models, as when nurses dispense pre-packed ART medication, designated SAPC
approved pharmacies within PHC facilities are not required as pharmaceutical
services are provided from a hospital or day-hospital. The costs associated with
setting up a dispensary in a PHC clinic to the standards required for registration with
the SAPC are included in this study as these costs could conceivably be a barrier to
the scale-up of an ISPA pharmaceutical care model. Section 22A of the Medicines
and Related Substances Act 101 of 1965 as well as Regulation(s) 1.2 and 1.3 of the
Regulations pertaining to the Pharmacy Act 53 of 1974 specifically relates to the
handling, storage and minimum standards for pharmacy premises, facilities and

equipment (PSSA Pharmacy Law Compendium: PRE 174 — 185).

Expenditure data relating to the start-up cost of setting up a SAPC approved

dispensary in a PHC clinic will be sourced from expenditure reports and suppliers.

5.3.5. Costing Assumptions

Where applicable, it is assumed that a working day has 8 working hours and that a

month has 22 working days.

5.4. UNCERTAINTY

In conducting an economic evaluation, certain costing assumptions are made, which
could have important implications for the decision making process. The analysis is
subject to uncertainty relating to data requirements, the choice of analytic method as

well as the generalisability of the results (Briggs, O'Brien et al. 2002).

The percentage of time and types of staff involved in dispensing related activities will
be determined by observation in the facilities (timing) and the percentage time
allocated will then be varied in order to test the assumption of time spent on

dispensing duties and its impact on total costs.
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6. BUDGET

The proposed budget for the study is summarised in Table 5. This study will be
funded by the National Research Fund (NRF) South African Research Chair: Health
and Wealth program. Unit costs were derived from the UCT planning and budget

guidelines (version 05/10), available from www.uct.ac.za/usr/finance/notices/

budguilO.xls (Accessed 24 November 2009).

Table 5
Outline of Budget
Item Description Qty required Unit cost Total
Translation Translation of 8 pages R150 per page R1200x 2
interview guide R2 400
training guide into
Xhosa and back
translation.
Printing Printing of Research  Interview tools: R0.40 per page R792
information sheet, 8 pages x 220
consent form, 1,760 pages
interview guide and  Observation tool:
observation tool. 1 page x 220
220 pages
Labels Printing of patient 440 labels R0.45 per label R198
number labels. (2 labels per
participant)
Travel Travel to and from 145 km (average  R2.92 per km R8 468
facilities during data  daily travel)
collection x 20 days = 2,900
(fieldwork co- km
ordinator).
Fieldworkers A fieldworker to be  One full-time R8,500 per R8 500
employed to assist fieldworker month (includes
in conducting employed for 6 travelling costs
patient exit weeks. and food)
interviews.
Stationery Pens and pencils R100
Total R20 458

An interview training guide will be developed and translated into both Xhosa and
Afrikaans, which are the dominant languages spoken in the Western Cape.
Professional translation will only be required for the Xhosa translation, as the
researcher will perform the translation into Afrikaans. Following the initial
translation, the training guide will then be back-translated from Xhosa into English to
ensure the quality and the correct interpretation of the translation. Numerical labels
will be printed to represent the patient number. There will be two labels of each

patient number, and one will be attached to the signed consent form and the other to
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the patient exit interview guide. Travel costs of the fieldwork co-ordinator were
calculated by averaging the distances to be travelled to and from the respective
facilities per day, and the average distance (measured in kilometres) per day was then

multiplied by an estimated number of days of supervision visits.

7. ETHICS

Potential Benefits

There are no personal benefits to participation in the study; however it could benefit
the community through the future planning and efficient delivery of health care
services. This study will directly benefit the communities in which the research is
conducted as it informs methods of decentralising ART and improving the availability

of treatment.

Potential Harms

While the study does not involve invasive procedures, potential harms to participants
of the patient exit interviews involve the loss of anonymity in the process of
interviewing. These harms are most acute in communities where HIV infection is
stigmatised and people who are HIV positive are reluctant to reveal their status for
fear of discrimination and stigmatisation. Taking care in ensuring confidentiality
during the interviewing of patients will minimise these harms. In each facility

selected, private rooms will be used for conducting patient exit interviews.

Accountability

Permission will be obtained from the relevant health authorities and facility managers
for the interviews and data collection. A patient information sheet will be designed to
provide participants with a background to the study, emphasising their role in the
study, measures employed to protect their confidentiality as well as their right to opt
out of the interview/ survey at any point (see Appendix 1). Signed informed consent
will be collected during the patient exit interviews (see Appendix 2). Consent forms
as well as patient exit interviews will be translated and conducted in any of the three
most prevalent languages spoken in the Western Cape, English, Xhosa and Afrikaans.

The contact information of the researchers as well as the ethics committee will be
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stated in the patient information form, which will be given to participants to keep.

This will improve the accountability of the researchers.

Incentives
There will be no monetary compensation for participants of the patient exit

interviews.

8. DISSEMINATION OF FINDINGS

This study will be submitted towards fulfilment of the requirements set for a Masters
in Public Health (MPH), specialising in Health Economics. A journal article and
policy brief will be written on the findings and a research report submitted to the
Western Cape Provincial Department of Health. Findings will be presented at regional
conferences attended by public health sector staff. A summary report will also be

made available to the facilities participating in the study.
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Part B: Literature review

9. INTRODUCTION AND METHODOLOGY

The objectives of the literature review are to identify studies measuring the costs and
outcomes of pharmaceutical service delivery models, to understand some of the
reasons for the scarcity of Human Resources for Health (HRH) in Sub-Saharan
Africa, the theory and empirical research around task-shifting and the impact on

patients’ access to health care.

Databases used in searching for and identifying research studies included MedLine,
PubMed, Google Scholar, conference abstracts and presentations, as well as the South
African National Health Research database and the Cochrane Library. Resources were
included from published sources and grey literature, opinion or policy reviews,
literature reviews as well as primary research. As studies on health human resources
in developed nations lacked generalisability to the South African setting, there was an
emphasis on research conducted in Low- and Middle- Income Countries (LMIC),
although research from developed countries was not excluded. In addition to the
database searches, a snowball approach was used to identify potential articles from

the reference lists of relevant articles.

10. DRUG SUPPLY MANAGEMENT

Access to essential medicines is often constrained in less developed or impoverished
countries, and the availability of essential medicines is considered to be a proxy for
the quality of care in a country. There are many country and region specific reasons
for a lack of access to essential medicines, but the reasons can broadly be summarised

into the following categories;

® alack of sustainable funding,
® poor planning and management of drug procurement and distribution processes,

® and a shortage of pharmaceutically trained HRH.



These issues are becoming even more urgent and the battleground for access to
essential medicine now also includes ART due to the high economic costs of
treatment failure (Vogel and Stephens 1989; Quick, Boohene et al. 2005; Harries,
Schouten et al. 2007; Waako, Odoi-adome et al. 2010).

Many studies commenting on problems with drug stock outs or lack of essential
medicines in countries focus on the financing and procurement aspects of drug
supply. However, Windisch and others argue that in reality, many other components
of service delivery, not directly related to supply chain management, may impact on
the availability of medicine such as the adequacy of infrastructure and HRH
(Windisch, Waiswa et al. 2011). External funders supporting ARV services might
attempt to mitigate these conditions by implementing parallel systems of drug
distribution. In Malawi, for example, it was found that a focus on a single first-line
regimen for ART simplified the process of drug ordering, drugs were then packaged
into easy to use “starter packs” and “continuation packs” to assist in distribution at
facility level. In addition drug level “ceilings” were decided on and quarterly data on
patient outcomes were used to calculate future drug needs. In addition, a parallel
procurement agency (i.e outside of government structures) was used where the
government procurement system was weak (Harries, Schouten et al. 2007). While
these initiatives worked initially, it did not strengthen the countries’ drug procurement
and distribution systems and the parallel system started failing as the ART service
grew and new drug regimens were added to the requirements (Schouten, Jahn et al.

2011). The study concluded that a more systemic approach needs to be taken.

One of the needs of a functioning drug procurement and distribution system is
pharmaceutically trained HRH. A survey of HRH found that in Malawi the vast
majority of mission facilities were severely understaffed with as few as 20% having
any pharmaceutically trained staff, and Uganda fared only marginally better at 22%
(Waako, Odoi-adome et al. 2010).



11. HUMAN RESOURCES FOR HEALTH

Human resources to treat HIV/AIDS is considered to be one of the main constraints to
achieving universal Anti-Retroviral Treatment (ART) coverage (Kober and Van
Damme 2004; Hirschhorn, Oguda et al. 2006; Barnighausen, Bloom et al. 2007; Van
Rensburg, Steyn et al. 2008). Current ART coverage for LMIC is estimated to be
28% to 32% and according to Barnighausen et al. (2007) will drop to between 16%
and 19% by 2017, if human resources for health (HRH) production rates are kept
constant, considering the inflow of people needing treatment (Barnighausen, Bloom et

al. 2007).

HRH can be broadly defined as “the stock of all individuals engaged in the
promotion, protection or improvement of population health” and, according to the
World Health Organisation (WHO), includes those working in the public and private
sectors, in clinical, research as well as public health interventions (World Health
Organization 2000). Globally it has been found that there is a close correlation
between the number of qualified health workers and key health outcomes related to
the quality of health care, such as the infant mortality rate, immunization coverage
and maternal survival. This is thought to be because, within a health system, qualified
health workers function as gatekeepers for the efficient or wasteful use of all other
resources such as drugs, vaccines and supplies (World Health Organization 2006).
Given the importance of HRH to a country, it is not surprising that there is a heated
debate on the best method of calculating the need for HRH, which impacts on
planning and capacity building. HRH planning attempts to match the available supply
of trained health workers with the demand for the resources, and is not only a
technical process, but also a political one. Decisions related to the number, types and
distribution of health workers depend on political, and economic choices as well as
the social values that underlie a particular health system and country (Fulop and
Roemer 1987; Birch, O'Brien-Pallas et al. 2003; Dreesch 2005). While there are
several different technical approaches used in estimating HRH needs in a country, a
production function which looks at the factors influencing the inputs and outputs is

useful.



11.1. INTRODUCTION TO THE HRH PRODUCTION FUNCTION

If one were to consider the need for HRH as a production function (see Fig. 1)
representing the relationship between the quantity of inputs used (human resources)
and the quantity of outputs produced from those inputs (for example, the number of
patients receiving ART), the output produced from a given number of providers can
be said to depend on a number of production factors (O'Brien-Pallas, Birch et al.

2001; Birch, O'Brien-Pallas et al. 2003).

Figure 1: Human Resources for Health (HRH) production function
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Provider level production factors include, the quality of training that staff receive,
their level of experience, productivity, morale and attitude towards patients, in this
case people living with HIV/AIDS. These individual provider related production
factors will influence staff’s efficiency and thus ultimately the number of staff that
need to be employed. Productivity, defined as the ability to render a service, is further
impacted by HIV in that health workers can contract HIV themselves and in addition,
absenteeism can be high due to workers needing to attend to family members who are

ill (Hirschhorn, Oguda et al. 2006).

The determinants of service outputs in the HRH production function are not restricted

to the characteristics of the HRH workforce. Human resources do not provide care in



isolation, but use their skills and knowledge in combination with other human and
non-human resources to provide health services to meet the needs of the population.
Therefore system factors that may influence the extent of the need for HRH include
the range of care offered, staffing models, visit frequency, facility characteristics, the
type of facility or sector, the current facility resources, facility ART experience,
characteristics of the patient population as well as local and national support for the
implementation of HIV/ART programmes (Hirschhorn, Oguda et al. 2006). On a
more global level, the scarcity of HRH as well as the push and pull factors impacting
on the migration of HRH away from developing countries towards more developed
countries also impact on the availability of HRH. These factors in turn influences
national policy towards a shifting or reallocation of tasks (task-shifting) towards less
internationally mobile health workers (these concepts are discussed in more detail in
chapters 10.2 and 10.3). At a local level, the frequency and intensity of patient visits
is dictated by the severity of the patient’s condition, maturity of the programme,
national guidelines and intensity of the management of adherence and side effects,
which influence the demand for health care and therefore HRH. The more
experienced staff are in HIV management, the more productive they will be and the
lower the staff requirement is (Cleary 2010). At a new site, the number of patients on
ART will tend to increase slowly as staff and site experience increases and patients
are initiating treatment but after some time, more and more patients will be coming
for follow-up treatment and therefore the patients in care will grow rapidly for a
period of time even without additional staff. However, as the site nears full capacity,
more patients will experience treatment failure or toxicities and the site’s ability to
manage patients and enrol new patients will decrease unless additional resources are

added (Hirschhorn, Oguda et al. 2006).

In theory, we would want the combination of inputs that minimises the cost of
producing the required services while maximising the outputs. However, the
availability of certain inputs (such as HRH) may constrain the range and type of

production processes that can be used (O'Brien-Pallas, Birch et al. 2001).



11.1.1. Skills mix

In 2006 the World Health Report concluded that “in many countries the skills of
limited yet experienced professionals are not well matched to the local profile of
health needs” (World Health Organization 2006). Where the skills mix is not matched
to local need, health care services become less available, and where available they

become less affordable (Fulton, Scheffler et al. 2011).

If we consider the production function from a different perspective (see Figure 2), we
see that the optimal staff mix would be the combination of HRH provided at a
particular quality for the lowest cost, and this is considered productively efficient. The
number and mix of staff required can be depicted in a production function graph,

represented in Figure 2 below.

Figure 2: Graphical representation of the Human Resources for Health (HRH) production function

Source: Fulton et al. (2011)
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Figure 2 represents the nurse to physician staff mix in a particular health service. The
horizontal axis represents the number of physicians and the vertical axis represents the
number of nurses. The straight line that intersects the axes represents a fixed budget
constraint along which total staffing costs are equal. Where the budget constraint line
intersects the horizontal axis, the entire budget is used for physicians and where it
intersects the vertical axis, the entire budget is used for nurses. The curve Q:

represents a particular quantity of health services produced by a mix of physicians and



nurses, while Q; represents a different quantity that is greater than Q2. The figure
shows a productively inefficient skills mix (point A) and a productively efficient skill
mix (point B). Point A is not productively efficient as the service provider could
decrease the number of physicians from Pa to Pg and increase the number of nurses
from N4 to Np — this change would not increase costs but would produce a greater
quantity of health service (Q; > Qz). The productively efficient point is where the
quantity of services at a given quality is maximised subject to the available budget

(Fulton, Scheffer et al. 2011).

One can therefore see that if a country were to employ too many expensive
physicians, it would exponentially decrease the amount of nurses that they’ll be able
to employ, which significantly decreases the availability of services. Conversely, if a
country only employs nurses, this could conceivably decrease the quality of service
patients experience as specialist medical services may not be available. Skills mix
decisions for a health service are influenced by health care worker associations,
licensure requirements and scope of practice and will impact on the availability of a

service as well as the affordability of scaling-up to universal access.

11.2. SCARCITY OF HUMAN RESOURCES FOR HEALTH

Sub-Saharan Africa, which has the greatest burden of health need, has some of the
lowest health worker to population ratios (World Health Organization 2006). There
are several factors that contribute towards a scarcity of HRH, including lower
economic incentives, poor working conditions and a straining education system. This
maldistribution of resources relative to need is often referred to as Hart’s inverse care
law, which was described by Julian Tudor Hart in 1971 and relates to the effects of
market forces in health care (Watt 2002).

The availability of good medical care tends to vary inversely with the
need for it in the population served.

JH Hart, 1971



Hart further argued that ‘no market will ever shift corporate investment from where it
is most profitable to where it is most needed’ (Watt 2002). This can also be said to be

true of HRH, for which an international market has developed.

The maldistribution of HRH according to need is evident at multiple levels; at an
international level with the international migration of health workers from developing
countries to more developed countries, and within countries HRH distribution is often
skewed towards the urban areas and private sector health care. On average, about one
third of a country’s stock of HRH works in the private sector serving only a fraction

of the population (World Health Organization 2006).

In recent years high-income countries such as Australia, Canada, Saudi-Arabia, the
USA, the United Arab Emirates and the UK have been using their buying power in
the form of better salaries, living conditions and a more stable economy to purchase
scarce, trained health care workers from developing nations (Chen, Evans et al. 2004).
On the one hand, one could argue that the migration of health workers may have
economic benefits for both countries as capital-rich countries gain an influx of scarce
skilled labour and labour-rich countries are compensated in remittances (formal and
informal) which go directly to households, contributing to broad based income growth
in migrant sending areas and promoting poverty alleviation and development (Taylor

1999; Record and Mohiddin 2006).

However, where migration outstrips training, a shortage of staff would make it
extremely difficult for the ‘exporting’ country to deliver essential health services and
keep up the training output required. In the United Kingdom, almost one in ten
doctors were trained in Africa (Mills, Schabas et al. 2008). In terms of the impact of
large scale HRH migration on the delivery of essential health services, it has been
shown that as the density of health-care workers in a country decreases, the mortality
rate increases. Based on the effect on the health of the ‘exporting’ country, Mills et al
(2008) call for the active recruitment of health workers from developing countries by
developed countries to be considered unethical and should be prosecuted by the

International Criminal Court (Mills, Schabas et al. 2008).
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The problem with Mills and colleagues’ argument is that it assumes that people have
no influence over their environment or circumstances, but as Robinson and Carey
suggest, migration decisions are ultimately not made in isolation but are influenced by
the wider political, social and economic context of a country (Robinson and Carey
2000). This viewpoint is echoed in Siegfried and Pienaar’s comment on Mills’ article,
which argues that it is important to consider the migration “push factors” of a country
such as South Africa, where it is not only health professionals who are migrating but
that they are part of a bigger wave of migration of skilled professionals. Siegfried and
Pienaar further quote the results of a survey conducted by the South African
Migration project which found that health professionals who emigrated said that the
general conditions in the country (including a lack of security, personal safety and
concern for their children’s futures) were a bigger “push factor” than poor working
conditions. Siegfried and Pienaar therefore concluded that the increasing of
regulations to stem the migration of health workers would undermine human rights at
an individual level (Siegfried and Pienaar 2008). The approach of Yassi et al., which
suggests that instead of well resourced countries having an ethical obligation to stop
migration, they have an obligation to improve the working conditions and knowledge
base in resource poor countries, seems more balanced and achievable (Chen, Evans et
al. 2004; Yassi, Bryce et al. 2009). Similarly Mackintosh argues that there should be a
form of restitution from countries accepting health professionals trained in Sub-
Saharan African countries towards the country training health professionals, in order
to compensate for the benefit from skills not created through investment in training

(Mackintosh 2007; McIntyre and Mooney 2007).

Similar to international migration, scarcity is often experienced within countries in
terms of a rural/ urban bias with a greater concentration of health care professionals
practicing in urban settings, which leads to people living in rural communities having
less access to health care, crowded clinics and lower quality of care (Reuter and
Couper 2007; Thiede, Akweongo et al. 2007; Hawthorne and Anderson 2009).
Strategies that have been used to improve the distribution of HRH include direct
financial incentives, benefits derived from training opportunities, or financial
assistance in exchange for a commitment to work in rural areas (Lagarde and Blaauw

2009).



A review of discrete choice experiment studies to analyse health care providers’
preferences for different job characteristics in both developed and developing
countries, showed that non-financial incentives are often more powerful than financial
incentives. Non-financial strategies that are used to retain HRH include; encouraging
the recruitment of students who appear more likely to work in rural areas after
graduation, increasing the sensitization of health students to rural areas, the
improvement of working conditions in remote areas, more flexible working
arrangements and improving access to communication (Reuter and Couper 2007;
Lagarde and Blaauw 2009). A qualitative study conducted in South Africa which
examined different options for encouraging health care professionals to work in rural
practice, found that health care professionals with a rural origin, or having been
exposed to rural practice during training, as well as exposure to rural role models

were more likely to continue working in rural settings (Reuter and Couper 2007).

In conjunction with international migration, and a preference for urban over rural
posts, South Africa also experiences a strong pull of health workers away from the
public service and into the private sector, with approximately 43% of professional
nurses being employed in the public sector which serves more than 80% of the
population (Van Rensburg, Steyn et al. 2008). The reasons for this exodus relates to
low pay and poor working conditions (Hirschhorn, Oguda et al. 2006). In an effort to
mediate this effect on the health system, the South African government has mandated
a 3 year compulsory in-service training for doctors, two years of which is called
internship and 1 year of community service. Other health care professionals similarly
have to complete a year of community service working in a public institution after
completion of graduate studies. This provides some reprieve and there is the hope that
health professionals would choose to stay on in the public sector after internship and
community service. Another important strategy that has been used in South Africa to
retain health professionals in the public sector and to draw them back from the private
sector is the Occupation Specific Dispensation (OSD) which is a financial reward
structure aimed at improving the compensation of all health professionals in a fair
manner for their skills. Unfortunately due to the manner of the negotiations, the OSD
has left some doctors (especially mid-level doctors with some experience) feeling
unappreciated and not compensated to the same extent as their peers in private

practice (Parkes, Abratt et al. 2009).



It can therefore be concluded that where health professionals are severely underpaid
compared to their counterparts in private practice, financial incentives will present an
enticing carrot to leave the public sector. Therefore, a combination of financial
strategies as well as an improvement in working conditions for health workers may

assist in retaining health workers in the public sector.

11.3. TASK-SHIFTING

Apart from staff-retention and improved production strategies, a common response to
HRH shortages in poor-resourced settings is the use of substitute health workers, such
as mid-level workers or lay workers for non-technical tasks, to relieve pressures on
health professionals (Van Rensburg, Steyn et al. 2008). Task-shifting can be defined
as the delegation of tasks from highly skilled workers to cadres with either less
training (but still capable of doing the work) or more narrowly tailored training
(Callaghan and Schneider 2009). The primary aim of task-shifting is to increase
productive efficiency and that the efficiency gain may lead to improvements such as
increased patient access, lower health worker training and wage bill costs, and a
decrease in the health workforce shortage relative to need. Another objective of task-
shifting is to decrease the time needed to mobilise a scale-up in the workforce
according to the health needs of the population, as the cadres require shorter training

times (Fulton, Scheffer et al. 2011).

Different types of task-shifting have been described: (1) indirect substitution or
delegation of tasks to an existing but different profession (e.g. delegation of tasks
from a doctor to a nurse); (2) direct substitution to a less-trained/ mid-level worker
within the same profession (e.g delegation of tasks from a professional nurse to a
nurses assistant); (3) the delegation of non-technical tasks to lower trained or lay
cadres of staff (e.g. employing administrative staff or community health workers to
take over some of the roles and duties of nurses); and (4) the creation of a new level
of health worker (e.g. pharmacists assistant) (Dovlo 2004; Van Rensburg, Steyn et al.
2008).



While task-shifting has been occurring for decades, it is seen as becoming more
urgent, because of the health care needs of HIV/AIDS patients and needing to prevent
people with other conditions from being squeezed out of the health services
(Fleischer, Kevany et al. 2010). Until recently, much emphasis had been placed on the
assumption that staff needs for HIV care differ dramatically from primary care
services and are more “doctor intensive”. However, there have been proposals to
simplify treatment regimens and move towards task-shifting, together with an
emphasis on the involvement of local communities (Stevens and Lehman 2009). In
South Africa there has been a move towards a nurse-based, doctor-supported ART
service to be integrated into the District Health System (SANDH 2007; South African
National Department of Health 2007; Colvin, Fairall et al. 2010).

Task-shifting can have many benefits. In a multi-country study, Huicho et al. (2008)
found that in underserved rural areas where health care needs are the greatest, health
workers with longer pre-service training (i.e. doctors) are less available than those
with shorter pre-service training (i.e. nurses) (Huicho, Scherpbier et al. 2008). A study
performed in Mozambique found that there was less out-migration by mid-level
workers trained in the country than physicians. They found that 90% of mid-level
workers recruited from rural areas, returned and stayed in rural areas for a minimum
of seven years after graduation compared to 0% of physicians. This is thought to be
due to the ease with which physicians’ skills are transferable to other countries as
training is based on European standards (Dovlo 2004; Kruk, Pereira et al. 2007).
Task-shifting whereby people are trained on an in-service basis, could therefore assist

in the retention of skills where they are most needed.

Quality of care has been mentioned as an argument against task-shifting (Philips,
Zachariah et al. 2008). Research has however found evidence to the contrary. A
comprehensive multi-country study by Huicho and others, comparing the performance
of different categories of health workers trained in Integrated Management of
Childhood Illness (IMCI) and child mortality, found that the quality of care (defined
as compliance with IMCI guidelines for assessment and treatment of sick children)
did not differ between those with longer and shorter duration of pre-service training.
The IMCI treatment was delivered in primary health care facilities. One of the

explanations offered is that health workers with shorter duration of training might be



more willing to comply with standard clinical guidelines than health workers with
more training who might be accustomed to taking short cuts or delegating some tasks
to clerks, such as counselling and dispensing medication (Huicho, Scherpbier et al.

2008).

The use of task-shifting in poorly-resourced areas could therefore alleviate the most
urgent needs by providing a health worker who is skilled, works according to standard

operating procedures and is less likely to migrate.

12. PHARMACEUTICAL CARE: THE ROLE OF THE PHARMACIST

Pharmaceutical services experience the same workload pressures and staff shortages
that plague other HRH. In fact, during the initial roll-out of ART in South Africa the
focus was on increasing access to drug supply, by for example lowering the cost of
ART drugs and negotiating for the production of generic drugs. However, limited
effort has been directed towards ensuring that the systems, processes and human
resources associated with the safe provision of drug therapy are available (King and
Fomundam 2009). This is becoming more crucial as the ART programme is being

scaled-up and adherence to treatment over the long term is becoming a concern.

Studies in developed countries have found that support from pharmacists can
positively affect adherence and has a strong impact on promoting good clinical
outcomes in patients on ART (Horberg, Hurley et al. 2007). In developing countries,
the role of pharmacy staff in supporting the ART program varies considerably and
pharmacists’ skills are often underutilized (Walkowiak and Keene 2004).

Pharmacy as a profession, has in recent years reoriented its practice from a clinical
service model to a pharmaceutical care model (Blantyre 2007). Pharmaceutical care
refers to the direct, responsible provision of medicine-related care designed to achieve
definite outcomes that improve a patient’s quality of life. Beyond simply handing out
medicine, the concept of pharmaceutical care refers to a far more responsible role of
promoting adherence to therapeutic regimens, investigating and addressing problems

such as over dosage, sub-therapeutic dosage, adverse drug reactions, medication



errors and untreated indications. The lack of trained pharmacists therefore creates
severe disease management challenges in a country, despite the fact this extended role
of pharmacists are often not possible in a resource-limited setting (King and

Fomundam 2009).

12.1. PHARMACISTS IN PRIMARY HEALTH CARE

In 2005, the UK National Health Service (NHS) launched an initiative called
“Choosing Health through Pharmacy”, aimed at enhancing the pharmacist’s
contribution to improving public health and reducing health inequalities through
pharmaceutical care (United Kingdom department of health 2005). The initiative
presumes that on the basis of their knowledge, skills and proximity to the public,

pharmacists are an untapped resource for health in the United Kingdom.

Studies examining the benefits of pharmacists in primary health care had mixed
results. Evidence suggests that pharmacist-led medication reviews, focused on high-
risk patients with conditions that alter drug handling by the body and where patients
receive multi-medication regimens, improves patient outcomes compared to no
comparable service (Nkansah, Mostovetsky et al. 2010). However, there is a paucity
of evidence on the impact of pharmacist-led medication reviews when the service is
provided by another health care professional, such as in nurse-led dispensing. The
difficulty in assigning a value to the service provided by pharmacists often lies in the
outcome measure used. Notably Holland et al. (2008) in their systematic review
excluded patients’ improvements in knowledge and adherence and focused on more
measurable effects such as hospital admissions and deaths in older people (Holland,
Desborough et al. 2008; Silcock and Petty 2008). It could be argued that the value of
pharmacist intervention lies in imparting knowledge and the changing of prescribing
practices. Monroe et al. (1997) and Dooley et al. (2003) concluded that pharmacists
are cost saving when one considers total monthly medical costs, as pharmacists put
measures in place to promote rational prescribing (Munroe, Kunz et al. 1997; Dooley,
Allen et al. 2003). There is however a lack of similar evidence in resource-poor

outpatient settings, where the service is provided by another health care professional.



12.2. TASK-SHIFTING: THE PHARMACISTS ASSISTANT DEBATE

The World Health Organization’s (WHO) guidelines recommend a minimum country
average of 1 pharmacist per population of 2 300 people. An overview of the state of a
selection of developed and developing countries shows the range of population to
pharmacist ratios with developed countries (and countries who often actively recruit
health care workers from other countries) falling well under the WHO
recommendation of 2 300 people per pharmacist (see Table 1). Conversely, as can be
expected, developing countries, with less pharmacy schools have higher population to

pharmacist ratios.

Table 1: Pharmacy health human resources (King and Fomundam 2009; Sanchez 2010)

Name of Nr of Nr of Population/ i urban : Formal ph.armacy Nr of
Country pharmacy pharmacists pharmacist* Population? rural* tech/a'ss'lstant asistants
schoolst training

USA 14 249 642 1153 287 842 000 # yes #
CANADA 10 27 078 1193 32 307 000 # yes #
UK 27 29 726 58 042 000 # yes #
CUBA 3 2 962 1193 000 # yes 70471
SA 9 11 097 48 073 000 # yes 1424
BOTSWANA o 140 1839 ooo # yes 193
SWAZILAND o 46 1124 000 46/0 # 24
LESOTHO o 17 17 353 1995 000 # yes #
UGANDA 4 215 133 484 28 699 000 209/9 # 473
ZAMBIA o 68 172 618 1 738 ooo # # 332
MALAWI 1 37 424 108 15 692 000 # # #

*WHO guidelines recommend 1 pharmarist per popailatinn af2 300 (public + private)
*apps.who.int/globalatlas/docs/HRH /html/Geo_ctry.htm
*hst.org.za/healthstats/283/data

¥population estimates: esa.un.org/unpp/index.asp
Facademic_institutional_membership.fip.org/world-list-of-pharmacy-schools/
TSanchez, AM.2010. Pharmacy Education in Cuba. Pharm World Sci.

From Table 1, one can see that there is a severe shortage of pharmacists to provide
pharmaceutical care in South Africa (and many other developing countries). With the
overwhelming increase in demand for ART, it is no surprise that pharmacies and
pharmacists are unable to cope. This is aggravated by regulatory authorities which
might not have the funding or resources available to enforce applicable laws or to
carry out research to amend policies (King and Fomundam 2009). Therefore, an array

of health care professionals is known to dispense medication. In South Africa,



provision is made in the law for nurses themselves to prescribe and dispense

medication.

Pharmacists Assistants (PA) are used in many countries as a form of mid-level
worker, who is practically skilled to perform a specific function but is not as highly
trained as the pharmacist. The PAs are therefore used to perform the so-called “lick
and stick” pharmacy operation, which frees the pharmacist up to check for medication
errors, spend time on counselling patients during dispensing and providing a more

patient-centred service (Canadian Pharmacists Association 2008).

South Africa has policies and regulations in place that could enable the task-shifting
of pharmaceutical services to professional nurses or PAs where pharmaceutical
services are lacking in order to ensure access to essential care. This enables
professional nurses to provide a complete service of managing and dispensing ART in
a Primary Health Care (PHC) setting. These practices would however take time away
from the clinical duties of the health professional and could restrict scale-up of
services. In light of the severe shortage of nurses in South Africa, this may not be a
viable solution (Schulman, Makani et al. 2009). The South African Pharmacy Council
allows for the registration of PAs, a category of mid-level worker who are trained and
employed in pharmacies, to perform administrative or repetitive tasks essential in the

operation of a pharmacy (South African National Department of Health 2007).

The Pharmacy Act 53 of 1974 deals with the scope of practice, training as well as
registration of PAs. It also allows for PAs working under the indirect supervision of a
pharmacist in government facilities. The provisions under which a PA can dispense
under indirect supervision, include that medication is provided in patient-ready packs
or re-packaged for this purpose at the hospital or provincial depot. It is further
specified that a PA working under indirect supervision must be visited once a month
by the Designated Supervisory Pharmacist (DSP) and that such visits should be

documented (Medecins Sans Frontieres 2007; Honermann 2009).

In South Africa’s PHC system, the PA is a crucial team member in the nurse-driven
service with only visiting doctor’s support (Du Preez 2009). However, many

pharmacists are still concerned about delegating tasks for which they feel accountable
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and therefore see PAs as a threat as opposed to an opportunity (Gray, Gengiah et al.
2006). In conjunction with this, PAs are currently trained through a form of in-service
learnership with a pharmacist acting as tutor and responsible for their training. This

can be an onerous task in an already resource-limited pharmacy.

Following the release in 2006 of the SA Department of Health’s human resource plan
for health, there has been an increased push to develop mid-level workers for all
health professions. This has resulted in increased pressure on the SAPC to use the
lessons learnt from the PA programme and revamp the pharmaceutical care mid-level
worker (White 2007). The intention is to replace the concept of PAs, and to change
the training to include more academic content. The new grade of mid-level worker is
to be called a Pharmacy Technician and the intention is to give them more
responsibility but still under supervision (whether direct or indirect), with the
authority to supervise and train more junior assistants (Dring 2007; Osman 2010).
This will certainly assist pharmacists in improving pharmaceutical services in the

public sector and improve patients’ access to treatment.

12.3. MODELS OF ART DELIVERY

In Working Together for Health: The World Health Report 2006, the WHO highlights
that in many countries the skills of scarce and expensive health professionals are not
well matched to the local profile of need (WHO 2006). Therefore, even where
methods of task-shifting are used but not used appropriately or efficiently, instead of

improving access it would make health services less available, and where available

less affordable (Fulton, Scheffer et al. 2011).

The model of ART service delivery will influence the number and mix of staff
required to provide an ART service and this depends on several factors (see Figure 1).
These include the spectrum of care provided by sites, the level of integration into the
primary health care system, and the frequency and level of skills required per patient
visit. When it comes to the spectrum of care, a specialist, hospital based ART service
maximizes the use of specialists trained in ART care and support, resulting in higher

ART patient-to-staff ratios and can play an important role in the management of



complicated ART patients from other sites, but due to the scarcity of ART specialists
this system limits patient access to treatment or greatly increases travel and time costs.
Conversely, the primary care service provision model allows providers to develop
expertise in ART, will require more staff per patient but allows for a more integrated
and decentralized approach, which ultimately facilitates access to ART. The
integration of ART service into the primary health care service will change staff
requirements and needs to be accompanied by the supply of additional HRH to
prevent the crowding out of other services and to decrease the risk that expansion of a
well-funded programme will weaken other health services by competing for the same
HRH (Hirschhorn, Oguda et al. 2006; Van Rensburg, Steyn et al. 2008; Hanefeld and
Musheke 2009).

With the need for the expansion of ART services in South Africa, the South African
government in conjunction with partners and stakeholders have authorised the down-
referral of patients stabilized on ART from hospitals to PHC clinics. This will
alleviate the patient load on the hospital pharmaceutical service as well as decrease
the cost of transportation to collect medication for patients. The shortage of
pharmacists at primary health care clinics has led to the deployment of pharmacists’
assistants and nurses to support the expansion of the ART programme and to ensure
that patients get their medication. In different provinces and districts of South Africa,
different approaches have been explored, but evidence on the effectiveness of these
measures in improving access to treatment is still lacking (Walkowiak and Keene

2004; Colvin, Fairall et al. 2010).

One option is that prescriptions are prepared at a nearby hospital and delivered to the
clinic closest to the patient’s home or place of work. The prescription is packaged
with the needed information and delivered for nurses to dispense (Colvin, Fairall et al.
2010). The nurse will then review the patient’s progress, and returns the progress

report and any uncollected medication to the hospital.

A recent development which is currently under scrutiny, involves the amendment of
the antiretroviral therapy guidelines to allow primary care nurses to “place their
patients on ART using predetermined national guidelines, re-prescribe using those

regimens and manage stable patients”, subject to completing the national training
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programme for nurses (NIM-ART), access to experienced physicians to provide
support, referral measures in place and ongoing clinical mentoring (Househam 2010).
This option has become feasible as the criteria for starting patients on ART has
changed and relatively healthier patients with better projected outcomes are now
starting treatment, who are easier to manage, although little evidence exists that this

will be a safe and effective method of ART service provision.

An option used in the Western Cape involves PAs dispensing ART in PHC clinics
under the indirect supervision of a pharmacist. Additional training is provided for
assistants, along with a clear description, standard operating procedures and
monitoring tools implemented to set standards for practice and to facilitate effective
oversight. An adaptation of the above scenario is where pharmacists visit the PHC
clinic once a week to dispense ART or check scripts prepared by a PA and the
medication is then handed to the patients by either the pharmacists or nurses working
in the PHC clinic (Walkowiak and Keene 2004; Monteith, Grimwood et al. 2010). An

outline of three models of ART service delivery is summarized in Table 2.
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Table 2: Pharmaceutical care service delivery models (Von Zeil 2008)

Pharmaceutical Full-time Pharmacist Pharmacists Assistant Nurse-led service
care provider available under indirect provision
supervision
Overview Full-time pharmacist The PA works under the This service is often
dispensing medication indirect supervision of an provided in conjunction
from a prescription offsite pharmacist who with an outreach service
written by doctor, directly  conducts monthly visits from a larger centre or in
to the patient. and provides telephonic small satellite clinics.
support. Medication is pre-packed
Dispenses directly to the by a pharmacist for each
patients and is responsible  patient (patient ready
for stock control. packs) and delivered to
One pharmacist is the clinic from which the
allowed to supervise up to  nurse hands out the
5 pharmacists’ assistants. medication and monitors
the patients’ condition.
Requirements Service is available at Dispensary has to be Storage of medication
larger facilities, for secure, organised, in a medicine room. The
example at a community temperature controlled. medicine room is

health centre (CHC). Pharmaceuticals and intended as a secure,

Dispensing is conducted related products are organised, temperature

from a pharmacy, ordered, stored and controlled room with

operated under the dispensed directly to limited access, for the
personal supervision ofa  clients by the PA and bulk storage of
responsible pharmacist, issued to staff for treatment pharmaceuticals, for
licensed by the NDOH areas. Dispensary design refilling trolleys or

and recorded with the and layout is similar to that  cupboards in treatment

South African Pharmacy of a pharmacy but with rooms.

Council (SAPC). smaller floor size. No direct patient
dispensing, only from
patient-ready packs or
according to standard
operating procedures.

Benefits Highly skilled and More cost-effective in Increases access to
trained health salary and training costs ART for patient
professional, skilled in (Dovlo 2004) Patients have

working under pressure Onsite to assist in stock established rapport with

and in a team. management and if patient  clinician

Promotes rational come outside of There is a perception of
prescribing and is appointment dates. time saved if clinician
therefore cost-saving Increases access to ART  dispenses, though each
consultation will take
longer.
Problems Limit trained Insufficient training Prescriber and

professionals
Would limit scale-up of
ART service
Expensive training
Higher salary level

(operational management,
dealing with the public/
providers)

Does not have the
authority/ skill to promote
rational prescribing.

Limited pharmacology
training

Lack of career path
(Osman 2005)

dispenser is the same
person — potential for
mistakes.

Nurses might not be
aware of drug
interactions between
drug classes.

Service is likely to
reach saturation point
sooner.
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Birch et al. (2003) suggests that the use of new HRH staffing models, may change the
HRH requirements associated with a given service (Birch, O'Brien-Pallas et al. 2003).
For example, the shift in ART service provision from a centralized doctor-driven
service to a decentralized service incorporated in the primary health care package
would conceivably reduce the number of highly specialized HRH needed but will
certainly increase the number of nurses and community health workers required
(Colvin, Fairall et al. 2010). Consequently, HRH monitoring and evaluation in
addition to evaluations of the impact of different mixes of HRH would be very useful
to assess human resource strategies in countries and sensitise political stakeholders to

the importance of addressing labour issues (Diallo, Zurn et al. 2003) .

13. METHODOLOGICAL CONSIDERATIONS

The difficulty with staff mix comparative studies is that external validity of the study,
by the very nature of the subject matter, should be considered low (Buchan and
Calman 2005; Fulton, Scheffer et al. 2011). This is because the factors of production
of HRH vary so considerably between countries and even between districts in the
same country. In addition it is the very differences in factors of HRH production and
the unique circumstances in the country’s health system (including health care

financing) that gave rise to specific task-shifting measures in the first place.

There is little consensus on the appropriate methodology to use in comparing HRH
mix (also called “staff mix™) in a health system, although Fulton et al. (2011) has
suggested that cost-effectiveness analyses would be useful in ensuring that the correct
comparisons are made (Fulton, Scheffer et al. 2011). Until recently, the focus of staff
mix evaluations have been on the delegation of tasks from doctors to physician
assistants (Chilopora, Pereira et al. 2007; Herbertson, Blundell et al. 2007; Kruk,
Pereira et al. 2007; Pereira, Cumbi et al. 2007; De Brouwere, Dieng et al. 2009;
Hounton, Newlands et al. 2009; McCord, Mbaruku et al. 2009; Brentlinger, Assan et
al. 2010); from doctors to nurses (Kinnersley, Anderson et al. 2000; Buchan and
Calman 2005; Barber, Gertler et al. 2007; Huicho, Scherpbier et al. 2008;
Shumbusho, van Griensven et al. 2009; Vasan, Kenya-Mugisha et al. 2009; Sanne,
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Orrell et al. 2010); and from nurses to community health workers (Rowe, Kelly et al.
2007; Rahman, Malik et al. 2008; Gary, Batts-Turner et al. 2009; Wools-Kaloustian,
Sidle et al. 2009; Lewin, Munabi-Babigumira et al. 2010; Selke, Kimaiyo et al. 2010),
with a paucity of studies referring to pharmaceutical care staff (Monteith, Grimwood

et al. 2010).

Key economic evaluation methodological considerations include deciding on the
comparators to contrast and defining the outcome measures to be evaluated
(Drummond, Sculpher et al. 2005). Concerns raised by Verteuil (2007) and Fulton
(2011) in relation to Kruk et al.’s Mozambique study comparing the cost and
productivity of surgically trained assistant medical officers and specialist physicians
related to the importance of including a ‘do nothing’ comparator when comparing
different task-shifting scenarios (Fulton, Scheffer et al. 2011). They argue that ... “a
more realistic alternative for patients treated by tecnicos de cirurgia (surgically
trained assistant medical officers) would be no formal treatment at all, which would, it
is presumed, result in far worse outcomes for the patients” (Kruk, Pereira et al. 2007;
Fulton, Scheffer et al. 2011). While Verteuil is correct in that a “do nothing”
comparator would be useful, given that the political and social intent for a country’s
health system is to provide access to care, the question to be answered by task-shifting
evaluations really is only which approach is more likely to improve access to care at
the lowest cost and at a certain quality of care. The use of an incremental or marginal
analysis approach would help to ensure appropriate comparisons as costs which are

common to all options are excluded (Drummond, Sculpher et al. 2005).

Another key methodological consideration for economic evaluations is the outcome
measure to be evaluated. These have differed between studies and interventions. For
example, in their evaluation of diabetes primary care provided by nurses and
community health workers as opposed to standard care, Gary et al. (2009) used a
clinical measure of blood sugar control (HbAlc levels) and emergency room
utilization as the outcome measure (Gary, Batts-Turner et al. 2009). In contrast, a
study conducted by Babigumira et al. (2009) focused on determining the impact of
task-shifting on the costs of ART supply, and concluded that task-shifting was cost-
saving when delegating follow-up visit tasks from doctors to nurses and pharmacy

workers (Babigumira, Castelnuovo et al. 2009). Interestingly, while Babigumira et al.



(2009) took into account the potential saving of Full-Time Equivalent (FTE) doctors
due to task-shifting, their study did not include the opportunity cost of task-shifting to
nurses and pharmacy staff. This is because a cadre that has taken on additional tasks
shifted from other cadres will no longer be able to perform its original tasks and an
increase in workload will be experienced by these cadres. The study may therefore be
overestimating the cost-saving benefits of task-shifting (Van Rensburg, Steyn et al.
2008; Fulton, Scheffer et al. 2011). In addition, Callaghan et al. (2010) made an
important point when saying that while task-shifting/ different staff mixes may be
cost-effective, it may not necessarily be cost-saving because a greater number of
people will be able to access health services which places an additional burden on the
health services and it is important to consider these factors when recommending a

combination of HRH (Callaghan, Ford et al. 2010).

14. ACCESS TO ART SERVICES

The importance of task-shifting is that it improves access to care insofar as it enables
health services to rapidly scale-up an intervention and to provide health care in close

geographical proximity to people’s homes (Fulton, Scheffer et al. 2011).

While utilization of health services has often been used as a proxy for access to health
care, and certainly skewed utilization of a service may be the first indicator that there
are problems in access to the service, the reverse is not true - what is considered to be
“g0od” utilization of a service does not tell us whether people have access to a service
(Thiede, Akweongo et al. 2007). For acceptable reasons, those with equal need and
equal access to health care may not make equal use of services, with individual
preferences being a key factor. Essentially, the concept of access is not the same as
service use. A useful definition of access is that it refers to interactions between health
services and the individuals or households that make up the community (Thiede,
Akweongo et al. 2007; McIntyre, Thiede et al. 2009). More specifically, it relates to
an individual’s ability to derive benefits from health care services, and not simply a
health system’s capacity to provide the services (Mclntyre, Thiede et al. 2009).
Access, as opposed to use of services recognises that a service may be available but

not suitable to the needs of the community and therefore not accessible. In addition, if



the service is available but the community does not have the necessary knowledge on
how to make use of the service or that the service exists, the community cannot be

said to have access to the health service.

The demand and supply side factors which influence individuals’ ability to access
health services can be evaluated in terms of three dimensions; acceptability,
affordability and availability (Ensor and Cooper 2004; Thiede, Akweongo et al.
2007). Demand side factors refer to patient-level factors as opposed to supply side
factors relating to the service provider, the health system and the social and political

landscape of a country.

14.1. AVAILABILITY

Availability is defined, within the context of the access framework, as having the
appropriate health service available in the right place when needed and of good
quality. It includes issues such as the relationship between the location of a service
relative to location of the community and the range and type of services relative to
burden of disease; the availability and need for transport and includes the ability of
health care providers to provide mobile services or home visits; the hours of opening
of health care facilities and whether or not an appointment system is being used; the
drug supply system used in a service in so far as whether the appropriate medication
is available for the patient when needed; as well as the appropriate or sufficient staff

mix relative to the health needs of the population (Thiede, Akweongo et al. 2007).

14.1.1. Transport as a barrier to access

The location of health care facilities and health services relative to the location of
those who need the services and their transportation opportunities impacts on
individuals’ ability to access treatment and therefore it’s availability (Ensor and
Cooper 2004; McIntyre, Thiede et al. 2006; Weidle, Wamai et al. 2006; Tuller,
Bangsberg et al. 2009; Wasti, Simkhada et al. 2009). This is of concern in South

Africa where there is an urban-rural bias in ART services, as the initial roll-out of



ART was concentrated around hospitals and the urban areas, which leads to a barrier
to treatment for those who have to travel far to receive treatment. In Uganda, the
concern around transportation constraints was addressed by providing a home-based
AIDS care service in the rural Tororo and Busia districts, with measurable success
(Weidle, Wamai et al. 2006). Similarly, evidence from a Medicines Sans Frontiers
(MSF) clinic in Lusikisiki, South Africa has shown that decentralized HIV/AIDS
care, due to greater proximity and acceptability of services, has led to faster enrolment
and better retention compared to a centralized hospital based approach (Bedelu, Ford

et al. 2007).

14.1.2. Drug “stock-outs™ as a potential barrier to access

Drug “stock-out” refers to the unexpected lack of availability of certain essential
drugs at a facility. This has a serious impact on the availability of health care, as even
if the drugs are expected to be in stock in a week’s time, this would result in a second
trip for the patient to the clinic with all the monetary costs and time lost associated
with it. Furthermore, a “drug stock-out” could indicate a break in treatment for the
patient, which has disastrous effects in the case of ART where adherence is vital to

preventing viral mutation and treatment failure.

“Drug stock-out” is seldom caused by a single factor but it’s rather due to a
combination of circumstances. In a comprehensive situational analysis of a district in
Limpopo South Aftrica, Matse (2005) found the following the factors to be associated
with drug shortages in primary health care (PHC) facilities:

- Pharmacy staff often did not know how to use formulas associated with the
quantification of drugs to be ordered. They therefore often guessed or
estimated how much drugs were to be ordered.

- The drug procurement and distribution company was directly contributing to
drug shortages by themselves having multiple “stock-outs” of essential drugs.

- The facilities often did not have a stock control system in place, while it has
been found that if stock cards are used correctly it could be used to accurately

calculate consumption and therefore quantify the order.



- The researcher further found that irrational drug prescribing as well as the use
of multiple drugs for the same condition (poly-pharmacy) was a key reason for
drug stock-outs. Irrational drug prescribing is often the result of poorly trained
prescribing staff as well as the lack of supervision by a pharmacist.

- Lastly, while storage and security is in many other countries a contributing
factor to drug stock-outs, the researcher could find no evidence of such factors

in South Africa (Matse 2005).

The result of the study therefore underscores the importance of the supervision by a
pharmacist, in conjunction with adequately trained prescribers to prevent “drug stock-
outs”, thereby improving patient outcomes as well as being cost saving if one
considers that medication is the second greatest item on the medical facility budget
after staff costs. For patients, regular drug stock-outs at the clinics can lead to
‘shopping around, non-consultation and self-treatment rather than wasting funds on

transport for a fruitless trip to the local clinic’ (Goudge, Gilson et al. 2009).

14.2. AFFORDABILITY

Even when health care is provided free of charge, it is widely recognised that
accessing treatment comes at a cost to patients (McIntyre, Thiede et al. 2006; Tuller,
Bangsberg et al. 2009). Patients incur economic costs in the form of the cost of
transport to and from the facility, resources spent on additional medical treatments,
healthy food and home care, as well as the opportunity costs of productive time spent
away from work (MclIntyre, Thiede et al. 2006). Research conducted in South Africa
has suggested that non-drug costs incurred by patients may act as a significant barrier
to accessing treatment (Rosen, Ketlhapile et al. 2007). This has been substantiated by
research from South-western Uganda (Tuller, Bangsberg et al. 2009).

It is important to distinguish between willingness and ability to pay. Assuming that a
service is affordable because people are utilizing it does not take into account that
households will often prioritise health care and healthy food for those members who
are critically ill, and forgo other essential needs such as education, with serious

consequences for the household (Russell 1996, Goudge, Gilson et al. 2009).
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Affordability can therefore be defined as the degree of fit between the cost of using a
health care service and the individual/ household/ society’s ability to pay for it. The
direct and indirect costs associated with health care may not be a barrier to treatment
if people are receiving government subsidies, they have access to credit or if they
have a regular income and therefore receive paid sick-leave. Often though, the
expenses related to health care, in conjunction with people’s inability to earn due to
being ill and working in an informal sector, cuts into household savings and pushes
household into what has been termed the “medical poverty trap” which refers to the
cycle of being sick, needing money for treatment but being unable to earn money due

to the illness (McIntyre, Thiede et al. 2006).

14.3. ACCEPTABILITY

Even when a service is geographically available and is affordable, it may not
necessarily be acceptable and therefore not accessible. Acceptability relates to the
degree of fit between provider and patient attitudes towards and expectations of one
another. Patient attitudes towards provider characteristics such as gender, race, age
and language may influence the patient’s ability to receive care (McIntyre, Thiede et
al. 2006). Respect and trust between patients and providers along with power
relationships are often the underlying root causes of acceptability barriers to access.
Gilson et al. (2005) in their study exploring user and provider views on public and
private health services in South Africa found that respect was linked to provider
attitudes and interlinked with the perceived competence of the provider. The authors
further concluded that respectful treatment is the central demand of primary care
service users in South Africa (Gilson, Palmer et al. 2005). Evidence from Tanzania
suggests that community perceptions on the quality of local health care provided
influences women’s decisions on where to give birth (Kruk, Rockers et al. 2010).
Akin et al. (1999) found similar results in Sri Lanka which suggests that patients are
willing to bypass one facility, to travel further to use another facility which offers a
better perceived quality of care. In addition, the Sri Lankan study suggests that
patients are more likely to travel further for good quality care the more ill they are
(Akin and Hutchinson 1999). While the perceived quality of care of a health service is

often influenced by staff workload, the cleanliness of facilities, productivity, staff
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training and motivation, the underlying factor relates to respect for patients and co-

workers and presence of good leadership in the health management team.

Acceptability of health services also differs between males and females. In Southern
Africa, it has been found that there are more females on ART than males which
cannot solely be explained by the higher HIV prevalence among females compared to
males (Muula, Ngulube et al. 2007). It has been suggested that the emphasis on HIV
testing among women attending antenatal care means that women are diagnosed much
earlier than their male counterparts. This has resulted in a pattern whereby women are
the ones bringing home the diagnosis of HIV, and anecdotally it has been suggested
that men test by proxy i.e. if their girlfriends are negative they must be too. These
circumstances in conjunction with a very female-centred approach at primary health
care clinics in South Africa creates barriers for men to testing and receiving HIV care

at the local clinic (Braitstein, Boulle et al. 2008; Kipp, Alibhai et al. 2010).

14.3.1. Stigma

Stigma, discrimination and avoidance of stigma is a recurrent theme and struggle in
ART programmes, based on evidence from Nepal (Wasti, Simkhada et al. 2009),
Uganda (Muhamadi, Nsabagasani et al. 2010), and Tanzania (Parkes-Ratanshi,
Bufumbo et al. 2010). It is often mentioned as a factor that delays testing and results
in poor adherence to treatment (Seidel 1996; Weidle, Wamai et al. 2006; Wasti,
Simkhada et al. 2009; Muhamadi, Nsabagasani et al. 2010; Parkes-Ratanshi, Bufumbo
et al. 2010).

Steinberg (2008) in his book wherein he follows a young man through the process of
acknowledging the disease in his community, to testing and finally acknowledging

that he is HIV positive commented that:

When people die en masse within walking distance of treatment, my inclination is to believe that there
must be a mistake somewhere, a miscalibration between institutions and people.

(Steinberg 2008)
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Stigma relates to the way in which we present health care services and can be defined
as a social process whereby a discredited attribute is used to devalue a person. The
process is rooted in power. The legitimate identity is acknowledged by cultural norms
introduced by the dominant groups or institutions of a society, and the spoiled identity
by its nature does not conform or has in some way broken the norms. There seems to
be disagreement in the literature as to the inevitability of discrimination as an
outcome. Goudge and others (2009) suggested that the marginalised daily resists the
negative labelling of HIV identities and negotiates the creation of new positive HIV
identities (Goudge, Ngoma et al. 2009). They further suggest that it is in the
individual finding meaning through social roles that they have the strength to resist

stigma.

Other studies highlight the importance of support and counselling in promoting
adherence to treatment, as well as highlighting the damage of secrecy around people’s
HIV status (Seidel 1996), with reports of patients not taking their medication at home
for fear of being discovered to be HIV positive (Wasti, Simkhada et al. 2009). A
limitation of many of these studies, that are seeking information on why people don’t
access treatment, is that they seldom interview people who don’t access treatment, as

they are often in denial of their status and difficult to identify.

A common perception among ART service funders and clinical managers is that
stigma would decrease where treatment is available, perhaps due to the control of
symptoms leading to less outwardly visible signs of the disease, or perhaps the
counselling and awareness of communities where treatment is available (Steinberg
2008; Goudge, Ngoma et al. 2009). However, Maughan-Brown (2010) found a
significant rise in stigma in the Western Cape between 2003 and 2006 (which was a
period of ART roll-out) when measured on the basis of questions related to
behavioural intentions, instrumental stigma (negative judgement based on inflated
fears) and symbolic stigma (negative moral judgement). They further found that while
fear of infection increased for everyone, the increase was greater among men, and the
increase in negative moral judgements was the greatest among women. Considering
that the underlying cause of stigma is fear, Maughan-Brown (2010) concluded that it
is imperative to weaken associations between HIV and death, which could be

achieved by educating people on how to avoid HIV infection and on the potential
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people living with HIV and AIDS have to live long and healthy lives on HAART
(Maughan-Brown 2010).

There are still significant barriers for people in accessing ART, and it is important that
these are identified, discussed and addressed within communities to promote the cost-
effective use of funding for ART programmes and work towards equal access to ART

for those who need it.

15. SUMMARY

Access to essential medicine is often constrained in developing countries. These
reasons are context specific and include the lack of sustainable funding, poor planning
and management of drug procurement and distribution processes as well as the
shortage of pharmaceutically trained HRH. More broadly, a lack of sufficient HRH
has been identified as one of the main constraints to achieving universal ART
coverage. Some of the provider and system factors impacting on HRH production are
graphically summarised in Figure 1. The maldistribution of HRH according to need
has been shown to be on an international basis whereby internationally mobile HRH
from developing countries are attracted to developed countries where salaries are
higher. However, nationally there is often an additional maldistribution of HRH
between urban and rural settings as well as between the private and public health

sectors.

Given the scarcity of HRH, various models of pharmaceutical care delivery have been
debated globally, however little evidence has been found of evaluations of these
different models. One approach includes different task-shifting arrangements. Task-
shifting refers to the delegation of tasks from the more highly qualified health worker
to a narrowly trained worker. While quality has been discussed as a concern, the
studies seem to indicate that the quality of care delivered by mid-level workers is at
least comparable to that of the internationally mobile HRH. In addition, mid-level
workers are more likely to work in more rural facilities where the need is greatest

(this is especially true if recruited from those areas).
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The major benefit of task-shifting is that it can improve patients’ access to treatment.
Access has been defined across three dimensions including availability, affordability
and acceptability. Availability relates to the relationship between the physical
availability of drugs, human resources and the needed infrastructure relative to the
needs of the community (the burden of disease). Affordability relates to the degree of
fit between the economic costs incurred by patients in accessing treatment or the costs
incurred by the health system in providing the service and society or the household’s
ability to pay. Finally, Acceptability refers to the appropriateness of a service
provided, as well as the expectations of both HRH and patients. The literature review

provides in-depth information on the concept of Access.

In the literature review, key methodological issues relating to economic evaluations of
HRH interventions as highlighted by other papers and experiences are discussed.
Most of the studies available discuss the shifting of tasks from the doctor towards the

nurse, while no studies was found that considers pharmacy HRH.

The urgency of addressing the lack of HRH in high disease burden countries, the
contributing reasons as well as possible policy recommendations have been
highlighted in the literature review. While task-shifting has been recommended as an
effective option for limiting the impact of the scarcity of HRH, there are few
published accounts of evaluations of task-shifting approaches (specifically in

pharmaceutical care).
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Abstract

Background

A scarcity of human resources for health has been identified as one of the primary constraints to the
scale-up of the provision of Anti-Retroviral Treatment (ART). In South Africa there is a particularly
severe lack of pharmacists. The study aims to compare two task-shifting approaches to the dispensing
of ART, Indirectly Supervised Pharmacists Assistants (ISPA) and Nurse-based pharmaceutical care
models against the standard of care which involves a pharmacist dispensing ART.

Methods

A cross-sectional mixed methods study design was used. Patient exit interviews, time and motion
studies, expert interviews and staff costs were used to conduct a costing from the societal perspective.
Six facilities were sampled in the Western Cape province of South Africa, and 230 patient interviews
conducted.

Results

The ISPA model was found to be the least costly task-shifting pharmaceutical model. However,
patients preferred receiving medication from the nurse. This related to a fear of stigma and being
identified by virtue of receiving ART at the pharmacy.

Conclusions

While these models are not mutually exclusive, and a variety of pharmaceutical care models will be
necessary for scale up, it’s useful to consider the impact of implementing these models on the provider,
patient access to treatment and difficulties in implementation.

Key words Task-shifting, pharmaceutical care models, skills mix, anti-retroviral

therapy
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Background

The scarcity of Human Resources for Health (HRH) has been identified as one of the
primary constraints to the provision of Anti-retroviral Treatment (ART) to all who
need it [ 1-3]. Pharmaceutical services experience similar workload pressures and staff
shortages to those that plague other HRH. While the World Health Organisation’s
(WHO) guidelines recommend a minimum country average of 1 pharmacist per 2,300
people, many Low- and Middle-Income Countries (LMIC) have averages far above
that level. South Africa has 1 pharmacist per 4,332 people [4]. In conjunction with
international migration, and a preference for urban over rural posts, South Africa also
experiences a strong pull of pharmacists away from the public health service and into
the private sector, with approximately 24% of registered pharmacists employed in the
public sector which serves more than 80% of the population [5]. This has led to a gap
in the systems and processes associated with the safe provision of chronic (and
specifically ART) drug treatment which is crucial as adherence is becoming of greater

concern [4].

The substitution of scarce health workers with purpose trained mid-level workers
(termed task-shifting) is a logical strategy to address the scarcity of HRH [6]. The
primary aim of task-shifting is to facilitate increased patient access to health services,
through enabling a rapid scale-up of much needed health care interventions, and lower
HRH training and salary costs [7]. In addition to the cost and efficiency benefits, mid-
level workers have been found to be more likely to remain and work in rural areas and
follow treatment guidelines. While quality of care has been cited as a concern by
critics, studies suggest that the quality of care provided by mid-level workers is at
least comparable to that of their more highly qualified colleagues [8-11]. A
randomised non-inferiority trial conducted in primary health care clinics in SA, which
compared doctor- versus nurse-monitored ART care found that nurse-monitored care

was comparable to doctor monitored ART care and therefore supported task-shifting

[11].

The shortage of pharmacists in the public health sector of South Africa (SA) has led to

the use of pharmacists assistants and nurses to support the expansion of the ART



programme and to ensure that patients receive medication. For the purposes of this
study we specifically considered activities relating to stock control, administrative
tasks such as collecting medication from a central dispensing unit where applicable,
the interpretation and evaluation of the prescription, the preparation and labelling of
the prescribed medicine as well as counselling of the patient on the safe and effective
use of the medication (adapted from the Pharmacy Act) as duties pertaining to
pharmacy staff. In different provinces and districts of SA, different models of
pharmaceutical care have been explored, but evidence of the costs and benefits of
these models is lacking. In addition, there is little consensus in the literature on the
appropriate methodology to use in comparing HRH staff mix in a health system,
although Fulton et al. (2011) have suggested that cost-effectiveness analyses would be
useful in ensuring that the correct comparisons are made [7]. Thus far, the focus of
staff mix evaluations has been on the delegation of tasks from doctors to physician
assistants [9, 12-18], from doctors to nurses [11, 19-24], and from nurses to
community health workers [25-30], with a paucity of studies referring to
pharmaceutical care staff [31]. This study therefore aims to critically evaluate the
indirectly supervised pharmacists assistant (ISPA) and nurse-based pharmaceutical
care models against the standard of care which involves a pharmacist dispensing

ART, on the basis of cost, waiting and travel time and patient preference.

Methods

Study design and setting

A cross-sectional, mixed method study design was used. Data was collected using
patient exit interviews, time and motion studies, and expert interviews. The study was
conducted in a district in the Western Cape Province of South Africa with a

combination of small-town and rural areas.

Sampling

Within the district, health care facilities were grouped based on the pharmaceutical

care model they used, with two facilities sampled per group. For each group an equal



number of respondents were sampled, and the desired sample size per facility was
proportional to the number of patients on treatment at the facility. Systematic
sampling was used to select adult respondents on ART to interview while waiting for
medication. The sample size required to detect statistically significant differences

between the groups were calculated using a one-way ANOV A power analysis.

Data collection

A questionnaire was developed, piloted and interviewer-administered, to collect data
regarding the direct and indirect costs incurred in accessing treatment as well as the
acceptability of the service provided. The questionnaire was based on the
questionnaire used in a multi-centre collaborative study, Researching Equity in
Access to Health Care (REACH). Direct costs included the cost of transport, any
facility fees incurred, the cost of employing someone to take over tasks (such as
childminding), accommodation if sleeping over, and the cost of food, and
telecommunication while waiting at the facility. Indirect costs were estimated by
asking respondents about income lost from taking time to come to the facility, as well
as the cost of time spent travelling to the facility. Patient waiting time was estimated
by attaching a printed form to each patient’s folder, noting the time at which they
entered the facility and pharmacy or nurse dispensers were asked to note the time at
which respondents received their medicine. Collecting medication was considered to
be the last contact point in the service chain. The difference in time was aggregated
per facility and added to the average travel time to estimate the indirect cost per

respondent per visit.

Health service expenditure and staffing data was obtained through facility observation
and expert interviews with service managers. In order to determine the time spent by
nurses on dispensing related activities, the researcher observed practice and asked
nurses to estimate time spent dispensing if a total of 100% represents one work day.
In the analysis, the observed time was used and the nurse-estimates on time were used
in the sensitivity analysis. The cost of HRH was estimated from Department of Health
(DOH) advertisements for posts and discussed with service managers to ensure

accuracy.
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The potential cost of upgrading a medicine room to a dispensary, as required by the
Pharmacy Act for a pharmacists assistant to work in, was determined from a case
study of a facility within the same district that the research was conducted, and

sourced from the non-governmental organisation (NGO) which paid for the upgrade.

Respondent preferences were explored by asking whether they would prefer
collecting medication from a local clinic or hospital, in addition to asking whether a
nurse or pharmacist/pharmacists assistant dispensing was preferable. Respondents

were also asked to explain their preferences.

Data analysis

Statistical analysis of data was conducted using STATA 10® [32]. For examining
health care costs, Microsoft Excel® was used. All costs are presented in 2009/2010
prices and estimated costs were converted to US Dollars at the average exchange rate
of the US Dollar to South African Rand for the 2010 financial year of $1 = R7.80
[33].

The cost analysis was conducted from a societal perspective, and includes health
service and patient costs. Given that the nature of the study is comparative, a marginal
approach to costing was adopted and costs that are common across pharmaceutical
care models were excluded [34]. For example, given that the cost of ARV drugs per
patient does not vary between models, these costs were excluded [35]. Costs covered
by donor funding as well as the cost of staff employed by donors were included, in
line with donor mandate that these functions are to be taken over by the Department
of Health in the future [36]. A key characteristic of the societal perspective in
economic evaluation is the inclusion of time — and opportunity cost and community
preference, but its inclusion is debated in literature [37-39]. Drummond et al. (2005)
argue that during short-term absences, losses in production could be compensated for
by staff on their return to work or by colleagues [39]. However, in order to account
for patients’ waiting and transport time, which differed significantly between
facilities, and could be seen as a measure of efficiency of service provision,

opportunity cost was calculated using the minimum hourly rate for a domestic worker
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in South Africa, $0.94 per hour [40]. The total cost at the patient level per visit was
then calculated by adding the average direct and indirect costs, and the cost incurred
by society was calculated by adding the health service costs and the total cost to the
patient. Preliminary results of the analysis were discussed with service managers to

confirm assumptions and validate results.

The open-ended or discussion questions of the exit interview responses were analysed
using domain analysis during which topics were identified, assigned a code, and
domains and sub-categories explored. A list of codes was generated and used to

explore the common (and different) perspectives of the respondents [41].
Ethics

The research was approved by the University of Cape Town Health Science Faculty
Human Research Ethics Committee as well as by the Western Cape Department of
Health. The study was conducted in adherence to the Declaration of Helsinki of the
25™ World Medical Assembly and all respondents participated on the basis of written

informed consent [42].

Results

Only 19 patients refused to be interviewed. Of the 230 patient exit interviews
conducted, 6 were excluded from the analysis as respondents were either not on ART

yet or were collecting medication for someone else.
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Respondent characteristics

The characteristics of respondents are summarized in Table 1.

Table 1

Profile of respondents

Characteristics Number (n = 224) %

Sex

Male 62 27.7%

Female 162 72.3%
Age

mean age + standard deviation 36.2+£9.2 years
Employment

unemployed 140 62.8%

employed full-time 41 18.4%

employed part time 42 18.8%

The unequal gender distribution of people who access ART in public health facilities
has been well documented [43-45]. The age distribution of respondents, with a mean
age of 36 years, is in line with the national profile of those on ART [46]. The
unemployment rate of respondents is significantly higher at 62.8% than the overall
Western Cape provincial estimate of 20.3% of the working age people [47]. This can
partly be attributed to the organisation of the SA health system whereby those

employed are more likely to use private health care paid for by medical insurance.

Facility characteristics

The study was conducted in a district with a combination of small-town and rural

areas. Table 2 summarizes some of the key aspects of the service provided by the

facilities sampled.
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Table 2
Summary characteristics of ART service by facility

Group B: pharmacist assistant under

Group A: full-time pharmacist S ..
indirect supervision

Group C: nurse-driven

Pharm clinic 1 Pharm clinic 2 ISPA clinic 1 ISPA clinic 2 Nurse clinic 1 Nurse clinic 2
Level of service CDC* clinic CDC CDC clinic CDC
Pharmaceutical care A full-time pharmacist and Full-time pharmacist PA working under PA working under Nurse does the clinical Nurse does the clinical
delivery system pharmacists assistant dispenses directly to indirect supervision indirect supervision examination and examination and
dispenses medication on patients, gives adherence dispenses directly to dispenses directly to dispenses ART from dispenses ART from
request, and sends the and side-effects counselling. patients from the patients from the patient-ready packs patient-ready packs
patient-ready packs to general pharmacy. general pharmacy. ordered from the ordered from the central
nurses to dispense to central pharmacy. pharmacy.
patients.
Staff assisting in 1 Pharm 0.66 Pharm 0.2 SPharm** 0.2 SPharm 0.2 SPharm 0.2 SPharm
pharmaceqtlf:zfll carc 1 PA 0.66 PA 1 PA 1 PA 0.2 PA 0.2 PA
related activities 0.6 Nurse 0.66 PA 0.6 Nurse 0.36 Nurse 0.2 Nurse
0.6 Nurse 0.08 Nurse
Number of patient
amper of patients on 1874 829 454 621 228 210
ART
Ratio of FTE staff to 1:586 1:419 1:378 1:345 1:300 1:309
patients enrolled in care
Average number of 38 (12-52) months 28 (15-49) months 10 (4-21) months 7 (4-15) months 11 (5-15) months 11 (6-23) months

months on ART (SD)

* Community day centre (CDC): a facility which is not open 24 hours a day, 7 days a week, but at which a broad range of primary health care services are provided. It also offers accident and
emergency services but not midwifery or surgery under general anaesthesia. Also have access to xrays, full-time pharmacist and full-time dentist (vd Merwe, personal communication)

** SPharm = supervisory pharmacist who supervises a maximum of 5 Pharmacists assistants
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Pharm clinic 1 represents a relatively well resourced health centre, and had one full-
time Pharmacist (Pharm), and a Pharmacists Assistant (PA) exclusively dispensing
ART, with two nurses using an estimated 60% of their working day in dispensing
related activities. This included, taking prescriptions to the pharmacy to be filled,
collecting medication and counselling patients on drug use. This arrangement came
after patients expressed their discomfort at waiting at the general pharmacy window to
collect their medication. Pharm clinic 1 had the greatest proportion of Full-Time
Equivalent (FTE) dispensing staff at 3.2 FTE compared to Pharm clinic 2 with 1.98
FTE. However, the ratio of patients on ART to FTE staff at Pharm clinic 1 was at
586:1 far greater than 419:1 at Pharm clinic 2.

The Indirectly Supervised Pharmacists assistant (ISPA) facilities had similar absolute
FTEs (1.2 versus 1.8) and ratios of patients on ART to FTE at 378:1 and 345:1
respectively. This does not explain the high average waiting time at ISPA clinic 1 of
four hours and seventeen minutes (see Figure 1). This facility was struggling under
the lack of a fulltime ART physician, which slowed down the renewal of prescriptions
and ultimately the dispensing process. ISPA clinic 2 also had significant assistance in
the dispensing process by the nurse; this included the ordering of medication for
patients, and ensuring that the prescription is in order for patients only coming for

repeat medication.

The nurse-driven group had the fewest number of FTE dispensers as nurses often
only providing a once or twice weekly outreach service to the site. Notably the ratio
of patients on ART to FTE dispenser was considerably lower in the pharmacist model
than in either of the other pharmaceutical care models at 300:1 and 308:1 respectively.
This may be due to, increased efficiency of “learning through doing” as the
pharmacist model facilities have been operational for longer, have the largest patient
numbers and therefore achieve elements of economies of scale, and have more stable
patients on treatment requiring less input time in terms of counselling, which could all
contribute to less FTE staff members needed. Another factor may be that staff trained
in dispensing (i.e. pharmacists and pharmacists assistants) could bring greater
productive efficiency to the dispensing process and the service therefore takes longer
to reach “saturation point” where new dispensing staff members are needed. It is

difficult to determine how much each of these factors contributes to efficiency gains.
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Staff costs

Given that the main difference between the pharmaceutical care models relates to the
cost of HRH, it was the primary focus in the cost analysis from the provider
perspective. The provider (or staff) cost per patient visit (summarised in Table 3) for
the nurse-driven pharmaceutical care model was at $10.16 almost double that of the
pharmacist- or ISPA- models ($6.55 and $5.74). This can be attributed largely to the
difference in salaries between a pharmacists assistant and a nurse. In some of the
facilities, the boundaries of the dispensing team were blurred, and observation and
interviews with staff members was therefore used to identify time spent on
dispensing-related activities. Where there was a pharmacist provided services but
nurses were still involved in medicine related counselling, the time of nurses was also
included (see Pharm clinic 1 and ISPA clinic 2 in Table 2). The time cost of a PA pre-
packaging the medicine into patient-ready packets as well as the time spent by a
Pharmacist on supervising the dispensing was accounted for in all non-pharmacist
models (see ISPA and nurse clinics in Table 2). Specifically, the time spent by the
PA and Supervisory Pharmacist (SPharm) preparing patient-ready packets for nurses

to dispense was included in the cost analysis.

In the ART programme, nurses working on outreach services are generally more
experienced and compensated at a higher salary level. It is therefore important to
consider the trade-off involved in shifting dispensing related tasks from pharmacists
to nurses given the scarcity of nurses. One could argue that the nurse’s time may

better spent performing clinical duties for which s/he is trained.

As would be expected, the direct costs incurred by patients accessing treatment,
reflected the level of decentralization of the service. Patients paid the most at the
pharmacist- led model facilities, where they spent almost four times more on transport

than at the more decentralized ISPA- and nurse-driven facilities.

79



Table 3
Average cost per patient visit (n=244)

Group A: full-time pharmacist

Group B: pharmacist assistant

under indirect supervision

Group C: nurse-driven

Pharm clinic 1 ~ Pharm clinic 2 ISPA clinic 1 ISPA clinic 2 Nurse clinic 1 Nurse clinic 2

Average provider cost

Staff costs $6.08 $7.01 $5.09 $6.38 $11.19 $9.13
Total cost to provider per patient visit $6.08 $7.01 $5.09 $6.38 $11.19 $9.13
Average patient costs
Direct costs $6.20 $3.35 $1.59 $1.65 $1.14 $3.00
Indirect costs $5.42 $5.09 $7.47 $4.15 $3.60 $4.84
Total cost to patient per visit $11.62 $8.45 $9.06 $5.81 $4.74 $7.84
Total societal costs for ART care per visit $17.70 $15.46 $14.16 $12.19 $15.93 $16.97
Percentage of respondents who incurred direct

90% (36) 70% (14) 77.78% (21) 68% (17) 64.29% (9) 70.97% (22)

costs, and found it unaffordable (n)

* The average opportunity costs to those unemployed were estimated from the minimum daily rate for a domestic worker in South Africa (SA Department of

Labour, 2010)
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The cost of transport has been found to be a significant barrier to patient access to
ART in other studies [48, 49]. Similarly, when asked about the affordability of direct
costs incurred in attending the clinic, 90% of respondents at pharmacist-led, and 67%
at nurse-driven pharmaceutical care model facilities indicated that the costs incurred
are unaffordable. This is certainly not surprising, given the high level of

unemployment among respondents.

The average travel time is slightly less than reported by other studies. Rosen et al.
(2007) documented travel times (round trip) of between 83 and 158 minutes [50]. In
this study, travel time was between 45 and 127 minutes per round trip (shown in
Figure 1). However, it is interesting to note that respondents in Rosen’s study were
unlikely to walk to the facility while we found that up to 97% of patients from the
more decentralised sites walked to the facility. This would also impact on the

transport (direct) costs reported.

Figure 1
Respondent travel- and waiting time
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The costs per patient visit is summarised by pharmaceutical care model in Table 4.
The annual cost per patient was calculated by multiplying the cost to provider and
patient per visit with the average number of visits per year reported in the patient exit
interviews. There was less of a difference between the ISPA and nurse pharmaceutical
care models; this is partly because the high cost to the provider in the nurse model is
offset by the relatively low cost to the patient due to the decentralised nature of the

service.



Table 4

Cost of ART service use, compared between different levels of service

Level of service Average Cost to Cost to patient Societal cost Average
number of provider annual cost
patient visits per patient
per year Average cost to Average cost to Average cost to
provider per patient per visit society per visit
visit
Full-time 7.78 $6.55 $10.04 $16.58 $128.99
pharmacist
ISPA 10.74 $5.74 $7.44 $13.18 $141.55
Nurse 9.78 $10.16 $6.29 $16.45 $160.89

While the annual cost per patient for the pharmacist model is lower than for the ISPA
model, the average cost per visit is higher. This relates to the difference in the average
number of patient visits per year. Patients who are stable and adherent on treatment
are given enough medication for two months and would therefore, on average, only
visit the facility six times per annum. Given that the pharmacist model at more
centralised facilities, has been available for longer, their patients have been on
treatment longer (see Table 2) and are therefore more likely to visit the clinic less
often. This decreases the burden of care on the clinic and more patients can be seen

using similar resources, while minimising the cost to the patient.

The cost of upgrading a medicine room to a dispensary

While the ISPA model is the cost saving option to the provider, there is an
infrastructure upgrade required when moving from the nurse- to the ISPA model. For
the nurse model there is no need for a pharmacy or dispensary as medication is
prepared for the patient at a central dispensary and merely handed out by the nurse in
patient ready packs. However, the ISPA model requires a dispensary to be registered
with the South African Pharmacy Council (SAPC). A case study from the district
sampled was selected and expenditure costs obtained to provide an idea of the

approximate costs of an upgrade (Table 5).

A total cost of $11 479.88 was spent in the upgrading of the facility. In the case study,
the cost for the upgrade was paid for by a non-governmental organisation and the

Department of Health is responsible for maintenance. The costs for the upgrade



included enlarging of the medicine room, the installation of concrete beams in the
room to improve security, installation of a security gate, shelving and the purchasing

of a vaccine refrigerator as well as a backup household fridge.

Table 5

The cost of upgrading a medicine room to a dispensary

Description Cost (Rand)

The modification and enlarging of $2 402.18

medicine room to dispensary

Security $1 089.74

Equipment
Shelving $1137.77
Signage $10.90
Electronic & electrical $5463.72
Reference sources $166.35
Dispensing $807.25
General $401.97

Total $11479.88

Data sources: Lizette Monteith, Keth'Impilo; Lindsay Wilson, PGWC
HIV directorate and Margaret von Zeil, City of Cape Town

Sensitivity analysis

A sensitivity analysis was conducted to test what the impact on the results would be if
one were to vary some of the assumptions. Key assumptions that could detract from
the robustness of the results include variations in the time spent by nurses on
dispensing-related activities, as well as the number of clinic visits per year. Both of
these assumptions are likely to differ depending on the facility and particular
characteristics of the service provided. In the sensitivity analysis, the baseline
represents the current practice at the facilities, where the amount of time nurses spend
on dispensing related activities was observed and averages about 60% of their time. A
"best case" scenario was considered, where it was assumed that nurses were not
involved in dispensing activities at all in the pharmacist and ISPA models and at the
observed average of 60% of their time in the nurse model. This scenario also assumed
that visits occurred every two months. The ratio of the cost for the ISPA to nurse
models was similar for the baseline scenario (see Table 6). A “worst case” scenario

was also set up, which assumed that nurses spent 90% of their time on dispensing-
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related activities, which was based on the maximum time estimated by nurses

interviewed. This scenario also assumed that patients attended the clinic monthly. For

scenario 2, the original results held and the ISPA model was still less costly than the

nurse model”

Table 6
Sensitivity analyses of provider costs
Assumptions Outcomes
Number of Average Annual
patient visits provider cost/  provider cost
Scenario  Models Staff mix per year visit per patient
Full-time
Baseline  pharmacist Based on exit $6.55 $50.95
ISPA interview $5.74 $61.63
Nurse-
driven $10.16 $99.38
Full-time One pharmacist and one
1 pharmacist  pharmacists assistant $4.61 $27.64
One supervisory
pharmacist and one 6
ISPA pharmacists assistant $4.46 $26.77
Nurse- One supervisory
driven pharmacist and one nurse $11.11 $66.65
One pharmacist, one
pharmacists assistant and
Full-time maximum nurse time
2 pharmacist  estimate $8.81 $105.72
Supervisory pharmacist,
pharmacists assistants and 12
maximum nurse time
ISPA estimate $8.92 $107.08
Supervisory pharmacist,
pharmacists assistants and
Nurse- maximum nurse time
driven estimate $18.80 $225.62
Patient preferences

The results of the cost analysis suggest that while both of the decentralized

approaches, the ISPA- and nurse-driven pharmaceutical care models, significantly

decreases direct and indirect costs to patients when accessing treatment, the ISPA

model once implemented would also be the least costly to the provider per patient

visit (see Table 4). However, only considering the costs does not give us the full

picture of the benefits or limitations of the specific models of care.
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During the patient exit interviews, respondents were also questioned about whether
they would prefer to receive their medication from the nurse or from the pharmacy.
The response was most surprising from facilities where the ISPA model had already
been implemented. At these facilities, the ISPA model had provided an opportunity
for the integration of HIV and other chronic diseases management with all patients
receiving medication from the same pharmacy in the facility and waiting in the same
waiting room. However, the majority of respondents from these facilities indicated
that they would prefer to receive their medication directly from the nurses. Here are

some of their responses:

“I have to walk past people to get the pharmacy and they might recognise me. Also

for the time saved” (Respondent, Pharm clinic 2)

“The people ask us so many questions that are not pleasant. I don’t find it easy to
collect them [her medication] at the pharmacy ‘coz it is like automatic disclosure of

my status to everyone” (Respondent, ISPA clinic 1)

Many of the responses reflected a spatial component to the stigma of HIV, related to
being identified when seen by other community members collecting medication
(visually known as ART) from the pharmacy. At one of the ISPA model facilities, the
identification of people who are HIV positive was facilitated by the use of a different

coloured folder for those who are not on ART.

The fear of stigma and the value of anonymity also played a central role in patients’

choice of health facility. As some explained:

“I feel safer here; the people do not know me here. [1t] would ve been cheaper to go

to [facility name] but [1] still rather come here.” (Respondent, Pharm clinic 1)

“There are too many people in [facility name] and a lot of people there talk badly

about HIV people.”’(Respondent, Pharm clinic 1)
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“My child gets ARV s from [facility name] but I don'’t like it there. There are a lot of
people there. If you go that side everyone knows you are positive. Here [current

facility] we are not separate.” (Respondent, Nurse clinic 1)

While respondents preferred receiving their medication directly from the nurse as
opposed to the pharmacy as they felt that their anonymity was protected, there was a
trade-off. A challenge of the nurse-driven pharmaceutical care model revolved around
the logistics of ordering medication for each patient based on their latest prescription
in advance of their appointment, and that patients sometimes arrived out of
appointment dates, requesting medication. In an attempt to ensure that patient care
continues, nurses would then open the pre-packed medication and dispense

medication to patients from that source. This is how respondents described it:

“They give you “bietjie bietjie” [little, little] tablets with other people’s names on. It

confuses us.” (Respondent, Nurse clinic 2)

“Last month I came and they gave me treatment for another person. Even now they

gave me treatment for a week and it’s not in my name.” (Respondent, Nurse clinic 2)

“I don’t like the fact that I would come on my date and leave the clinic without getting

my pills, I have to take time away from work and my boss is not happy with it.”

(Respondent, Nurse clinic 2)

At one of the facilities, there were also concerns that medication ordered but not
collected, were stored in a drawer. This left the stock open to be stolen, and is not

stored in the correct conditions and could compromise patient safety.

Discussion

Each of the pharmaceutical care models has a unique set of benefits and challenges, as
summarised in Table 7. Health services are provided in a team, and an inappropriate
mix of staff can be inefficient and limit patient’s ability to get the treatment that they
need. The full-time pharmacist model is presented as the standard of care that would

be the ideal at every facility and that has been found to promote rational prescribing
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Table 7

Comparison of Pharmaceutical Care models

Pharmaceutical care
provider

Full-time Pharmacist available

Pharmacists Assistant under indirect supervision

Nurse-led service provision

Full-time pharmacist dispensing medication from a
prescription written by doctor, directly to the patient.

The PA works under the indirect supervision of an
offsite pharmacist who conducts monthly visits and
provides telephonic support.

Dispenses directly to patients from a legal prescription

This service is often provided in conjunction with an
outreach service from a larger centre or in small
satellite clinics. Medication is pre-packed by a
pharmacist for each patient (patient-ready packs) and

Overview written by a doctor. delivered to the clinic from which the nurse hands out
Responsible for stock control. the medication and monitors the patients’ condition.
One pharmacist is allowed to supervise up to 5
pharmacists’ assistants.
Service is available at larger facilities, for example ata  Dispensary has to be secure, organised, temperature Storage of medication in a medicine room. The
community health centre. Dispensing is conducted controlled. Pharmaceuticals and related products are medicine room is intended as a secure, organised,
from a pharmacy, operated under the personal ordered, stored and dispensed directly to clients by the ~ temperature controlled room with limited access, for
supervision of a responsible pharmacist, licensed by PA and issued to staff for treatment areas. Dispensary the bulk storage of pharmaceuticals, for refilling
Requirements the DOH and recorded with SAPC. design and layout is similar to that of a pharmacy but trolleys or cupboards in treatment rooms.
with smaller floor size. No direct patient dispensing, only from patient-ready
packs or according to standard operating procedures.
Highly skilled and trained health professional, More cost-effective in salary and training costs [10] Increases access to ART for patient
experienced in working under pressure and in a team.
Promote rational prescribing and is therefore cost- Onsite to assist in stock management and if patient Patients have established rapport with clinician
Benefits saving comes outside of appointment dates.
Increases access to ART There is a perception of time saved if clinician
dispenses, though each consultation will take longer.
Scarce Insufficient training (operational management, dealing  Prescriber and dispenser is the same person — potential
with the public/ providers) for mistakes.
Would limit scale-up of ART service Does not have the authority/ skill to promote rational Nurses might not be aware of drug interactions
prescribing. between drug classes.
Problems

Expensive training

Higher salary level

Limited pharmacology training

Lack of career path [51]

Service is likely to reach saturation point sooner.

Higher salary level than pharmacists assistants.

87



and therefore been cost saving [52]. However, with the shortage of pharmacists, and
an expensive 4 year training program, this approach would limit the scale-up of ART
service provision. The benefits of the ISPA model are that pharmacists assistants
undergo only a 2 year in-service training course supervised by a pharmacist. The PA
dispenses directly to the patient and is responsible for stock control. In terms of
supervision, one pharmacist can supervise up to five PAs simultaneously. Some
concerns are that a PA might not be getting sufficient training, they have limited
pharmacology training and do not have the authority to promote rational prescribing.

Osman (2005) makes the point that PAs also lack a career path.

The nurse model is very useful in that it provides an option for the rapid scale-up of
ART services, although it also reaches saturation point sooner due to the difficulties
of ordering medication per patient appointment. Medication is not dispensed directly
to patients but only from patient-ready packs with the help of standard operating
procedures. While there is a perception that waiting time will be reduced when nurses
dispense medication, it is more likely that consultation times will be longer and

waiting times will increase.

Where there was a lack of doctors to renew prescriptions, this also resulted in
increased waiting times and more time spent by nurses being involved in the
dispensing process. While nurse prescribing and dispensing was not a model
evaluated in this study, it has been proposed and might conceivably decrease waiting
times. However, it does raise concerns when the prescriber and dispenser is the same

person, as there is a lack of quality control.

The generalisability of this single district evaluation could be seen as a limiting factor
given that the functioning of a facility is dependent on many facility-specific
characteristics such as the level of skilled staff, skill mix, the infrastructure available
and staff motivation [53]. More specifically, the role(s) of staff members in
pharmaceutical care could be considered as endogenous to the broader arrangement of
HRH within these facilities and may partly account for variations within these
models. However, the study does provide a framework within which to evaluate other
facilities and some experiences will be common to many facilities. An additional

limiting factor to the study is the lack of the facility staff members’ opinions on issues
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such as the importance of the different colour folders and influence on patients access
to treatment. Further research to explore health professionals’ opinions is

recommended.

Conclusions

In reality, these pharmaceutical care models are not mutually exclusive options and a
variety of systems will no doubt be required to achieve scale-up. While the ISPA
model is the least costly to the provider and to the patient, the concerns of patients in
terms of confidentiality and the avoidance of stigma needs to be addressed as it could
negatively impact on patients’ health seeking behaviour. In contrast, the nurse-driven
pharmaceutical care model is useful in rapidly scaling-up pharmaceutical care and
indeed rolling-out ART service provision to new sites as capital outlay and the
recruitment of dispensing personnel is not needed. It does however place a burden on
nurses, uses more costly staff and reports suggest that pharmaceutical care may be
compromised with patients needing to return to the health facility out of scheduled
appointments to collect medication due to them. Both of these pharmaceutical care
models have a place in service provision, but it is imperative to address quality of care
and confidentiality concerns from patients. This could be achieved by removing ART
service identifiers from patient folders, by putting up screens next to the pharmacy
dispensing window to limit the view from the waiting area, and dispensing all

medication (not just ARTSs) into brown paper bags.
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ART Anti-retroviral Therapy
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NGO Non-Governmental Organisation
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Pharm Pharmacist

SPharm  Supervisory Pharmacist

FTE Full-time Equivalent

SAPC South African Pharmacy Council
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Part D: Policy brief

The impact of pharmaceutical care models on access to

antiretroviral therapy

Summary

Two alternative pharmaceutical care models, dispensing by a nurse and by a pharmacists assistant were
compared against the standard practice of pharmacist dispensing. The models were evaluated on the
basis of cost from the health service perspective as well as patients’ access to antiretroviral treatment
(ART). The task-shifting models were shown to improve patients’ geographical and financial access to
treatment through lower travel costs. The results further suggested that while the pharmacists assistant
model was less costly than the nurse-driven model and would strengthen and support a more integrated
primary health care service, patients preferred receiving their medication directly from the nurse. The
reasons related to trust and the fear of stigma. Measures to improve patient confidentiality when
receiving medication from the pharmacy, such as removing ART service identifiers from patient
folders, and dispensing all medication in brown paper bags, is likely to positively impact on patients’

access to ART.

Introduction

This policy brief discusses results from a study conducted in the Western Cape,
evaluating different models for the dispensing of antiretroviral treatment (ART) and
their impact on patients’ access to healthcare. The burden of need for ART and the
resultant need for the decentralisation and integration of ART services into the
primary health care system is well documented. This will require a scale-up of
pharmacy services in terms of supply systems, infrastructure and staff to ensure a safe
and efficient pharmaceutical service within an environment of scarce Human

Resources for Health (HRH).

Models of pharmaceutical care

Task-shifting has been shown to be an effective and safe option for addressing the

need created by insufficient health professional staff. It refers to the delegation of
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tasks from highly skilled workers to those with either less training or task specific
training. In South Africa, the shortage of pharmacists in the public sector has led to
the use of Pharmacists Assistants (PA) and nurses to support the expansion of the
ART programme. Different models of pharmaceutical care have been used, and

include variations of:

® Pharmacist model (the standard of care) where medication is dispensed by a
pharmacist directly to patients.

® Indirectly supervised pharmacists assistant (ISPA) model where a PA working
under the indirect supervision of an offsite pharmacist, dispenses medication
directly to patients and is responsible for stock control.

® Nurse model where prescriptions are sent to a nearby hospital pharmacy, where
they are prepared before the patient’s expected appointment date and delivered to
the primary health care clinic in patient-ready packs. The nurse then provides the
patient with medication, reviews the patient’s progress, and returns uncollected

medication to the pharmacy.

How were the different pharmaceutical care models evaluated?

The study was conducted in a peri-urban district in the Western Cape of South Africa.
Within the district, six health facilities were sampled based on the model of
pharmaceutical care used. A total of 224 patient exit interviews were conducted,
patients’ waiting times were documented and staff time spent on pharmacy related
tasks were observed. In order to get a complete picture of which model is most
appropriate, the cost implications for the health system was calculated and the impact

of the service offered on patients’ access to health care was assessed.

Is it an efficient use of nurses’ time to dispense medication?

The aim of economic evaluations is to highlight the differences in cost between health
care interventions, and to compare it with a gain or loss in outputs. The primary cost
differences between the pharmaceutical care models relates to the staff providing the

service. Table 1 summarises the staff cost per patient treated, by model.
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Table 1

Staff cost of ART service use, compared between different service models

Level of service Average number of visits per Average staff cost to Average annual
patient per year provider per visit staff cost per

patient treated

Full-time pharmacist 7.78 R 50.78 R 395.07
Pharm assistant under 10.74 R 44.76 R 480.72
indirect supervision

Nurse-driven 9.78 R 79.26 R 775.16

dispensing

While from the results in Table 1 it seems as if the least expensive model would be to
have a pharmacist driven service. This is partly due to economies of scale, whereby in
the pharmacist model more patients can be helped by a pharmacist working with
pharmacists assistants. As well as due to fewer visits per annum in the pharmacist
model because the service has been running for longer, patients are more stable on
treatment and are therefore receiving their medication every two months as opposed
to monthly. The scale-up of a pharmacist driven service is not necessarily an option
given the scarcity of pharmacists and the impact of a centralised pharmacist driven
pharmaceutical care model on patients’ access to treatment. The results further
indicate that between the task-shifting models, the ISPA model is less costly to the
service provider per patient visit. In fact, the costs per visit for the nurse model is
almost double that of the ISPA model. This relates to the value of nurses’ time, and it
is important to consider whether it is an efficient use of nurses’ time to dispense

medication.

What is the cost of upgrading a medicine room?

An additional cost that comes with the implementation of the ISPA model is that it
requires a dispensary registered with the South African Pharmacy Council. Smaller
primary health care clinics often only have a medicine room designed for the bulk
storage of patient-ready packs for the refilling of trolleys or a cupboard in treatment
rooms. The medicine room is often not big enough to support the dispensing of
products directly to patients. An estimate of the cost of the infrastructure upgrade is

given in Table 2.
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Table 2

The cost of upgrading a medicine room to a dispensary

Description Cost (Rand)

The modification and enlargement

of medicine room to dispensary RIS 737.00

Security R 8 500.00

Equipment
Shelving R 8 874.64
Signage R 85.00
Electronic & electrical R 42 617.00
Reference sources R 1297.50
Dispensing equipment R 6 296.57
General R 313534

Total R 89 543.05

Data sources: Lizette Monteith, Keth'Impilo; Lindsay
Wilson, PGWC HIV directorate and Margaret von Zeil,
City of Cape Town

The costs were sourced from expenditure documents related to a facility in the district
studied which had recently invested in this infrastructure. The upgrade of the
medicine room does not only benefit the ART service but it enables the dispensing of
medication for other chronic and acute conditions treated in the health facility, which

supports a more integrated and holistic approach to health services.

How do decentralised care models affect patient access to care?

Availability
More patients lived within walking distance of the ISPA (95%) and nurse model
(87%) facilities than those attending pharmacist model facilities (28%), and patients

attending the pharmacist model facilities spent more time travelling.

In spite of the greater geographical availability of the service, patients attending the
ISPA and nurse model facilities did not always have access to ART. Drug stock-
outs were experienced at two facilities (one a nurse and the other an ISPA model

facility).
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® At the ISPA facility, 30% of respondents indicated that they did not always
receive medication and had to return another day to collect medication due to
them. This is compared to 42% of respondents at the nurse clinic.

® The reasons for drug stock-outs are related to difficulties in stock management. At
the nurse clinic, patients did not always arrive on their appointment dates, or their
prescriptions changed and in order to facilitate care, the nurse would give some
medicine prepared for another patient. This resulted in a cycle of insufficient drug

supply and was concerning for patients:

“They give you ‘bietjie bietjie’ [little little] tablets with other people’s names on it.

It confuses us.”” (Respondent, Nurse clinic 2)

“I don’t like the fact that I would come on my date and leave the clinic without getting

my pills, I have to take time away from work and my boss is not happy with it.”

(Respondent, Nurse clinic 2)

® At the ISPA facility, drug stock-outs related to the impact of insufficient doctors
at the facility to renew prescriptions and resulted in the PA being unable to

dispense medication for patients.

Affordability

Multiple visits to the clinic due to drug unavailability have cost implications and
could impact on sustained adherence to ART. Patients incurred significant costs in
attending ART services amounting to an average of R37.18 per visit by patients
attending a pharmacist clinic, compared to R12.60 per visits at an ISPA clinic and
R16.03 at a nurse-based clinic. Respondents who were employed said that they

forfeited an average of approximately R100 per day in missed wages.

Acceptability

In spite of the challenges regarding stock management in the nurse model, the
majority of respondents indicated that they would prefer receiving medication from
the nurse as opposed to at the pharmacy. While there was an element of hope that

nurse dispensing will translate into shorter waiting times, the most common themes
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for preferring nurse-based dispensing related to trust in confidentiality being

maintained. Respondents preferred nurse dispensing in an effort to avoid stigma.

“The people ask us so many questions that are not pleasant. I don’t find it easy to
collect them at the pharmacy ‘cause it is like automatic disclosure of my status to

everyone.” (Respondent, ISPA clinic 1)

“At the pharmacy there is also a person from my neighbourhood and they’ll ask and

wonder why I collect this medication.” (Respondent, Pharm clinic 1)

In addition, respondents at one of the ISPA facilities explained that different coloured
folders are used for patients in the ART program than what is used for the patients
accessing other services at that facility. The respondents likened having to wait at the

pharmacy with these folders to “automatic disclosure”.

“The queue is very long at the chemist and with us ARV clients our folders are

different from other people so they can easily see that we are HIV positive”
(Respondent, ISPA clinic 1)

“People say things about us because we have different folders, so if they can change

the folder maybe it would be fine to take treatment at the pharmacy”
(Respondent, ISPA clinic 1)

Key issues
® The task-shifting pharmaceutical care model facilities facilitated geographical
access to care with more patients being able to walk to the clinic.

® Given the scarcity of pharmacists, the ISPA model is a less costly option than the

nurse-driven model in terms of staff costs.
® Both task-shifting models experienced challenges in drug stock management.
® Patients prefer receiving their medication from nurses, in order to avoid the stigma

of being identified as HIV positive.
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Policy recommendations

The study highlighted that while the ISPA pharmaceutical care model is cost-saving
when compared to the nurse model, more efficient in terms of the use of nurses’ time,
and supports the integration of ART services into primary health care, it is important

to address patients’ concerns around confidentiality and stigma.

Possible approaches would be to:

® Remove any ART service identifiers from patient folders by ensuring that all
patients accessing the facility have the same colour and type of folder,

* Improve patient confidentiality at the pharmacy window by putting up screens
next to the window, limiting the view from the waiting area, and dispensing all

medication (not just ARTs) into brown paper bags.

The research presented in this paper was conducted by Nicola Foster and funded by the National

Research Fund (NRF) South African Research Chair: Health and Wealth program.
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Part E: Appendices



Appendix 1

ECONOMIC EVALUATION OF TASK SHIFTING APPROACHES TO THE
DISPENSING OF ANTI-RETROVIRAL (ARV) TREATMENT

RESEARCH INFORMATION SHEET

You have been asked to participate in a research study that is being conducted as part of a Masters
degree in Public Health from the University of Cape Town (UCT). Before you agree to participate,
I would like you to understand why this research is being done, and what I will be asking of you as
a participant.

Why is this research being done?

In South Africa we have a shortage of doctors, nurses and pharmacists. This shortage affects our
ability to provide good quality health care for everyone within his or her local community. We are
looking for ways in which to make the health service more efficient by perhaps training more
people to do jobs that would originally have been done by pharmacists or nurses so that the
pharmacists/ nurses would be able to do the work that they are especially good at. In this study we
are trying to find out what the costs and the benefits would be of using pharmacist assistants to
provide people with their ARVs as opposed to the nurse, doctor or pharmacist providing the
medicine at the moment.

What information will be collected and how?

In order to find out how much time you spend waiting at the clinic and where, you will be given a
piece of paper on which the health workers will record when you arrive at a certain service and
when you leave. The paper is to be given back to me before your interview.

After you have been helped, we would like to ask you some questions on how you get to the
clinic, possible costs involved for you in being at the clinic as well as questions regarding how
often you take your medicine. These questions will be asked in the form of an interview in a
private room. The interviewer will record your answers, but your name will not be used in the
reporting of the results.

The questionnaire is three pages long and should take no more than 15 minutes to complete.
What are the benefits of participation?

You will receive no personal benefits to participation in the study. However, this research could in
the future benefit your community by changing the way in which health services are delivered.

What are the harms/ risks to you in participating?

There are no foreseen physical harms to your participation in the study, but to protect your
anonymity while participating in this study the interview will be conducted in a private room.
Please note that non-participation in the study will in no way have an effect on your current or
future health care in this clinic, or in any other clinic.



The Consent Form will further explain your rights and responsibilities while participating in the
research. The fieldworker will read and explain the consent form to you and if you are willing to
participate, we will ask to sign that you agree to participate. You are welcome to take this
information form home with you, so that if you later have any questions regarding this research
you are welcome to contact me.

Contacts

Nicola Foster Tel: 079 773 5288

Researcher: Masters student (UCT) e-mail: Nicola.Foster@uct.ac.za
Professor Diane McIntyre Tel: 021 406 6579

Supervisor (UCT) e-mail: Diane . McIntyre(@uct.ac.za

Questions or concerns for the UCT research ethics committee can be referred to:
Lameez Emjedi Tel: 021 406 6492



Appendix 2

ECONOMIC EVALUATION OF TASK SHIFTING APPROACHES TO THE
DISPENSING OF ANTI-RETROVIRAL (ARV) TREATMENT

PATIENT EXIT INTERVIEW CONSENT FORM
CONSENT TO PARTICIPATE IN THE INTERVIEW
Facility: [enter name of facility]
I HAVE BEEN INFORMED ABOUT THE PROJECT ECONOMIC EVALUATION OF
TASK SHIFTING APPROACHES TO THE DISPENSING OF ANTI-RETROVIRAL (ARYV)
TREATMENT, AND I UNDERSTAND THAT IT IS UP TO ME WHETHER OR NOT TO
BE INTERVIEWED.
I understand that there will be no consequences of any kind through my participation (or non-

participation) in this study; in particular, there will be no impact on the care that I receive in this
hospital/ clinic or any other hospital/ clinic.

I understand that I can ask the person interviewing me to stop the interview at any time.

I understand that the information that I give will be treated in the strictest confidence and that my
name will not be used when the interviews are analysed.

Yes, I give my permission for the interview.

Interviewee’s name (please print)

Interviewee’s signature Date

Study sticker Place sticker here

Interviewer’s name (please print)

Interviewer’s signature Date



Appendix 3

ECONOMIC EVALUATION OF TASK SHIFTING APPROACHES TO THE
DISPENSING OF ANTI-RETROVIRAL (ARV) TREATMENT

PATIENT EXIT INTERVIEW QUESTIONNAIRE

0.1 | Date of interview dd | mm |
0.2 | Interviewer name

0.3 | Study sticker Place sticker here
0.4 | Start time of interview hour min

0.5 | Site (name of facility)

Instructions for interviewers:

Questions or parts of questions that do not always have to be read out and instructions

are in highlighted text.

Unless specifically asked to do so, options do not need to be read out but should
rather be used as a guide and as prompts to illicit a response from respondents.

Skips indicating which questions can be left out are represented by arrows

Goto >

SECTION ONE: DEMOGRAPHIC AND BACKGROUND INFORMATION

IfYES,
Go to 2.5

need in this facility?

Male 1
1.1 Sex Fomale 5
12 What was your age at
' your last birthday? Year born Years
SECTION TWO: UTILISATION AND ADHERENCE
When did you FIRST begin
2.1 receiving anti-retroviral (ARV)
treatment? Mm Yyyy
Monthly or less 1
How often do you collect your (weekly/bi-weekly)
2.2 | ARV treatment here at the Two-monthly 2
clinic? More than two- 3
monthly
Besides ARVs, are you able to Yes 1
2.3 get the other health services you No 0

24

If NO, what other services do you have to get elsewhere?




2.5

Did you miss taking any of your ARV tablets
YESTERDAY?

Yes

No

2.6

Did you miss taking any ARV tablets the day
before YESTERDAY?

Yes

No

2.7

Did you miss taking any ARV tablets 3 DAYS
ago?

Yes

No

2.8

Apart from the last three days, have you ever
missed taking any ARV tablets?

Yes

No

2.9

Have you missed any VISITS to the ARV clinic
in the last 6 months?

Yes

No

O e [ (| bt | D bk | D[ ek | D | bt

IfNO go
ta 3.1

2.10
®20

If YES, how many VISITS did you miss?

no. of visits

2,11

What was the reason(s) for missing the visits?
Do not read the list aloud; probe respondent to
give up to three reasons. Circle up to three yes
options and circle all others no.

Yes

2
)

Lack of money

Lack of time

I felt better

I could not take time off from work

No transport

Too ill to travel

Other responsibilities

The treatment does not make
me feel better

The queues in the facility are too long

The staff are rude or uncaring

I have had bad experiences with
staff before

bk | it | ok | k| peh |t | ek | b | | ot

o o0 © (OoIo|oc(o|Io|o

Don’t know

99

Other

97

If other, please specify

SECTION THREE: AFFORDABILITY

31

In coming to receive treatment today, how much
did you pay for:

Read out each item, if no money spent, code as
“0” for each item.

Rand

Transport (one way)

Clinic/ hospital fees

Medicines

Someone to take over your tasks while you are

here, including childcare

Accommodation if you need to stay the night

nearby

Food during visit

Phoning or sms’ing




Other

If other, please specify
s . : . Easy 1
Did you find it easy or difficult to incur :
3.2 | these expenses? Dlt:ﬁCIﬂt : s
(refer to expenses in 3.1) Neither easy or difficult 98
Don’t know 99
3.3 | Are you currently employed Type of employment
(working or earning money)? Yes, full-time 1
Yes, part-time 2 @
No 0 t0 3.6
Don’t know 99
3.4 If YES, did you lose income from the time you Yes 1
' took from your job to come here today? No 0
3.5 | If YES, how much money did you lose? (Rand)
3.6 Are there extra medicines you need that you are Yes 1
) not receiving at the facility? No 0 gli?’ g >
If YES, which type of medicines are you buying and how much do
Rand
you spend per month?
Pain medicine (Painblok®)
Vitamins
3.7 Cream for itchy skin (Dovate®)
) Moisturising cream (Aqueous cream)
Other
If other, please specify
. . . Easy 1
Did you find it easy or difficult to -
3.8 | incur these expenses? Dﬂ?ﬁcult : 2
(refer to expenses in 3.6) Neither casy or difficult L
Don’t know 99
SECTION FOUR: AVAILABILITY
4.1 | Is this the closest clinic to your home that offers ARV treatment? &;52 (1) g‘t’:ﬂi’s
[f NO, why do you prefer this facility?
4.2
43 | How did you get here today? Yes | No
By foot 1 0
Bicycle 1 0
Minibus taxi 1 0
Bus/train 1 0
Own private car 1 0
Other private car (meter taxi, hire car, catching a lift) 1 0
Ambulance/ hospital transport 1 0
Other 97

If other, please specify




44 How long did it take you to get to the

clinic today? (one way only) Hours Minutes

SECTION FIVE: ACCEPTABILITY

READ QUT
Different people have different preferences in how and where they get their
medicine, I would like to ask a few questions about what you prefer.

5.1 . . . . . o Yes | 1
02 Since you first started collecting your medicine from this facility,
5 * | have you ever left without ARV tablets? No (O
52 Have you ever had to come back another day (other than your Yes | 1
' appointment date) to collect tablets owed to you? No |0
At the clinic 1
5.3 READ OUT: Where would you prefer | Hospital 2
' to collect your ARV medicines? Indifferent 98
Don’t know 99
Note: Insert the respondent’s previous response into the question:
Why do you prefer the v.cuessenenes (clinic/ hospital)?
54
In receiving your ARV medicines,
what would you prefer: Doctor/Nurse 1
(a) For the doctor/nurse to give
55 you the medicine after seeing | Pharmacist/assistant 2
) you; or to
(b) Collect the medicine at the Indifferent 98
facility’s pharmacy from a
pharmacist/ assistant. Don’t know 99
Note: Insert the respondent’s previous response into the question:
Why do you prefer the ............. (doctor/nurse/pharmacist/assistant)?
5.6
Do you have any 0 tell us about your experience
of seeking or receiv facility?
5.7
Note the end time of the

interview hour min




Appendix 4

ECONOMIC EVALUATION OF TASK SHIFTING APPROACHES TO THE
DISPENSING OF ANTI-RETROVIRAL (ARV) TREATMENT

OBSERVATION TOOL
Facility:
Place sticker here
Name of fieldworker:
Date
dd _ mm _ yyyY
Time of entry of facility
hour min
NURSE (indicate if not applicable) N/A
Time of Entry Time of Exit
hour min hour min
DOCTOR (indicate if not applicable) NfA
Time of Entry Time of Exit
hour min hour min
PHARMACY (pharmacist/ pharmacist-assistant) (indicate if not applicable) N/A
Time of Entry Time of Exit
hour min hour min
Time of exiting facility
hour min

ECONOMIC EVALUATION OF TASK SHIFTING APPROACHES TO THE
DISPENSING OF ANTI-RETROVIRAL (ARV) TREATMENT

OBSERVATION TOOL
Facility:
Place sticker here
Name of fieldworker:
Date
dd mm YYYY
Time of entry of facility
hour min
NURSE (indicate if not applicable) N/A
Time of Entry Time of Exit
hour min hour min
DOCTOR (indicate if not applicable) N/A
Time of Entry Time of Exit
hour min hour min
PHARMACY (pharmacist/ pharmacist-assistant) (indicate if not applicable) N/A
Time of Entry Time of Exit
hour min hour min
Time of exiting facility

hour min




Appendix 5

UNIVERSITY OF CAPE TOWN

E Health Sciences Faculiy
Rescarch Ethics Committee

Room E32-24 Groote Schuur Hospital Old Main Building

Observatory 7925

Telephone [(121] 406 6338 » Facsimile [021] 406 6411
e-mail: sumayah.ancfdicn(@uctac.za

25 February 2010
REC REF: 064/2010

Ms N Foster
Health Economics Umt
Dear Ms Foster

PROJECT TITLE: AN ECONOMIC EVALUATION OF TASK-SHIFTING APPROACHES TO
THE DISPENSING OF ARV TREATMENT IN THE CAPE WINELANDS DISTRICT.

Thank you for submitting your study o the Research Erhics Committee for reveew

Itis a pleasure ro inform you that the Ethics Committee has formally approved the above-mentioned study
Approval is granted for one yvear till the 280 February 2011,

Please submit an annual progress report (FHS01G) if the research contdnues beyond the expiry date.
Alternanvely please submit a study clesure report (FHS 010) if the study s completed within one year so that

we can close our file,

Please add the following statement to the informed consent document: non participation in the study will in
no way impact on the patents’ current or furure health care in the clinic or any other clinic.

PMease note that the l:mgﬂin.g cthical conduct of the 5ru.r|:,.' remains the ﬂ‘ﬁl}nl‘lﬁibﬂit}' of the principal
mveskigator.

Please quote the REC. REF in all your correspondence.

Yours sincerely

PROFESSOR M BLOCKMAN
CHAIRPERSON, HSF HUMAN ETHICS

Federal Wide Assurance Number FWAMKO1637.
whrefdien
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Verwysing
Reference 19/18/RP 12/2010
Isalathiso
Departement van Gasondheid

Navrae Department of Health
Encuiries Dr N Peer iSebe lezeMpilo
Imibuzo
Telefoon
Telephone 021 483 6858
Ifowuni

Health Economics Unit
University of Cape Town
Qbservatory

7925

FAX:

Dear Ms N Foster

RE: AN ECO C EVALUATIO GA O 9] [¢] - RA
TMENT IN

Thank you far submitting your proposal te undertake the above-mentioned study. We are pleased to inform you that the
department has granted you approval for your rasearcirat the following facilities. Please contact the facility managers ta
assist you with access to the facliities:

1. TC Newman hospital
2. Mbekweni Clinic

3. KyamandiClinic

4. Franschoek

S. Idasvalley

6. Dalvale

Kindly ensure that the following are adhered to:
1. Arrangements can be made with managers, providing that normal activities at requested facilitles are not
interrupted.
2. Researchers, in accessing provindial health facilities, are expressing consent to provide the department with an
electronic copy of the final report within six months of completion of research. This can be submitted to the
provincial Research Co-ordinator (healthres@pgwe. gov.za).

3. The reference number abave should be quoted in all future correspandence.

We look forward to hearing from you.

Yours sin

DR ICUP B

DEPUTY-DIRECTORGENERAL

Page'1 of 2 Dorpstraat 4 4 Dorp Street
Posbus 2060 PO Bux 2060
KAAPSTAD CAPE TOWN
8000 8000
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Instructons for Human Resources for Health authors

General Information
Submission procass

Manuscripts must be submitted by one of the authors of the manuscript, and should not be submitted by anyone on their behalk. The
submitting authar takes respensiblity far the artide during submission and paar review.

To fadittate rapid publication and to minimize administrative msts, Human Resoures for Hesfth accepts only goline submission,

Flles can be submitted as a batch, or ene by ene, The submission process can be Interrupted at any time = when users retum to the
site, they can camy on whem they left off.

See below for examples of accaptable ward processor and graphics flle formats, Additlonal flles of any type, such as movies,
animatlons, or orginal data fles, can also ba submitted as part of tha publication.

During submission you will be asked to provide a cover letter. Please use this to explain why your manuscript should be publfished In
the journal and to elaborate on any Issues relating ko our aditorial polkies detalled In the Instructons for authors.

Asslstanca with the prooess of manusaipt preparaten and submisslon s avallable from the custamer support team
(nfe@blomed central.cam).

Waea alao provide a collaction of links to useful tools and rassurcas for sdantific authors, on our Tools for Authors paga.
Publication and pear review procassas

Human Resoeurces for Heaith uses online peer review to speed up the publication process. The time taken te reach a final declsion
depends on whether reviewers request revisians, and how quidkdy authors are able to respand.

Human Resources for Health has an open peer-review process, almed at Improving the accountablity of peer review and giving
reviewers credit for the work they do.

Once an amdda Is accapted, [t Is published In Human Resources for Health Inmediately as a provigional PDF flle. The paper wil
subsequantdy ba published In both fully brewssable wab form, and a8 a formatted PDF. The artide will then ba avallable through
Human Resourpes for Hesith, BioMed Central and PubMed Central, and wil also be Induded In PubMed.

The ultimate responsiblitty for any declsion Bes wkh the Editar-In-Chief, to whom any appeals against rejection should be addressed.
Artide-processing charges

Human Resourtes for Hesith levies an artide-processing charge for every ac=pted artide, to cover the costs Incurred by open acoess
publication. In 2011 the artide-procassing charge is £1035/US$1680/€1235. Ganerally, i the submitting auther’s institution i a

tha cost of the article processing change Is covered by the membarship, and no further charge [s payable. In
the case of authors whose Insttutions are supporter members of BioMed Central, however, a discounted artkde promessing charge |s
payable by the author. Plaase gick here to check if your institution is a BioMed Central member. Waivars mav he granmd, particularly
far authors from developing countries. For further detalls, see [mors atlon ak ) Ta- bt ;

Editorial polides

Any manuscipts, or substantal parts of it, submitted to the journal must not be under consideratan by any other joumal. In
ganeral, the manuscript sheuld not have already baen published In any joumnal or othar dtable form, akhough k may have baan
daepositted on a preprint server. Information on duplicate/overiapping publications can be found hars. Authors are required to angure
that no material submitted as part of a manusoript Infringes existing copyrights, or the dght=s of a third party. Authors whe publish In
Human Resources for Hasith retain copyright to their wark {(more informatien). Correspondence concaming artidas published in
Human Resourves for Haaith I8 encouraged,

Submission of 8 manuscript to Human Resoureas for Hasith implies that all authors have read and agreed e its content, and that any
experimental research that Is reported In the manuscript has been performed with the approval of an appropriabe ethics commithee.
Research carried out on humans must be In compliance with the Helsinkl Dedaration, and any experimental research on animals
must folkow internationally recognized guidelines. A staterment to this effect must eppearin the Methods section of the manuscript,
Incuding the name of the body which gave approval, with a reference numbar where apprepriate, Informed consent must also be
documented. Manuscripts may be rejected Ifthe edimral office considers that the research has not been armed out within an
athical framework, e.g. if the severky of tha expaerimental procedure is not justiied by the value of the knowladge gained.

Human Resourpes for Health's publisher, BioMed Central, has a legal responsibiity to ensure that Is Jaumals de not publish materal
that Infringes mpyright, or that Indudes Bbellous or defamatory content. If, on review, your manuscript ks percelved to contaln
potentially Ebellous content the journal Edkers, with assistance from the publisher If required, will work with authors to ensure an
appropriats putmome I reached,

Generic drug nemes should generally be used. When proprietary brands are used In research, iIndude the brand names In
parentheses In the Methods section.

Woe ask authors of Human Resources for Health papers to complete a dadaration of competing Interasts. which should be provided as
a separate section of the manuscrpt, to follow the Acknowledgements. Whara an author gives ne compating Interasts, the listing
wil reed 'The author{s) dedare that they have no competing Interests’, Much has been written about competing Interests (or conflict
of lnterest, a8 other journals call It} within scdentiic research, but the foBowing articles provide some background:
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For all articles that Indude Information or dinical photographs relating to Individual patlents, written and signed consent from each
patient to publish must also be malled or faxed to the editorlal staff. The manuscript should also Include a statement to this effect In
the Acknowledgements sectlon, as follows: "Written consent for publication was abtalned from the patlent or thelr relative.”

Human Resourees for Health supports initiatives to impreve the performance and reporting of dinical trials, part of which indudes
prospective registering and numbering of trials. The Intematicnal Committee of Medical Journal Editors (ICMJE) defines a dinical trial
as any research study that prospedively assigns human subjects to one or more health related interventions to evaluate the effects
on health outcomes. Authors of protocols or reports of such dinlcal trals, where the primary purpose of the research Is to
understand the causes, development and effects of disease, or to Improve preventative, dlagnastic or therapautic Interventions,
must reglster thelr trial prior to submisslon In a sultable publicly acgesslble reqlstry. Reglstries which meet the requlrements of the
ICMIE Indude WHO Primary Reglstries. The trial registration number should be Induded as the last line of the abstract of the
manuscript.

Human Resources for Health also supports initiatives aimed at improving the reporting of biomedical research. Checklists have been
developed for a number of study deslgns, Induding randomized controlled trals (CONSORT), systematic reviews {PRISMA), meta-
analyses of observatlonal studles (MOQSE), dlagnostic accuracy studles (STARD) and qualtative studles (RATS). We recommend
authors refer to the EQUATOR network webslte for further Information on the avallable reporting guldelines for health research, and
the MIBBI Portal for prescriptive cheddists for reporting blological and blomedical research where applicable. Authors are requested
tc make use of these when drafting thelr manuscript and peer reviewers wlll also be asked to refer to these checklists when
evaluating these studies. For authors of systematic reviews, a supplementary file, linked from the Methods section, should
reproduce all details conceming the search strategy. For an example of how a seanch strategy should be presented, see the
Cochrane Reviewers' Handbook.

Authors from pharmaceutical companles, or cther commerclal organizations that sponsor clinical trals, should adhere to the Goad
Publication Practice guidelines for pharmaceutical companies, which are designed to ensure that publications are produced ina
responsible and ethical manner, The guidelines alsc apply to any companies or individuals that work on industry-sponsored
publications, such as freelance writers, contract research prganizatipns and communications companies.

The Involvement of medical writers or anyone else who assisted with the preparation of the manuscript content should be
a:knowledged along with thelr source of fundlng, as described In the

2 If medical writers are not lilsted among the authors, K Is
|mportant that thelr mle be acknowledged expllcn:ly We suggest wording such as "We thank Jane Doe who provided medical writing
services on behalf of XYZ Pharmaceuticals Ltd."

Any 'In press' articles cited within the references and necessary for the reviewers' assessment of the manusaipt should be made
avallable If requested by the editorial office.

Submission of a manuscript to Human Resources for Health implies that readily reprodudible materials described in the manuscript,
including all relevant raw data, will be freely available to any sdentist wishing to use them for nen-commerdal purposes. Nudeic add
sequences, pretein sequences, and atomic coordinates should be deposited In an appropriate database In time for the accesslon
number to be Included In the published article. In computational studles where the sequence Infarmation Is unacceptable for
Inclusion In databases because of lack of experimental valldation, the sequences must be published as an addltlonal file with the
article.

Nucleotide sequences

Nudectide sequences can be deposited with the DNA Data Bank of Japan {DDBJ), European Molecular Blology Laboratory (EMBL/EEI)
Nudeotlde Seguence Database, or GenBank (Natlonal Center for Blotechnology Information).

Protein ssquences
Protein sequences can be deposited with SwissProt or the Protein Information Resource (PIR).

Structures

Proteln structures can be deposhed with one of the members of the W wide P In nk, Nudelc Adds structures can be
deposited with the Nudeic Acld Database at Rutgers. Crystal structures of organic compaunds can be depostted with the Cambridae
Crystallographic Data Centre.

Chemical structures and assays

Structures of chemical substances can be deposited with PubChem Substance, Bioactivity screens of chemical substances can be
deposited with PubChem BioAssay.
Microarray data

Where appropriate, authors should adhere to the standards propased by the Microarray Gene Expresslon Data Sodety and must
deposit microarray data In one of the publlc repositerles, such as ArravExpress, Gene Expresslon Omnlbus {GEQ) ar the Canter for
Infgrmation Biglogy Gene Expression Database (CIBEX).

Computional modeling

We encourage authors to prepare models of blochemical reactlon networks using the Systems Blology Markyp Lanouage and to
deposit the model with the BioModels database, as well as submitting It as an additional flle with the manuscrpt.

Plasmids

We encourage authors to deposlt coples of thelr plasmlds as DNA or bacteral stocks with Addgene, a non-profit reposkory, or
Plasmip, the Plasmid Information Database at Harvard.

BicMed Central is a member of the Committee on Publication Ethics (COPE). Authors who have appealed against a rejection but
remain concemed about the editorial process can refer their case to COPE. For more information, visit www.publicatignethics.org.

BleMed Central endorses the World Assodatlon of Medlcal Edltors (WAME) Polloy Statement on Gegpolltical Intruslon on Editordal
Redlslops.

retumn to top

Preparing main manuscript text
File formats

The following word processor file formats are acceptable for the main manuscript document:
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e Microsoft Word (versign 2 and above}
® Rich text format (RTF)
¢ Portable document format (PDF)
* TeX/LaTeX (use BloMed Central's TexX template)
+ DeVice Independent format (DVI)
+ Publicon Document (NB)

Users of other word processing packages should save or convert their files to RTF before uploading. Many free tocls are available
which ease this process.

TeX/LaTeX users: We recommend using BloMed Centmls TeX template and BlbTeX stylefile. If you use this standard format, you can
submit your manuscript In TeX format (after you submit your TEX flle, you wlll be prompted to submit your BBL file). If you have used
another template for your manuscaript, or If you do not wish to use BlbTeX, then please submit your manuscript as a DVI file, We do
not recommend converting to RTF,

Note that flaures must be submitted as separate Image flles, not as part of the submitted DOC/ PDF/TEX/DVI file.
Artida types

When submitting your manuscript, you wlll be asked to assign one of the following types to your artide:

Research
Cage study
Commentary
Hypothesls
Methedoloay
Raview

Please read the descriptions of each of the article types, choose which 1s approprate for your artide and structure It accordingly. If In
doubt, your manuscript should be dassified as Research, the structure for which Is described below.

Manuscript sections for Research artikcles

Manuscrpts for Research articles submitted to Human Resources for Health should be divided Into the following sections:

+ Title page

* Abstract

* Background

¢ Methods

* Results

+ Discussion

+ Concluslons

+ List of abbreviations used (If any)
+ Competing interests

+ Authors' contributions

e Authers' information (if any)

+ Acknowledgements and Funding

¢ References

* Figure legends (If any)

+ Tables and captions (If any)

+ Description of additional data flles (If any)

You can downlead a template (compatible with Mac and Windows Word 97/98/2000/2003/2007) for your article. For instructions on
use, see below.

The Accesslon Numbers of any nudlelc acld sequences, proteln sequences or atomic coordinates clted In the manuscript should be
provided, In square brackets and Incdude the comesponding database name; for example, [EMBL:ARO262595, EMBL:AC137000,
DDBI:AEDODB12, GenBank:U49845, PDB: 1BFM, Swiss-Prot:Q96KQ7, PIR:S66116].

The databases for which we can provide direct links are: EMBL Nudeotide Sequence Database (EMEBL), DNA Data Bank of Japan
(DDE] ), GenBank at the NCBI (GenBank), Proteln Data Bank (PDE), Protein Informatlon Resource (PIR) and the Swiss-Prot Frotein
Database (Swiss-Proth

Title page

This should list the title of the artide. The title should Include the study design, for example:
A versus B in the treatment of C: a randomized controlled trial
X Iz a risk factor for Y: a caze control study

The full names, institutional addresses, and e-mail addresses for all authors must be included on the title page. The comresponding
auther should alse be indicated.

Abstract

The abstract of the manuscript should not exceed 350 words and must be structured into separate sections: Background, the
context and purpose of the study; Methods, how the study was performed and statistical tests used; Results, the main findings;
Concluslons, brief summary and potential implications. Please minimize the use of abbreviations and do not cite references in the
abstract; THal reglstration, if your research article reports the results of a controlled health care intervention, please list your trial
registry, along with the unique Identifying number, e.g. Trial reglstration: Current Controlled Trials ISRCTN73824458. Please note
that there sheuld be no space between the letters and numbers of your tral registration number.

Background

The backgreund sectlon should be written from the standpoint of researchers without speclalist knowledge In that area and must
dearly state - and, If helpful, llustrate - the background to the research and Its alms. Reports of clinkal research should, where
approprate, Include a summaty of a search of the Iterature to Indicate why this study was necessary and what It aimed to
contrbute to the fleld. The sectlon should end with a very brief statement of what Is being reported In the artide.

Methods

This should Inciude the design of the study, the setting, the type of partkclpants or materlals Involved, a clear description of all
Interventlens and comparisons, and the type of analysls used, Including a power calkulation If approprate.
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The Results and Discussion may be combined inte a single section or presented separately. Results of statistical analysis should
include, where appropriate, relative and absolute risks or risk reductions, and confidence intervals. The results and discussion
sections may also be broken into subsections with short, informative headings.

Conclusions

This should state dearly the maln concluskons of the research and glve a dear explanatlon of thelr Importance and relevance.
Summary illustrations may be induded.

List of abbreviations

If abbrevilations are used In the text, elther they should be deflned In the text where first used, or a list of abbreviations can be
provided, which should precede the competing Interests and authors’ contributlons.

Competing inberests

A competing Interest exists when your Interpretation of data or presentation of Information may be Influenced by your personal or
financlal relationshlp wlth other people or organizations. Authors should disclose any finandal competing Interests but also any non-
financial competing interests that may cause them embarrassment were they to become public after the publication of the
manuscript,

Authors are required to complete a declaration of competing interests. All competing interests that are dedared will be listed at the
end of published artides. Where an author gives no competing Interests, the listing will read The author({s) dedare that they have
no competing Interests'.

When completing your dedaration, please consider the following questions:
Financial competing interests

+ In the past five years have you received reimbursements, fees, funding, or salary from an organization that may in any way
gain or lose financially from the publication of this manuseaript, either now orin the future? Is such an grganization finandng
this manuscript (Including the article-processing charge)? If so, please spedfy.

¢ Do you hold any stocks or shares In an organization that may In any way gain or lose finandally from the publicatlon of this
manuscripk, elther now or In the future? If so, please spedfy.

+ Do you hold or are you currently applying for any patents relating to the content of the manuscript? Have you recelved
relmbursements, fees, funding, or salary from an crganizaticn that holds or has applled for patents relating to the content of
the manuscript? If so, please speclfy.

* Do you have any other finandal competing interests? If so, please spedfy.

Non-finandial competing Interests

Are there any non-finandal competing Interests {political, personal, religlous, Ideclogical, academic, Intellectual, commerclal or any
other) to dedare in relation to this manuscript? If so, please spedify.

If you are unsure as to whether you er one of your co-authors has a competing Interest, please discuss It with the editorlal office.

Authors’ contributions

In order te give appropriate credit to each auther of a paper, the individual contributions of authors to the manuscript should be
spedified in this section.

An "author” Is generally consldered to be someone who has made substantive Intellectual contributlons to a published study. To
quallfy as an author one should 1) have made substantlal contrbutlons to conceptlon and deslgn, or acquisition of data, or analysls
and Interpretation of data; 2) have been Invohved In drafting the manuscript or revising It critically for Important Intellectual content;
and 3) have given final approval ef the version to be published. Each author should have participated sufficiently in the work to take
public responsibility for appropriate portions of the content. Acquisition of funding, collection of data, or general supervision of the
research group, alone, dees not justify authorship.

We suggest the following kind of farmat (please use initials to refer to each author's contribution): AB arried out the molecular
genetic studies, participated in the sequence alignment and drafted the manuscript. JY carried out the immunoassays. MT
particpated in the sequence alignment. ES participated in the design of the study and performed the statistical analysis. FG
conceived of the study, and participated in its design and cocrdination and helped to draft the manuscript. All authers read and
approved the final manuscript.

All contributors who do not meet the criteria for authorship should be listed In an acknowledgements sectlon. Examples of those
who might be acknowledged include a person who provided purely technical help, writing assistance, or a department chair who
provided only general support.

Authors' Information

You may choose to use this sectlon to Include any relevant Information about the author(s) that may ald the reader’s Interpretation
of the article, and understand the standpoint of the author{s). This may Include detalls about the authors’ quallificatlons, current
positions they hold at institutions or societies, or any other relevant background information. Please refer to authors using their
initials. Note this section should not be used to desaibe any competing interests.

Acknowledgements and Funding

Please acknowledge anyone who contributed towards the study by making substantial cantributlans to conceptlon, design,
acquisition of data, or analysls and Interpretation of data, or who was Involved In drafting the manuscrpt or revising It critically for
important intellectual content, but who does not meet the aiteria for authorship. Please also indude their source(s) of funding.
Please also acknowledge anyone who contributed materials essential for the study.

The role of a medical writer must be Included In the admowledgements sectlon, Including thelr scurce(s) of funding.
Authors should obtain permission to acknowledge from all those mentioned in the Admowledgements.

Please list the source(s) of funding for the study, for each author, and for the manuscript preparation In the acknowledgements
sectlon. Authors must describe the role of the funding body, If any, In study deslgn; In the collectlon, analysls, and Interpretation of
data; In the writing of the manuscript; and In the dedslon to submit the manuscript for publication.

References

All referances must be numberad consecutively, In square brackets, In the order In which they are dtad In the text, followed by any
In tables or legends. Reference cltatlons should not appear In tltles or headings. Each reference must have an Individual referance
number. Please avold excessive referencng. If automatic numberng systems are used, the reference numbers must be finalized and
the bibliography must be fully formatted before submission,

Only artides and abstracks that have been published or are in press, or are available through public e-print/pre print servers, may be
dted; unpublished abstracts, unpublished data and personal communications should not be induded in the reference list, but may
be Included In the text and referred te as "unpublished data™, "unpublished observations®, or "persanal communications® giving the
names of the Involved researchers. Notes/footnotes are not allowed. Obtaining permission to quote personal communikatiens and
unpublished data from the clted author{s) Is the responsiblilty of the author. Journal abbreviations follow Index Medleus/MEDLINE.
Citations in the reference list should contain all named authors, regardless of how many there are.
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Examples of the Human Resources for Health reference style are shown below. Please take care to follow the reference style
precisely; references not in the correct style may be retyped, necessitating tedious proofreading.

Links

Web links and URLs should be Included In the reference list. They should be provided In full, Including both the title of the sie and
the URL, In the fellowing format: The Mousa Tumor Biology Database [http://tumor.Informatics.jJax.org/mtbw/index.do]

Human Resources for Health reference style

Style flles are avallable for use with popular bibliegraphlc management software:

BibTex
EndNote style file
Refersnce Manager
':Ea-glﬂ

Article within a jourmnal
1. Koonin EV, Altschul SF, Bork P: BRCAL protein products: functional motifs. Nat Genet 1996, 13:266-267.
Artidle within a journal supplement

2. Orengo CA, Bray JE, Hubbard T, LoConte L, Sliiitoe I: Analysis and assessment of ab Initio three-dimenslional pradiction,
secondary structure, and contacts predicton. Proteins 1999, 43(Suppl 3):149-170.

In press articie
3. Kharttonov SA, Barmmes P1: Clinical aspacts of exhaled nitric oxide. Eur Respir 7, In press.
Published abstract

4. Zvaifler N1, Burger JA, Marinova-Mutafchieva L, Taylor P, Maini RN: Masenchymal cells, stromal derived factor-1 and rhaumatboid
arthritis [abstract]. Arthritis Rheum 1999, 42:5250.

Article within conference proceedings

5. Jones X: Zeolites and synthetic mechanisms. In Proceedings of the First National Conference on Porous Sieves: 27-30 June 1996;
Baltimore. Edited by Smith Y. Stoneham: Butterworth-Heinemann; 1996:16-27.

Book chapter, or article within a book

6. Schnepf E: From prey via endosymblont to plastids: comparative studies In dincflagellates. In Origins of Plastids, Volume 2. 2nd
editlon. Edlted by Lewin RA. New York: Chapman and Hall; 1993:53-76.

Whole issue of Journal
7. Ponder B, Johnston 5, Chedosh L (Eds): Innovative oncology. In Sreast Cancer Res 1998, 10:1-72,
Whole conference proceedings

8. Smith Y (Ed): Proceedings of the First National Conference on Porous Sieves: 27-30 June 1996; Baltimore. Stoneham: Butterwarth-
Helnemann; 1996.

Complete book
9. Margulis L: Origin of Eukaryotic Celfs. New Haven: Yale University Press; 1970.
Monograph or book In a serfes

10. Hunninghake GW, Gadek JE: The alveolar macrophage. In Cuttured Human Cells and Tissues. Edited by Harris TIR. New York:
Academic Press; 1995:54-56. [Stoner G (Series Editor): Methods and Perspectives in Cell Biology, vol 1,]

Book with institutional author
11. Advisory Committee on Genetlc Modlfication: Annuaf Report. London; 1999,
PhD thesis

12. Kehavl R: Wrappers for parformance enhancement and oblivious decislon graphs. PhD thesis. Stanford University, Computer
Science Department; 1995.

Link / URL
13. The Mouse Tumor Biclogy Database [http://ftumor.informatics.jax.org/mtbwifindex.do]
Microsoft Word template

Although we can accept manusdaripts prepared as Microsoft Word, RTF or PDF files, we have designed a Microsoft Waord termplate that
can be used to generate a standard style and format for your artide. It can be used if you have not yet started to write your paper,
orIf it Is already written and needs to be put Inte Human Resources for Health style.

Download the template (Mac and Windows compatible Word 1998/2000) from cur site, and save it to your hard drive, Double click
the template to open it.

How to use the Human Resources for Health template

The template consists of a standard set of headings that make up a Human R es for Health R ch manuscript, along with
dummy fragments of body text. Follow these steps to aeate your manuscript in the standard format:

s Replace the dummy text for Title, Author detalls, Institutional affillatlons, and the other sectlons of the manuscipt with your
own text (elther by entering the text directly or by cutting and pasting from your own manuscrpt document).

e Ifthere are sections which you do not need, delete them (but chedk the rest of the Instructions for Authors to see which

sedions are compulsory).

If you need an additional copy of a heading (e.g. for additional figure legends) just copy and paste.

For the references, you may elther manually enter the references using the refgrence style given, or use bibllegraphlc

software to Insert them automatically. We previde style flles for Endiote, Reference Manager and Zotero.

LA 4
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For extra convenience, you can use the template as gne of your standard Word templates. To do this, put a copy of the template file
in Word's 'Templates' folder, normally C:\Program Files\Microsoft Office\Templates on a PC. The next time you create a new
document in Word using the File menu, the template will appear as one of the available choices for a new document.

ratum to top

Preparing illustrations and figures

Figures should be provided as separate flles and should not be Induded In the main text of the submitted manuscript. Each figure
should comprise only a single file. There Is no charge for the use of ocolor.

Please read our figure preparation guidelines for detailed instructions on maximising the quality of your figures,
Formats

The fellowing file formats can be accepted:

+ EPS (preferred format for dlagrams)
+ PDF (also espedally sultable for dlagrams)
+ PNG (preferred format for photes or images)
e Microsoft Word (figures must be a single page)
+ PowerPoint {figures must be a single page)
e TIFF
+ JPEG
+ BMP
* CDX {ChemDraw)
* TGF (ISIS/Draw)
Figure legends

The legends should be included in the main manuscript text file rather than being a part of the figure file. For each figure, the
following information should be provided: Figure number {in sequence, using Arabic numerals - i.e, Figure 1, 2, 3 etc); short title of
figure (maximum 15 words); detailed legend, up to 300 words.

Plaasa note that i Ia the responsibility of the author{a) to obtain permission from the copyright holder to reproduce figures or
tables that have previously been published elsewhere.

ratum to top

Preparing a personal cover page

If you wish to do so, you may submkt an Image which, In the event of publication, wlll be used to create a cover page for the PDF
verslon of your article. The cover page wlll also display the journal logo, article title and cltation detalls. The Image may elther be a
flgure from your manuscipt or another relevant Image. You must have permisslon from the copyright holder to reproduce the Image.
Images that do not meet our requirements wlll not be used.

Images must be 300dpi and 155mm square (1831 x 1831 pixels for a raster image).
Allowable formats - EPS, PDF {for line drawlngs), PNG, TIFF {for photographs and screen dumps), JPEG, BMP, DOC, PPT, CDX, TGF
(ISIS/Draw).

retum to top

Preparing tables

Each table should be numbered In sequence using Arablc numerals {l.e. Table 1, 2, 3 etc.). Tables should also have a title that
summarizes the whole table, maximum 15 words. Detailed legends may then follow, but should be concise.

Smaller tables considerad to be Integral to the manuscript can be pasted Inte the document text file. These will be typeset and
displayed In the final published form of the article. Such tables should be formatted using the Table object’ In a word processing
program to ensure that columns of data are kept allaned when the file Is sent electronically for review; this wlll not always be the
case If columns are generated by simply using tabs to separate text. Commas should not be used to Indicate numercal values. Color
and shading should not be used.

Larger datasets can be uploaded separately as addltlonal flles. Additlonal files wlll not be displayed In the final, published form of the
article, but a link will be provided to the filles as supplled by the author.

Tabular data provided as additional files can be uploaded as an Excel spreadsheet (3ds) or comma separated values (.csv). As with
all files, please use the standard file extensions.

retum to top

Preparing additional files

Although Human Resources for Health does not restrict the length and quantity of data in a paper, there may still be oecasions where
an author wishes to provide data sets, tables, movie files, or other information as additional information. These files can be
uploaded using the 'Additional Materal files” butten In the manusecript submisslon process.

The maximum file size for additional files s 20 MB each, and flles wlll be virus-scanned on submisskon.

Any additional files will be linked into the final published artide in the form supplied by the author, but will not be displayed within
the paper. They will be made avallable In exactly the same form as ariginally provided.

If additional material is provided, please list the following information in a separate section of the manuscript text, at the end of the
document text file:

* Flle name

¢ Flie fermat (Including name and a URL of an approptate viewer If format Is unusual)
+ Title of data

« Description of data

Additional datafiles should be referenced explidtly by file name within the body of the artide, e.g. 'See additional file 1: Moviel for

C./.../Human Resources for Health Gui...
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the original data used to perform this analysis'.
Formats and uploading

Ideally, file formats for additional flles should not be platform-speclific, and should be viewable using free or widely avallable tools.
The following are examples of sultable formats.

« Additional documentaticn
+ PDF (Adabe Acrobat)
+ Animations
* SWF (Shockwave Flash)
* Movies
+ MOV (QuickTime)
s MPG (MPEG)
¢ Tabular data
e XLS (Excel spreadsheet)
e CSV (Comma separated values)

As with figure flles, flles should be glven the standard flle extenslons. This Is espedally Important for Macintosh users, since the Mac
OS does not enforce the use of standard extenslons. Please also make sure that each additional file Is a single table, figure or movie
{please do not upload linked worksheets or PDF flles larger than one sheet).

Minl-websltes

Small self-contalned webslites can be submitted as additional files, In such a way that they will be browsable from within the full text
HTML version of the article. In order to do this, please follow these instructions:

1. Create a folder containing a starting file called Index.html {or Index.htm} In the root

2. Put all flles necessary for viewing the minl-website within the folder, or sub-folders

3. Ensure that all links are relative (le "Images/picture jpg" rather than "/Images/picture.jpg" or

"http://yourdomain.net/images/picture,jpg" or "C:\Documents and Settings\usemame\My Documentsymini-

website\Images\picture.jpg™) and no link is longer than 255 characters

Amess the index,html file and browse around the mini-website, to ensure that the most commonly used browsers (Intermnet

Explorer and Firefox} are able to view all parts of the mini-website without problems, it is ideal to check this on a different

machine

5. Compress the folder into a ZIP, check the file size is under 20 MB, ensure that index.html is in the root of the ZIP, and that the
flle has .zlp extenslon, then submit as an additional file with your article

>

retum to top

Style and language
Ganeral

Currently, Human Resources for Heaith can only accept manuseripts written In English. Spelling should be US English or Britlsh English,
but not a mixture.

Gene names should be in italic, but protein produdts should be in plain type.

There Is no explicit limit on the length of artides submitted, but authors are encouraged to be condse. There Is no restrictlon on the
number of figures, tables or additional flles that can be Induded with each artide online. Flgures and tables should be sequentlally
referenced. Authors should Include all relevant supporting data with each artide.

Human Resources for Health will not edit submitted manuseripts for style or language; reviewers may advise rejection of a manuscript
if it is compromised by grammatical ermors. Authors are advised to write clearly and simply, and to have their article checked by
colleagues before submisslon. In-house copyediting will be minimal. Mon-native speakers of English may choose to make use of a
copyedlting service.

Help and advice on scentific writing

The abstract Is one of the most Important parts of a manuscript. For guldance, please visit our page on "Witing tltles and abstrads
for scientific articles”.

Tim Albert has produced for BioMed Central a list of tips for writing a scientific manuscript. MedBioWorld also provides a list of
resqurces for scence writing.

Abbreviations

Abbreviations should be used as sparingly as possible. They can be defined when first used or a list of abbreviations can be
provided preceding the acknowledgements and references.

Typography

Please use double line spacing.

Type the text unjustified, without hyphenating words at line breaks.

Use hard returns only to end headings and paragraphs, not to rearrange lines.

Capitalize only the first word, and proper nauns, in the title.

All pages should be numbered.

Use the Human Resources for Heslth reference format.

Footnotes to text should not be usad.

Greek and other spedal characters may be Induded. If you are unable to repreduce a partlcular speclal character, please type
out the name of the symbol In full.

LN B B I N

Please snsure that all special characters used are embedded In the text, otherwisa they will be lost during conversion to
PDF.

e Genes, mutations, genotypes, and allkeles should be indicated in italics, and authors are required to use approved gene
symbals, names, and formatting. Protein products should be in plain type.

Units
SI Units should be used throughout (Iiter and molar are permitted, however).

Last revised: 9 August 2010

Submif & manuscript

retum to top
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