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Executive Summary

Rationale

1)

Pain is a significant and distressing problem
experienced by people living with HIV/AIDS.

In order to adhere to the World Health
Organisation’s (WHO) pain ladder, it is essential
that HIV care providers can access opioid
analgesia for their patients. Although palliative
care is defined by its multidimensional focus on
physical, emotional and spiritual pain, the lack
of access to opioids in Sub-Saharan Africa has
been identified as a major challenge. This study
aimed to identify current opioid prescribing
services and regulatory bodies within 12
PEPFAR countries, and to describe barriers to,
and potential for, expansion in the number of
opioid providers, for people with HIV/AIDS.

Methods

2)

A cross sectional survey questionnaire was
distributed to palliative care sites in 12
countries, and a telephone interview conducted
with International Narcotics Control Board
(INCB) competent authorities in each. The data
were analyzed and integrated to identify
potential strategies for opioid expansion.

Main findings
Site configuration and activity

3)

4)

5)

The majority of the sample (56.4%) were
‘integrated’ Non-Governmental Organisations
(NGOs) offering a range of HIV services,
including a component of palliative care.
These services focused on general counseling,
family/community education, food parcels/
grants/income generation, HIV prevention and

testing. The palliative-only services (35.5%, e.g.

hospices) stressed bereavement counseling,
family support, spiritual care, professional
education and advocacy.

All sites concurred with the WHO definition of

palliative care, with no deviations or adaptations.

Although palliative care should be offered
alongside antiretroviral therapy (ART), only 11
sites (17.7%) were ART providers, and 5 (8.1%)
had no local access at all, the remaining 40
(64.5%) having nearby provider access for
their patients.

6)

7)

Palliative-only services cared for significantly
fewer patients per year than did the integrated
NGOs and were significantly more likely to
prescribe opioids to both adult and child
patients while under their care.

Comparing palliative-only to integrated
services, there was no significant difference in
the number of clinical staff, nor in the
proportion of staff able to prescribe opioids.
However, the palliative-only services had a
significantly higher proportion of clinical staff
trained in palliative care.

Opioids

8)

9)

10)

11)

36 sites (58.1%) were currently dispensing
opioids. Less than constant supply of analgesia
was reported by sites at all three levels of the
WHO Pain Ladder. Seven sites reported less
than constant supply of Step 1 analgesics.

18 sites did not report access to an agent for
the management of neuropathic pain, a
common symptom of HIV disease and an ART
side-effect. Again, there were breakages in the
supply of antiemetics (11 sites), anxiolytics (7
sites) and neuropathic pain treatments (7 sites).

The common factors hampering opioid
provision were: Supply (e.g. central stores not
stocking adequately, overly tight control,
unreliable stocks, few dispensers); Legislation
(e.g. regulations, lack of national policy on
opioid use, bureaucratic processes); Education
(e.g. existing clinicians do not know how to
assess and treat pain, fear of addiction, poor
patient compliance, palliative care stresses its
specialty to the point of exclusion, doctors lack
interest in dying patients); Practical (e.g. costs,
storage requirements, not enough prescribers,
unqualified staff in home-based care, poor
infrastructure to follow discharged patients
home, lack of sugar for making up syrup, and
short shelf-life of morphine).

Responses suggesting mechanisms to assist
more providers to access opioids: Advocacy at
governmental and public levels on the need for
opioids, and on lifting restrictive legislation;
Collaboration with prescribing doctors, across
primary and secondary care, with hospital
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pharmacies; Training in pain assessment and
management, in all curricula, on palliative
rather than supportive care, and shorter
courses for prescribing; Coverage to rural and
home-based care services.

12) The identified challenges to expansion were:
Political, achieving motivation; political will and
to support opioid use Educational, challenging
myths, teaching that HIV requires Step 3 pain
management, and achieving medical cultural
change; Resources, time for doctors to
prescribe, drug costs, storage facilities, number
of pharmacists, supply breaks, building up rural
services, and the number of prescribers.

13) The suggested methods to overcome the
challenges included: Education, training for
health care workers, input to medical curricula,
teaching for HIV services, and the development
of shorter courses; Advocacy, support through
APCA, and government lobbying;
Organisational, central supply of drugs and
collection points to be facilitated by
government, and better linkages with hospices;
Resources, funding for drug storage facilities,
increase in hospice capacity, more pharmacists,
and the employment of professional staff in
home-based care (HBC) organisations.

Regulation

14) There was considerable difficulty with Ministries
identifying and contacting their INCB competent

authorities, which suggests potential problems
when addressing one of the key mechanisms
for expanding opioid access, i.e. advocacy
through governmental and other

bureaucratic organisations.

15) In each of the five countries, the INCB
competent authority cited specific opioids they
believed to be available in the country that
were never cited by any site in the survey
provider data.

16) The majority of INCB competent authorities
felt that the current regulatory procedures
were working well, which contradicts the
provider data.
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17) All INCB competent authorities except one felt
that there were currently adequate numbers of
opioid prescribers in their country.

18) While there is a consensus within the palliative
care movement that access to opioids should be
widened, this was not reflected in the INCB
data. INCB competent authorities stated doubts
regarding their capacity to regulate increasing
numbers of services, and questioned the
competence of current prescribers.

19) The majority view among INCB competent
authorities was that access could be expanded
through education: increasing numbers of
medically trained personnel, addressing opioid
fears among existing personnel, and improving
the caliber of those currently able to prescribe.

Recommendations
For sites and HIV care practitioners

1) While the presence of both specialist and
integrated centers should be encouraged, it is
essential that each can offer the basic service
elements of the other when needed. Examples
of this from our data would be expansion of
bereavement care and family support in
integrated services, and economic support
activities in palliative-only centers. However,
this expansion of core skills and service
components should occur with the proviso that
specialist palliative-only centers have referral
criteria and capacity to offer care for more
complex cases.

2) Referral networks between ART sites and
palliative care services should ensure that not
only are patients under palliative care referred
for ART, but that mechanisms of clinical support
and consultancy are offered so that ART sites
can access palliative care when treatment is
initiated, maintained and discontinued.

3)  With the wide range of distressing and
burdensome HIV and treatment-related
symptoms, practitioners should remember to
assess and treat the full spectrum throughout
the disease trajectory including ART treatment.
Also, any side-effects of opioids must be
constantly monitored and controlled, and drugs
made available to achieve this.



4)

5)

Where opioid access is poor, networks should
be established with current hospice and
governmental providers to establish routes
for dispensing.

Rural and HBC services should consider their
potential routes to palliative care drugs when
arranging palliative care training for their staff,
as spiritual and emotional pain cannot be
optimally managed without the control of
physical pain.

For educators

6)

7)

8)

9)

10)

11)

All services, whether palliative-only, integrated
NGO or government facilities, must ensure that
all clinical staff are trained in palliative care to a
basic agreed level. This would assist staff to
assess palliative care needs, to provide general
palliative care, and be aware of when to make
appropriate referrals for specialist input.

Training and education providers should form
collaborative teaching activities with current
clinicians. Those in practice require ongoing
professional education to improve the pain
control of those living with HIV, and to meet the
needs of the dying.

Training and education providers should form
collaborative teaching activities with future
clinicians. The inclusion of palliative care in
medical school curricula should be a goal for
all countries.

Education must take a long-term view of the
process of teaching, and mechanisms put in
place to ensure follow-up to support the
application of skills learned.

Shorter palliative care courses that focus
on prescribing should be considered for
current clinicians.

Educators need to redouble efforts to address
the public fears of opioids. A potential means to
achieve this may be through the existing
significant global networks for HIV advocacy
groups such as ICW and GNP. Currently the
issues of palliative care and opioid use are not
campaigning issues by advocacy groups of
people living with HIV/AIDS.

There may be educational opportunities to
work with INCB competent authorities to
demonstrate the successes of opioid use and
the current limitations that could be addressed.
Such consultation may also offer INCB
competent authorities an opportunity to share
their concerns. Interactive education and
sharing of viewpoints may offer better potential
for feasible and acceptable strategies for
opioid expansion.

For funders

Funders must take account of the high burden
of pain and symptoms that affect quality of
life and allocate resources to ensure that
these manageable problems are adequately
controlled.

Patients should have local access to
antiretroviral therapy at all services that offer
palliation whatever disease stage the service
focuses on. Referral and co-management
care pathways should be in place to ensure
that even if palliative care and therapy are
not available at the same site, they are
co-ordinated to ensure that they can be
integrated across services.

Currently, palliative-only services see fewer
patients. While not all people living with an
incurable life-limiting disease should require
specialist palliative care, and not all people at
the end of life should or could access hospice
care, resources are required to increase the
capacity of these institutions to enhance their
educative, advocacy and specialist role for
complex case management.

Funding for clinically trained staff is essential in
HBC HIV sites, as opioids cannot be utilized
without staff able to prescribe.

Funders should consider the structural
requirements of sites, e.g. the essential current
problems of adequate opioid storage facilities
and pharmacy facilities, in addition to staff and
training costs.

Funders should consider those analgesics
beyond opioids, i.e. neuropathic pain agents,
which are essential for pain that often cannot
be controlled with opioids.
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For policy makers and regulators

19)

20)

21)

22)

23)

24)
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The current opioid (and non-opioid) drug supply
systems experience a number of blockages and
uncertainty in supply. Any expansion will
require identification of the strongest routes,
and to strengthen these further, before
expanded drug supply can be achieved.

The emphasis on expanding opioid supply is
being pursued to enhance adherence to the
WHO pain ladder. It is clear from the data that
this requires attention at all steps of the ladder,
including in some cases provision of Step 1
pain-relieving drugs.

Policies to expand opioid access must carefully
balance the need for expansion with the threat
of additional pressure on unreliable current
purchase, production and dispensing.
Expansion should not be at the cost of
reliability to existing providers.

Any strategy for expansion must take account
of the concerns of INCB competent authorities
with respect to regulation. Advocacy and
lobbying must convince this essential
stakeholder group of the feasibility of
expansion programs, as current INCB
skepticism may prove a significant barrier.
INCB’s need adequate resources to monitor
and support existing and new opioid providers.

The synergies of strengthening supply

systems for opioids can also enhance other
symptom-controlling drugs, such as antiemetics
and anxiolytics, which are also essential for
this population.

Any strategic approach to opioid expansion
must use a multi-pronged approach taking
account of: supply (e.g. ordering and

stocking, consistency of availability), legislation
(e.g. regulations on storage and prescribing),
education (i.e. ensuring that opioids are used
appropriately) and practical site-specific
support (e.g. adequate numbers of trained

and able-to-prescribe staff, funds and storage
facilities). Failure to address each of these areas
is unlikely to achieve sustainable success.

25)

26)

27)

28)

Each country should undertake a wide-ranging
consultation process to appraise its current
legislation and identify the potential to pilot
and test safe, feasible and practical legislation
for the prescribing and dispensing of opioids.

Policy change, across the legislative and
regulatory settings, can only be achieved
through co-ordinated advocacy that takes
account of governmental disinterest and
professionals’ fears of opioid use.

Current funding goals to increase the numbers
of patients accessing palliative care should take
account of the current limitations on opioid use
and supply, and address the likely pressure on
existing infrastructure.

In order to address the current weaknesses in
supply, and build capacity for expansion,
greater emphasis and capacity needs to be
placed on training and employing pharmacists.

For researchers

29)

30)

31)

32)

33)

In the light of different models of care and
numbers of trained staff and patients seen
according to service model, multidimensional
outcome evaluations are required, including
measurement of pain and symptom control.

Evaluative studies should compare both

economic costing and levels of analgesia
available, taking account of comparative
baseline patient need across models.

Referral criteria and care networks should be
examined to understand the movement
between sites as patients move up and down
the pain ladder.

All strategies and programs to expand opioid
use should be evaluated at the site/country
level to ensure that lessons can be
replicated/adapted for use in other sites.

Longitudinal evaluation of education for
initiatives in opioid use should be conducted
to measure practice outcomes.



Background

Defining palliative care

The World Health Organisation (WHO) describes
the goal of palliative care as aiming to improve:

‘the quality of life of patients and families who
face life-threatening illness, by providing pain
and symptom relief, spiritual and psychosocial
support from diagnosis to the end of life and
bereavement’. (1)

The holistic nature of palliative care

As demonstrated above by the WHO definition,
palliative care is concerned with pain in all its
manifestations among patients and families affected
by life-limiting incurable disease. This embraces
physical, emotional and spiritual pain (13). Palliative
care can only be said to be present if this ‘total care’
package is evident in whatever format is feasible
and appropriate in the local setting. Pain control
without good psychosocial care may be termed
anesthesiology; psychosocial care without adequate
pain control is supportive care. This study focused
on the physical pain control tasks of palliative care
as this component has been identified as a particular
challenge in the African context. However, we
recognize that there is equally important research to
be undertaken into the provision of control of
emotional and spiritual pain, and family support as
well as distressing symptoms other than pain,

and in training initiatives.

Why do we need PC as we roll out access to
antiretrovirals?

Although palliative care is based on a multi-
disciplinary family-based approach to care and
support, the defining feature of palliative care that
distinguishes it from supportive care is the element
of pain and symptom control. Given that pain is
experienced throughout the HIV disease trajectory
from the point of diagnosis (2), and that severe pain
is experienced by approximately 80% of those with
advanced HIV disease at the end of life (3), palliative
care has been advocated by the WHO as:

‘an essential component of a comprehensive HIV
care package because of the variety of symptoms
they can experience — such as pain, diarrhea, cough,
shortness of breath, nausea, weakness, fatigue,
fever, and confusion. Palliative care is an important

means of relieving symptoms that result in undue
suffering and frequent visits to the hospital or clinic.
Lack of palliative care results in untreated symptoms
that hamper an individual’s ability to continue his or
her activities of daily life. At the community level,
lack of palliative care places an unnecessary burden
on hospital or clinic resources.’ (4)

A recent systematic review of patient outcomes in
HIV palliative care found significant improvements
in pain and symptom control, anxiety and patient

insight (6).

Palliative care in Sub-Saharan Africa

To achieve adequate patient care, the WHO
recommends a three-part strategy for developing a
cancer pain relief program (7). This strategy can be
transferred to other life-limiting illnesses, including
pain management for HIV/AIDS. The three step-
strategy states:

(@) Government policy — the national government
health and regulatory authorities should
establish and support a policy that makes pain
relief a high priority in the health care system;

(b) Education/training - the public, policymakers,
and regulators should be informed that pain
can be relieved, and health care professionals
should be trained to manage pain using the
three-step ladder; and

(c) Drug availability — analgesics, including opioids
such as morphine, should be made available.

Current provision of palliative care in Africa is patchy
and is often thought to be provided from centers of
excellence rather than integrated into the health
care system. Home-based care (HBC) (the prime
modality of African HIV care provision) has been
criticized for the often inadequate pain control
clinical skills and use of appropriate pain-controlling
drugs (5). A current challenge to improve patient
outcomes is to disseminate lessons learned by those
who have pioneered palliative care and to balance
expansion of coverage with quality (8).

Providers of end-of-life care have identified pain
control availability as a primary challenge (9).

The need for adequate pain control will increase as
antiretroviral therapy is rolled out across the region,
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because side effects can be highly prevalent and
burdensome (10) and need to be managed to
enhance adherence, while the emergence of other
life-limiting co-morbidities require palliative therapy
as the chronic disease phase increases in length

(11) (12).

The growth of awareness of the need to expand
palliative care in Sub-Saharan Africa, and increasing
availability of funds available, have been major
developments in patient care in recent years.
Increasing numbers of HIV care providers are
demanding to acquire palliative care skills, and the
means to support this growth need to be identified.

Opioid availability

Opioids are essential for the management of severe
pain, and can effectively control the vast majority of

pain presented. It is not possible to control the range

pain intensity in the clinical care setting without
access to the Pain Ladder, i.e. drugs from
paracetamol to codeine to morphine. The WHO
Expert Drug Committee on essential drugs has
designated morphine, codeine and other opioids
as essential drugs, defined as those that satisfy the
health care needs of majority of the population,
that should therefore be available at all times in
adequate amounts and in appropriate dosages.
Oral opioid analgesics such as codeine, fentanyl,
hydromorphone, morphine, and oxycodone are
considered to be the cornerstone of good pain
management. Drugs from these classes of analgesic
must be made available for medical use if a

comprehensive palliative care program is to succeed.

According to the WHO pain ladder, opioids must be
available to manage pain in patients whose pain
has not been adequately controlled by the use of
non-opioids, weak opioids and the addition of
adjuvants (see Figure 1). In addition, it is required
that opioids are delivered:

M ‘by the ladder’, i.e. according to Figure 1

B ‘by the clock’, i.e. titrated for consumption at
regular intervals to avoid the unnecessary and
distressing experience of breakthrough pain

M ‘by the mouth’, i.e. oral morphine for simple self
administration in the home setting, and absorbed
to avoid peaks in the analgesia levels.
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Figure 1
The WHO Pain Ladder

Freedom from cancer pain v

STEP THREE

Strong opioid with or
without nonopioid,
adjuvant

Pain persisting
or increasing »

STEP TWO

Weak opioid with or
without nonopioid,
adjuvant

Pain persisting
or increasing »

STEP ONE
Nonopioid with or without adjuvant

Pain »

Source: www.who.int/cancer/palliative/painladder/en

These drugs have, however, proved extremely
difficult to obtain in many African countries.
Although in theory many countries permit
importation and distribution of the drugs, it can be
impossible in practice to obtain the necessary
authority from regulating bodies to prescribe these
drugs. Indeed, the International Narcotics Control
Board (INCB, the global authority which monitors the
control and supply of narcotics) found that one of
the biggest obstacles to the use of opioids was the
fear among health professionals of legal action that
might be taken against them if they prescribed
these drugs.

There is little or no use of morphine in nearly half of
the countries in the world. Almost all morphine is
consumed in developed countries. Indeed, in many
parts of Africa, there is limited availability of even
simple pain-relieving drugs. Opioids in countries like
Kenya, Malawi and Zambia are only accessible or
imported within very tight regulatory frameworks.
Since access to appropriate medication for pain



relief and opportunistic infections is central to
palliative care, identifying the means to increase the
numbers of HIV care providers who can offer
adequate pain relieving drugs, and have the
necessary palliative care skills, is a key stage in
scaling-up palliative care in the region.

Barriers to opioid availability

International health and drug regulatory
authorities have recognized that opioid analgesics
are not sufficiently available for the treatment of
pain in many places throughout the world.

The INCB has asked all countries to take the
necessary steps to assure that opioids are
available for pain management.

A number of economic and historic factors
contribute to the current lack of oral opioid
availability. Many countries do not have the
resources and health care infrastructure to
produce and distribute medicines. Traditionally,
the treatment of pain has not been as high a
priority as the treatment of disease. Injectable
morphine has long been recognized as a potent
analgesic, but the broader realization that oral
morphine is also very effective is more recent.
Although the international narcotics control treaty
has recognized for many years that opioids are
indispensable in the management of pain, some
countries have drug legislation that prohibits or
restricts the availability and medical use of opioids.
In addition, misunderstanding and fear of addiction
impede the rational use of opioids in pain relief
throughout the world.

The global barriers to opioid availability can be
summarized as:

M Stringent and outdated laws and regulations for
importation of opioids.

M Bureaucracy involved in obtaining authority from
regulating bodies to prescribe drugs.

M Fear of addiction to opioids among health
professionals.

M Poor or no health infrastructures.

M Cultural attitudes that make pain relief less of
a priority.

M Ignorance of the availability and potency of oral
morphine, although the potency of injectable
morphine is known.

M Inadequate numbers of properly trained staff to
asses and treat pain.

M Inadequate resource allocation of medications.
M Low funder priority for pain and symptom control.

M Lack of training in paediatric palliative care,
and lack of availability of drug formulations
for children.

Symptoms other than pain

People living with HIV disease experience a range
of symptoms beyond pain, and these can be very
distressing and may appear to clinicians to be
untreatable. These symptoms can appear early in
the disease trajectory, and may also be a result of
treatment. Symptoms can include diarrhea,
rash/itching, anxiety and depression, sexual
dysfunction, and fatigue 1-5 6. Therefore, it is
essential that clinicians are able to assess and treat
the full range of symptoms, which includes having
access to symptom controlling drugs.
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Study Aim

This study aimed to identify current opioid
prescribing services and regulatory bodies within 12
African PEPFAR (Presidents Emergency Plan for AIDS
Relief) countries, and to examine the barriers to, and
appraise the potential for, expansion in the number
of opioid providers, for people with HIV/AIDS
according to the WHO pain ladder.

Study objectives

The three study objectives were:

1. To identify the policy and practice context,
and the necessary steps for providers to
incorporate step 3 analgesics prescribing in
12 PEPFAR countries.

2. To identify current challenges, practice and
opioid supply issues, and practical steps for
expanding the number of palliative care
providers in the 12 PEPFAR countries.

3. To describe the country context of opioid
prescribing, the current opportunities and
blockages in opioid prescribing, and identify
steps that services in the 12 countries can take
to integrate palliative pain control into their
existing HIV care services.

Study design

The study utilized a cross-sectional survey
methodology, collecting data from palliative
care providers and INCB competent authorities,
integrating and comparing findings at the
country and continent levels.
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Procedure

The study population was defined as services
currently in operation defined by the African
Palliative Care Association (APCA) as a palliative
care service. A clear definitional framework was
utilized (see Appendix 1), with any service that
operated at Levels 2, 3 or 4 included. Therefore,
according to the APCA classification, the minimum
service package that met the inclusion criteria was
use of health care professionals as well as
community health workers, and delivery of clinical
and supportive opportunistic infection management,
and at least Step 1 analgesics.

Recruitment and data collection

A comprehensive list of potential palliative care
service providers was compiled from:

B The APCA contact list.

M The International Observatory, University
of Lancaster.

M USG representatives and their partners.

M The Hospice Africa Uganda Distance Learning
Diploma and other contacts.

B University of Cape Town MSc in Palliative Care.

M Mildmay Uganda contacts from their
training courses.

B Further contacts proposed by the project’s
Steering Group members.

All services identified as meeting the study

inclusion criteria were contacted initially by email.
The questionnaire was formatted electronically and
attached to the mailing. Contact details were
identified for services without electronic contact
details and these were telephoned. Hard copies were
printed and posted to those without access to email
facilities, and hard copies delivered by hand to those
services that were visited by the APCA team during
the period of data collection.

The INCB competent authorities were identified
through each country’s Department of Health and
contacted by telephone to ask for participation.



Where telephone appointments were refused, the
survey was sent electronically for self-completion.

Reminder emails and telephone calls were made to
non-responders periodically throughout the data
collection period, which ran for a period of 8 months
from August 2005-March 2006.

Survey items

For the provider survey, the items addressed their
operational definition of palliative care, service
components and activity, ARV use, health care
professional staffing, analgesia and symptom
control prescribing and dispensing, the national
legislative framework for opioid use, and challenges
to opioid provision.

INCB competent authorities questions investigated
opioid availability, essential drug lists, legislative
restrictions, and current challenges.

Data processing and analysis

Data were entered into SPSS V.12® for cleaning,
checking and analysis. To ensure the anonymity and
confidentiality of responding services, the coded
data was subjected to restricted access; completed
questionnaires were stored in a secure location.

The inputted data were subjected to profiling
descriptive statistics, and inferential statistics, in
particular, the Chi-square (x2) test for categorical
data, and the t-test and the ANOVA for continuous

data to determine statistically significant differences.

Where open-ended questions had been asked,
post-hoc coding frames were developed to present
data thematically.

Results

Palliative care sites
Site sample characteristics
Sixty-two sites participated, a response rate of 61%,

with responses broken down by country as follows:

Table 1 Country of respondents

Frequency Percent

Botswana 1 1.6
Cote d/Voire 1 1.6
Ethiopia 1 1.6
Kenya 6 9.7
Mozambique 1 1.6
Namibia 1 1.6
Nigeria 3 4.8
Rwanda 1 1.6
South Africa 27 43.5
Tanzania 4 6.5
Uganda 8 12.9
Zambia 8 12.9
TOTAL 62 100

The sites categorized themselves as either 1)

a palliative care-only service (e.g. Hospice), 2)

a non-governmental organisation (NGO) offering a
number of services including palliative care (i.e.
integrated care), 3) or as a Governmental service
(e.g. Hospital or clinic). In addition, they were asked
to list the main service components that they
provide, which are presented in Table 2 overleaf
according to category of service. In addition,
participants described their sites of care (Table 3).

Responding sites were required to categorise
themselves as 1 of the following:

1) A palliative care-only service — These services
can be characterized as providing solely
specialist palliative care. The most common
example of this is the Hospice (which may
provide home, daycare and inpatient care),
although there are other specialist palliative
care teams, for example those based in
hospitals offering consultancy.

2) An NGO offering a number of services including
palliative care — These services can be
characterized as providing a range of HIV care
services of which one is palliative care although
this is usually integrated throughout the

Expanding Pain Control in 12 African PEPFAR Countries
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services offered. Therefore, the service is likely
to offer care from the point of diagnosis.

3) A governmental service — These services can be
characterized as primary or secondary and form
part of the state facility network.

Table 2 Components of care described by sites

Category of site:

Number of services
in category

Service components

(no. of times mentioned)

Palliative care only

(e.g. Hospice)

n=22 (35.5%)

Bereavement
counseling

Counseling

Family/community
education

Family planning
Family support

Food parcels
& grants

HIV testing
Hospice mentoring
Income generation
Nutrition support
Orphan care

Pain &
symptom control

Palliative care
advocacy

Primary prevention

Professional

11

Education & Training 10

Psychosocial support

Rehabilitation
Resource centre
Respite

Social work
Spiritual care

Terminal care

Expanding Pain Control in 12 African PEPFAR Countries

PAGE 12

Non-Governmental care
provider offering more

than palliative care

n=35 (56.4%)

Bereavement
counseling

Counseling

Family/community
education

Family planning
Family support

Food parcels
& grants

HIV testing
Hospice mentoring
Income generation
Nutrition support
Orphan care

Pain &
symptom control

Palliative care
advocacy

Primary prevention

Professional
Education & Training

Psychosocial support

Rehabilitation
Resource centre
Respite

Social work
Spiritual care

Terminal care

14

10

15

2

(@)

N

LW

Government service
facility (e.g. Govt.
hospital/clinic)

n=5 (8.1%)

Bereavement
counseling

Counseling

Family/community
education

Family planning
Family support

Food parcels
& grants

HIV testing
Hospice mentoring
Income generation
Nutrition support
Orphan care

Pain &
symptom control

Palliative care
advocacy

Primary prevention

Professional
Education & Training

Psychosocial support

Rehabilitation
Resource centre
Respite

Social work
Spiritual care

Terminal care

o

O O O O o o

iy

O O O O g

=



All sites reported that they concurred with the
WHO definition of palliative care, with none
offering a deviation or adaptation. The data in
Table 2 demonstrate different foci between the
service models:

M Palliative care-only services (e.g. hospices) more
often sited a focus on bereavement counseling,
family support, spiritual care, professional
education and advocacy.

M Integrated NGOs more often described their focus
on general counseling, family/community
education, food parcels/grants/income
generation, HIV prevention and testing.

M Government hospital services described service
components of pain and symptom control in
addition to screening, medical, and surgical
input. However, there were only five services in
this category.

Table 3 Sites of care

Palliative care only

(e.g. Hospice)

Disease groupings served and antiretroviral
therapy provision

There were observed differences in the proportions
of each category of site with respect to the disease
group served and provision of ART (Table 4).

The majority of each service type provided care for
both HIV and cancer, and none provided care for
cancer patients alone. A similar proportion of
palliative-only and integrated services were unable
to provide ART, either in-house or from other

local agencies.

Excluding government facilities due to the low
number of cells, a chi-square was not significant
when testing for a difference in the availability of
ART between palliative-only and NGO integrated
services. However, it is notable that only 11 services
were ART providers, and 5 had no local access at all.
It is a strength that the majority (40) sites had local
access, but it is unclear from the remit of this study
whether ART sites request palliative care support for
those initiating and maintaining therapy.

Government service
facility (e.g. govt.
hospital/clinic)

Non-Governmental care
provider offering more
than palliative care

Sites of care

Inpatient care N=7 (31.8%)
Home care N=21 (95.5%)
Day care N=16 (72.7%)
Hospital consultancy N=15 (68.2%)
Outpatient care N=13 (59.1%)

While the palliative-only services and integrated
NGO’s were broadly similar in the sites of care
provided, the government facilities appeared to be
less likely to provide home care, although the small
numbers prevent statistical testing.

N=18 (51.4%) N=5 (100%)
N=33 (94.3%) N=1 (20%)
N=22 (62.9%) N=4 (80%)
N=16 (45.7%) N=5 (100%)
N=22 (62.9%) N=5  (100%)
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Table 4
Disease groupings and antiretroviral therapy

Palliative care only Non-governmental care  Government service

(e.g. Hospice) provider offering more facility (e.g. govt.
than palliative care hospital/clinic)

Diseases cared for

Cancer only 0 0 0

HIV only N=1 (4.5%) N=2 (5.7%) N=o0 (4.8%)
HIV and cancer N=21 (95.5%) N=33 (94.3%) N=g (95.2%)
ART availability

We provide ART N=3 (13.6%) N=8 (22.9%) N=1 (25.0%)
We don’t provide ART N=17  (77.3%) N=23 (65.7%) N=2 (50.0%)
but work with providers

to gain access for pts

We don’t provide ART N=2 (9.1%) N=3 (8.6%) N=1 (25%)

have no access to
other providers

Number of adult and child patients seen

Table 5 below demonstrates that palliative care-only services provide care for a statistically smaller number
of patients per year than either integrated NGOs or governmental facilities, and that both their adult and
child patients are statistically significantly more likely to be prescribed opioids at any point under care.

Table 5 Number of patients seen per year

Palliative care only NGO offering more  Government

(e.g. Hospice) than palliative care facility (e.g. govt.
hospital/clinic)
No. of patients Mean (SD) Mean (SD) Mean (SD)
cared for per year
Adults 985 (1150) 1593 (2076) 2705 (1900) ANOVA:
F=1.878, p=0.164
Children 83 (126) 368 (620) 450 87) ANOVA:

F=2.521, p=0.091
Proportion of
patients at any
time prescribed

opioids
Adults 67% (32) 24% (33) 35%  (35) ANOVA:

F=8.619, p=0.001***
Children 47%  (45) 11% (20) 20% (22) ANOVA:

F=5.073, p=0.012**

** Significant at the 0.01 level
*** Significant at the 0.001 level

Expanding Pain Control in 12 African PEPFAR Countries
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Clinical staff on service

The clinical staff mix for each service category is
described in Table 6. To statistically compare the
staff mix, the governmental services were excluded
due to the low number of sites (i.e. N=g).

Interestingly, although the palliative-only services
saw fewer patients (Table 5), they did not have
significantly fewer clinical staff (no tests for
comparison of means were significant for each

of the staff levels). This reflects the nature of multi-
dimensional and holistic specialist care, which has
been shown to offer greater time per patient and
family and is reflected in the data in Table 2, which
shows a greater focus on bereavement counseling,
family support, spiritual care and education.

When the proportion of each grade of clinical
staff able to prescribe opioids was compared
(excluding Government facilities), there was no
significant difference between palliative-only and
integrated services.

When the proportion of each grade of clinical staff
trained in palliative care was compared, it was found
that palliative-only services had a significantly
greater proportion of trained nurses (68% Vv 45%,
t=2.147 p=0.037) compared to integrated services.
Therefore, comparing palliative-only to integrated
services, staff numbers and prescribing ability do not
differ, although the proportion of nurses trained in
palliative care is higher, fewer patients are seen, and
they are more likely to be prescribed opioids in the
palliative-only services.

Doctor Clinical Officer

Table 6
Clinical staff mix and opioid-prescribing staff
Clinical staff: Medical Officer
A B C A B C
Palliative care only ~ 8.25 1.65 £5.83 1.64 2.23 1.46
(e.g. Hospice) (1-33)(0-17) (0-33)  (0-8) (0-11) (0-11)

NGO offering more 11.53 0.45 3.53 1.33 1.30 0.70
than palliative care  (1-110)(0-4) (0-38) (0-13)(0-13) (0-13)

Government facility 7.0 0.60 1.0 3.75 3.75 1.67
(e.g. hospital/linic) ~ (4-10) (0-2) (0-2) (2-5) (2-5) (0-3)

A= Mean number of staff (range)
B= Mean number able to prescribe
C= Mean number trained in palliative care

A B C A B C

1.47 1.44 119 0.73 0.44 0.50
(0-5) (0-5) (o0-5) (0-3) (0-2) (0-2)

0.94 0.61 0.33 0.85 0.33 0.33
(0-6) (0-2) (0-2) (0-4) (0-4) (0-3)

3.33 3.33 0.33 1.0 1.0 0.67
(0-5) (0-5) (0-1) (0-2) (0-2) (0-1)

Expanding Pain Control in 12 African PEPFAR Countries
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Pain and symptom control prescribing
and dispensing

Thirty-six sites (58.1%) were currently dispensing
opioids, and they were dispensed in the following
formulations: liquid (oral) n=29 (46.8%), tablets
n=20 (32.3%), injectable n=17 (27.4%). 1

The specific drugs prescribed for each step of the
WHO ladder are described in Table 7. The number of
times each drug was mentioned is listed after each
drug name.

Expanding Pain Control in 12 African PEPFAR Countries
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Table 7 Analgesics prescribed, dispensed and
supply continuity

Drug name prescribed

Step 1 (non-opioid) NSAIDs 88
Paracetamol 64
Aspirin 22
Nimesulide 4
Tricyclic 3
Benzodiazipine 1
Steroids 2
Ciclofenal 1
Buscopan 1
Periactin 1
Stopain 1

NO RESPONSE n=¢4 SERVICES
TOTAL = 188 DRUG RESPONSES

Step 2 (weak opioid)  Codeine 33
Dihydrocodeine 11
Tramadol 14

Dextropropoxyphene 6
Anti-epileptics
Co Dydramol
Anti-depressant
Coproxamol

R R R R

NO RESPONSE n=19

TOTAL= 73 DRUG RESPONSES
Step 3 (strong opioid) Morphine 5
Pethidine

Fentanyl

Duragesic

Pethilofan

Pentazome

Valaron

Tilidine

Methadone

R P, P, P RPWPHSON

NO RESPONSE n=19
TOTAL= 69 DRUG RESPONSES

Of the Step 1 analgesics listed, 156/180 responses
indicated that they were dispensed onsite. Forty-two
services indicated that Step 1 analgesics were
available 100 % of the time, the remaining 7 ranged
from only 10-95 % (9 missing).

1 This question had a multiple answer
format, hence the responses do not add up
to 100 percent.



Of the Step 2 analgesics, 52/73 drugs cited were
dispensed onsite. Twenty-one services indicated
that Step 2 analgesics were available 100 % of the
time, the remaining 7 ranged from only 10-75 %
(15 missing).

Of the Step 3 analgesics, 45/69 drugs were
dispensed onsite. Twenty-eight services indicated
that Step 3 analgesics were available 100% of the
time, the remaining 7 ranged from only 5-90 %

(8 missing).

Therefore, although the majority had access onsite
to Step 1 analgesics, fewer had access to Step 2 and
3 analgesics. However, those that listed Step 2 also
were likely to have Step 3.

For those who dispensed opioids, they were
obtained from the following sources:

Table 8 Opioid sources

Opioid Sources

Joint Central Medical Stores
Government hospital

Private pharmacy

Pharmaceutical supplier

Hospice

Locally from pharmacy in powder form
Manufacturers

Cancer Institute

Patients buy from outside hospital
Import from UK

Missing

TOTAL 36

R R R R R R KRB U 00

The most common sources of opioid supply were
governmental, i.e. via Joint/Central medical stores
and government hospitals, with private pharmacies
the next most common source.

The prescribed symptom control drugs are described
in Table 9.

Table 9 Symptom control drugs prescribed,
dispensed and supply continuity

Drug name prescribed

Antiemetics Metachloperamide 43
Phenothiazines 19
Haloperidol 18
Cyclizine
Promethizine
Bonamine
Ondansetron
Stemetic
Emeset
Eyelezine
Motilium
Ondansetron
Decedron
Maxaton

NO RESPONSE n=13 SITES

TOTAL= 109 DRUG RESPONSES

P P PR R R RL A DNRNVOVO

Management of Amitriptyline 34

neuropathic pain Carbamazapine 19
Phenytoin 9
Vit B 7
Steroid 5
Gabapentin 4
Tricyclic antidepressant 3
Phenothiazine 2
Morphine 2
NSAID 2
Paracetomol 1
Haloperidol 1
Bamezapine 1

TOTAL= 90 DRUG RESPONSES

NO RESPONSE n=18 SITES

Anxiolytics Benzodiazapine 48
Lorazepam 11
Amitriptyline 5
Haloperidol 4
Chlorpromazine 2
Phenothiazine 1

TOTAL= 71 DRUG RESPONSES
NO RESPONSE n=17 SITES

Expanding Pain Control in 12 African PEPFAR Countries
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Of the antiemetics listed, 81/109 responses indicated
that they were dispensed onsite. Seventy responses
indicated that the drug was available to be
dispensed 100 % of the time, the remaining 32
ranged from only 20-90 % (7 missing).

Of the agents listed for the management of
neuropathic pain, 68/90 of the cited drugs were
dispensed onsite. Sixty-three responses indicated
that neuropathic pain agents were available to be
dispensed 100 % of the time, the remaining 20
ranged from only 5-95 % (7 missing).

Of the anxiolytics listed, 51/71 drugs cited were
dispensed onsite. Forty-one responses indicated that
anxioloytics were available 100 % of the time, the
remaining 16 ranged from only 1-95 % (14 missing).

Government, country and policy context

Each respondent identified whether opioids were on
their essential drugs list. Also they were asked to
describe the legal requirements for obtaining,
producing, storing and prescribing opioids, and the
main factors hampering opioid provision within their
country (see Table 10).

The data shows that, although some countries such
as Uganda have made advances in opioid provision
in comparison to others, there is a remarkable
similarity in the identified factors hampering opioid
provision. They can be summarized as:

B Supply
E.g. stores do not stock, overly tight control,
unreliable stocks, and few dispensers.

M Legislation
E.g. regulations requiring 7-days only for
prescribing, lack of national policy on opioid use,
and bureaucratic processes.

B Education
E.g. existing clinicians do not know how to assess
and treat pain, fear of addiction, poor patient
compliance, palliative care stresses specialty to
the point of exclusion, and doctors are less
interested in dying patients.

Expanding Pain Control in 12 African PEPFAR Countries
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B Practical
Costs, storage requirements, not enough
prescribers, inadequate staff in HBC, poor
infrastructure to follow patients home, lack of
sugar for making up syrup, and short shelf-life
of morphine.

There was concordance between sites with regard to
whether opioids were on the country essential drugs
list, with the notable exception of Zambia.



Table 10 Opioids, essential drug lists and legal requirements
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Table 10 Opioids, essential drug lists and legal requirements — continued

SSDUIAI}IDYD JO 98PajMOUD| JO Xoe 1l
saniunlioddo uoeanpa Joyde 1w
1oddns pue |jim [eaiul)d Jo de |
swajqo.d 1S JusWSSasse ujed m

Joddns o1jeloneaing Jo Yoe | m
siasuadsip/sianddns jo yoe1m
Siea{ |
SS90V W

aujydiow passpmod
dn Supjew 1oy sade|d Jo de 1w
(%592) € Nar SIS pue 93pajMoud| JO XdeTl
(Buniwon *8-9) suoredndwod A|Hm
9ouendwod jusned 1004 W
SIoM Juswissasse ured 100d |
sied) uoissaldap Alojelidsay m
Jappe] ujed Jo aSpajmous| JO dde |
S31)N21yIp 95eI0IS M
JgH Ul 92uasaid 10100p JO oe Tl
yoddns jeannod jo e m
Addns jo Aljigeureisns m
sylhw sujydio m
Jaquasaid swiy )ny Suppe] |
Sururely jeaiul)d 10od m
AIH Ul uted jo asuelous| m
9OUIPLUOI 3IB] JJelS a1ed Y}|esH |
sia11ddns wouy dueisigm
ured jo asueidadde jeinjn) m
1500w
Age)ieay m
(%291 3a (%9°2b)se SUOI13214359. SuIqIIISaId M
sweJgold jJode 1w
Ad1jod jeuoijeu oN m

paw.oj Aimau

(%001) T 0 SI UOIJBID0SSY |euolleN a1e) dAllel||ed |

sweliSoid Sujurel] jo e 1w

uoIIppe JO Jed{ |

uone|si3aTm

Alddns jooe1m

(%001) T 0 S9[M198) puUe JelS JO YIe] |
ON S9A

£1S1) SSnip jenuassa uoisinoid proido

Supadwey si1o0)oej urey

uo aujydiow jeiQ

Sjuawalinbal
JUSWUIDA0S Sul}PaW Ul S3NJIQm
AyigejieAe jeuojieu jo yoem

S2INn31) pue spiom uj
pajels aynod pue Aduanbayy yiSuaism
Suisuadsip ssaulim sasinu zm
S$320] ¢ pulyaq 2101SH
Aoewueyd paislsi8al e wody ulelqo m
9)gejeadal jou uoidLosald m
sasuadsip jeydsoy
‘21015 0] pamojie 0g)/09N ONE
$9103}S Payd0] 40 Junod Ajlegm
129/J9 JO UOIJBN|EAS JUBISUOD W
aquosald ued s10120p Ajuom
1speuweyd pasuadl) wolj Ajuo siseq
judijed paweu uo spiojdo SuosiSm
9sudd|| Suisuadsip e paaNmE

19A suoN E

9sN U0 0SJequWa JUBWUISA0S JUSLIN) M

sjuawalinbai
jesa

(%52) € (%S2) T

@rIENA (%6°88)7C

(%001)T o
(REEENT  (%L'99)T
ON SOA

s s8nip
Jenyuasss uo spioido

pIubZUD]|

0oLy YInos

ppubmy

pLabiyN

7
]
=
=)
<
3
(<]
)
o
<
(™
o
("]
o
<
1]
v
=
(=
<
N
-
=
©
=
-
[
(-]
o
=
[\
-8
bo
£
©
<
(]
[
X
(')

o
[
(')
o
<
o




Table 10 Opioids, essential drug lists and legal requirements - continued

I=uSuissiw (%S5°£8)Z

320)2 3y}
Aqg jou pue Suisop a1enbapeu| m
S|IIS Juswssasse uled 1004 W
aujydiow jeJo Suixjw 10j JeSns Jo yoe |
S19q1I2sald Jo SIsquinu JO oe 1l
AIH U1 3sn pioido jo a8pajmou| 1004 |
]auuosiad payienb jo yoem
Sy m
s1spewleyd jo yoe1m
UOIIIppe JBd) S|eu0ISSaj0.d M
pasu uj
950y} 0} 9q12said J0U |jIM S10300Q B
Adnod aAidLIsSaI/uoe|SISo T |
Spun{m
$S9208 1004 W
Suo11eINSal JUBWUISA0D) W

(%59)T Ma
(%097 (%S2)Z
3JI-)1dys 1oys sey aulydiop m
SI3Y}0 3pnjIxa
pue ainjeu jsherdads ayj asiseydwa
-19A0 S)si|e1dads a1ed aAljel||ed |
(3411 J13ys ‘Buyd03s
‘uonnquisip) Aiddns sjqernaiun m
Suyuresy jo siapinoid aiow pasN
S12113SIp 20w
yoeal 03 SpaaU INo-]jo. sujydiop m
Ssjol9q jednyn) m
SWa3SAS SuLI0}UOW }29)49-3PIS 1004 W
awoy sjuaned
MO0]]04 0} 9INJINJISEIU| J00d B
Aoeray)) m
sieay/sylAy m
Jye1s paulesy Ajojenbapeu| m
suonduasaid sadoid
9)lIM pue ujejdxa 0] Juem Jou Op JeISH
uoI13BINPA 4O 3IB] JJU0IY) W
sjualed SulAp ul
3sa193u1 Jo dde] ‘Aze] ‘Sunmun :s10100Qq M
syspewseyd jodpeTm
aquasaid 03 9)qe Sulaqg Jou SaSINN M
ON S9A
£1S1) SSnup jenuassa uoisinoid proido

Supadwey sio0)oej urey

uo auydiow je1o

19V s8nug snosa8ueq Japunm
s10120p Ag Ajuo aqudsaldm
Aoewuseyd jendsoy
ulew ay} ySnoiyy anqguisip
ISNW S$9101S |B2IPaW JUBWLISAOD |
3203s ued sjeudsoy Ajuom
9qosald Jou ued SaSINN M

uoinjos aujydiow

9onpoid 0} 9SUII|| PN W

32015 J0 plodal dody m

pleogdnd pay20] 3jgnogm
ainjeusis Jaled/juaied

yum uondudsaid ajedndngm
aquasald 0}

112UN02 1BIIPAW Y}IM paIlsiSal ogm

UOI3USAUO) Jeulajul 0} Alled sgm
Ajioyine usnlIm yum
199]102 0} 3s1oewleyd/juspuajuiiadns

1edipaw Aq 1a139) ARy ISNIA A
Auoyiny

s3niQ |euoileN Yim 1a1siSay m
agelols ‘spunos piem g Adew.eyd
8uiquosald ouj Adnjod y ssepd

01 Suliaype Adewleyd paialsiSay m

sjusawalinbai
jesaq

w
=
=
-
<
3
(<]
v
o
<
L
-8
L
-8
<
©
v
=
Y=
<
N
-
=
©
=
-
<
(=]
o
=
<
-8
-]
£
T
c
©
o
]
w

(%09 3a
STt (%SLE)E pIquiDz
° (9%001)8 ppubbpn
OoN SOA

s s8nip
Jenuassa uo spioido




Results

Opioid training, expanding access and
current challenges

Respondents indicated whether they felt there were
adequate opportunities for staff training in the use
of opioids, what mechanisms they recommend for
expanding access to a greater number of HIV care
providers, and what challenges they envisage in
achieving this (see Table 11).

Again, despite there being some disparity in the
progress being made between individual countries
within the region, there were notable similarities
with respect to their views.

In terms of assisting more providers in accessing
opioids, the suggestions were:

B Advocacy: at government and public levels
on the need for opioids, and on lifting
restrictive legislation.

M Collaboration: with prescribing doctors,
across primary and secondary care, and with
hospital pharmacies.

M Training: in pain assessment and
management, in all curricula, on palliative
rather than supportive care, and a shorter
course for prescribing.

B Coverage: to rural and HBC services.

With respect to potential challenges to expansion,

the difficulties were:

M Political: achieving sufficient motivation.

B Educational: challenging myths, teaching that HIV
requires Step 3 pain management, and achieving

medical cultural change.

M Resources: time for doctors to prescribe, drug
costs, storage facilities, number of pharmacists,

supply breaks, building up rural services, and the

number of prescribers.

Expanding Pain Control in 12 African PEPFAR Countries
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The suggested methods to overcome the challenges
were as follows:

M Education: training for HCW, input in to curricula,
teaching for HIV services, and developing
shorter courses.

M Advocacy: support through APCA, and
government lobbying.

B Organisational: central supply of drugs and
collection points facilitated by government,
and better linkages with hospices.

M Resources: fund storage, increase hospice
capacity, more pharmacists, and employ
professional staff in HBC organisations.
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Results

Current challenges: purchasing, producing,
dispensing and prescribing

Finally, respondents described current challenges
in the purchasing, production, dispensing and
prescribing or opioids (see Table 12).

The Purchasing issues can be summarized as:

B Overwhelming cost due to new taxes;
expensive and scarce single source of supply;
lack of funds; unreliable supply; distances;
too many restrictions.

The Producing issues can be summarized as:

M None produced due to government embargo;
hard to produce and source enough due to
expanding patient base; lack of pharmacists;
limits on sugar supply to make up syrup.

The Dispensing issues can be summarized as:

M Restrictions to hospitals and hospices
mean patients do not get access; massive
delays between scripts and dispensing; lack
of pharmacists.

The Prescribing issues can be summarized as:

M Being the sole prescriber; heavy restrictions;
professionals do not know how to prescribe;
lack of education; refusal to prescribe for
children; lack of rural staff; gross underuse
due to fears and myths.

Expanding Pain Control in 12 African PEPFAR Countries
PAGE 26
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INCB competent authorities data
Respondents

Despite significant efforts over a period of eight
months, five interviews were achieved. This was
due, in large part, to considerable confusion within
Ministries as to whom the appropriate person was
and a lack of accurate contact details for the
identified individual.

The interviews that were achieved were:

M Ethiopia

M Kenya

B Namibia

M Tanzania

M Uganda

Current opioid supply and regulatory system

All five stated that opioids were currently on their
respective country’s essential drugs list and
available in country for pain relief.

In Table 13, it is notable that the majority of INCB
competent authorities were satisfied with the
functioning of the current regulatory system,
contrary to provider data. INCB competent
authorities also felt (with the exception of Uganda)
that there were currently adequate numbers of
opioid providers. An important finding from these
interviews is that INCB competent authorities feel
that they may not be able to offer adequate
regulation and monitoring for increased numbers of
providers, and that they question the skills of those
already prescribing opioids.

Expanding Pain Control in 12 African PEPFAR Countries
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Comparison to site responses

The data from INCB competent authorities and the
data from care sites were integrated and compared
to appraise the congruity of their perspectives on
opioid availability.

It is noteworthy in Table 14 that although the
Ethiopian INCB competent authority reported that
opioids were available in the country, the respondent
said that while they were on the essential drugs list,
they were unavailable anywhere. In every country
without exception, INCB competent authorities cited
specific opioids that they believed to be available
in-country that were never cited by any service
within that country.

Table 14 Comparison of INCB competent authorities and provider data: opioid availability

Morphine Pethadine Codeine Tramadol Nitrazepam Methadone Fentanyl Tilidine Etorphine

Kenya o/ ° X o/ ° X L4

Ethiopia e X *X ° X

Tanzania eV v o/ v ° X
Uganda o/ o/ v L

Namibia e X ° X o X o X ° X ° X

¢ Noted by INCB comp auth as present in country
v Mentioned by at least one service in country
X Not mentioned by any service
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Discussion

Definitions and components of
palliative care

Palliative care is delivered in an increasingly diverse
range of settings, with the potential for generalist
palliative care to be rolled-out more easily than the
specialist care which offers expert management of
complex cases. Our data offer two important and
fundamental opportunities for opioid expansion for
people living with HIV in Sub Saharan Africa.

Firstly, all the respondents reported that they define
palliative care in exactly the same way as the WHO
2002 definition. As a common thread throughout the
data is the need for education and collaboration to
increase opioid access, the united acceptance of the
WHO definition will make the roll-out, monitoring
and provision of opioids to common objectives
easier to achieve. As the PEPFAR legislation has
been designed to operationalize this definition, in
particular the WHO pain ladder, then scale-up
strategies can more easily embrace the range of
services with the knowledge that a common
definition is shared.

Second, the range of services offered by the 3
categories of provider demonstrate clear differences
in focus, with palliative-only services stressing
bereavement counseling, family support, spiritual
care, professional education and advocacy, while
more integrated NGOs offer general counseling,
family/community education, food parcels
/grants/income generation, HIV prevention and
testing. This probably reflects the needs of the
patient population referred to these types of
provider, suggesting that the palliative-only service
provides a more end-of-life focus (i.e. hospice) while
the integrated service cares for a wider disease-
spectrum population. However, it is not possible for
palliative-only services to care for all dying patients,
and integrated services should be able to offer
advanced disease care (including opioids) for those
who need it, and further research is required to map
referral criteria for the management of complex
cases which may require a more specialist palliative
care setting.

Antiretroviral therapy

Of the sample, six had no local access to ART for
their patients, although all were PEPFAR countries.
ART is an essential complement of palliative care,
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even for those with late-stage infection and an
inadequate response to therapy (14). While it is not
necessary for all sites to provide ART, it should be
available for co-management between providers.
Also, all sites should have access to the full range of
pain and symptom-controlling drugs and trained
staff to provide skills in managing the side effects of
therapy and immune reconstitution events among
ART-referred patients, as the majority of respondents
did not provide ART for their patients but worked
with ART sites to gain access.

Patient population

The data show that the palliative-only services see
significantly fewer patients, and that they are more
likely to be prescribed opioids while on service.

This is unsurprising as specialist palliative care
usually offers more detailed assessments, offers
longer contact per consultation, and if more patients
are prescribed opioids then closer monitoring is
required. Also, as these patients are likely to be
nearer to the end of life, their needs can be expected
to be greater, as are those of the family. Therefore,

it is essential to recognize that the smaller number
of patients, while not reflected in smaller staff
numbers, is likely to be a function of the type of
care provided and patient need, a view supported
by the data describing service components and

the proportion of patients prescribed opioids.
However, the possibility that the data might suggest
under-use of opioids in integrated services cannot
be discounted, particularly as these staff are
significantly less likely to be palliative-trained.

Staff skills

While the number of staff did not differ in line with
the site patient population size, the proportion of
palliative-trained staff was significantly lower for

the integrated NGOs. While it is expected that an
integrated service has more components of care

and so fewer palliative-specific staff, it is important
that all staff can recognize palliative need and can
provide generalist palliative care during their patient
interaction, and refer appropriately, and so we
recommend that all staff in an integrated service
have at least some basic training. The number of
staff able to prescribe did not differ between
services, which suggests that there are adequate
numbers of staff on service in integrated services
who could prescribe if they received adequate
training in the assessment and management of pain.



Analgesia and symptom controlling drug
availability

Firstly, looking at Step 1 analgesics, it is concerning
that even among these participating a significant
number had problems in accessing Step 1
analgesics. These are the least complex in terms
of legislative bureaucracy and control, and so
challenges here suggest an inability to even begin
to use the WHO ladder with certainty of continuity.
Also, a small number of services were unable to
dispense Step 1 analgesics, and while it is not
necessary for all services to dispense Steps 2 and
3 (e.g. South African hospices tend not to dispense
opioids), the prevalence of pain and lack of policy
restraints suggest that any site should be able to
provide Step 1 analgesia.

Looking at Step 2 and 3 analgesics, both were
dispensed by fewer sites and supply was an
increasing issue. Less than half the sites were
currently prescribing opioids of any strength, and
those that did were mainly relying on Joint Medical
Stores and Government Hospital pharmacies. Clearly,
while reliance is on these sources, any strategy to
increase the number of providers must take account
of how best to assist these centers in offering
continuing supply. The data identified a number of
alternative methods, such as direct importation from
the UK, and these centers should be investigated
more closely in the search for reliable mechanisms
of supply.

Neuropathic pain is a common, distressing and
challenging presentation among people with HIV
disease, and can be a result of the underlying
disease or a side-effect of antiretroviral therapy.
The most effective drugs, such as Gabapentin, are
expensive, and this is reflected in the low number
of services that cited its use. Antiemetics and
anxiolytics are also essential drugs in the
management of patients with HIV disease, and
further problems were identified with these both in
availability and supply continuity. Although opioids
often have an anxiolytic effect, they should always
be available for patients with advanced disease.
Nausea and vomiting are common side effects of
both opioid and ART use, and so antiemetics should
always be available. The data demonstrate some
systemic problems that suggest that opioid supply
issues are not solely related to this class of drugs
but are compounded by the legislative framework,

and that less controlled drugs such as antiemetics
experience similar problems. Therefore, while
lobbying for opioid availability is a clear and
essential task, there are issues beyond this that
speak to drug supplies across the formulary
spectrum.

The service perspective on opioid
access: factors hampering provision,
expanding access and facing challenges

The sample represents diverse countries in terms of
progress towards opioid availability for a true public
health approach to palliative care provision, from
the well-recognized Ugandan experience, the
governmental/hospice links across South Africa,

to the challenges of Ethiopia. However, it is notable
that despite these significant differences, the data
offers common themes to guide a strategic approach
to opioid scale-up. To aid identification of feasible
and appropriate strategies for opioid expansion,
the data have been integrated from Tables 10-12
demonstrating the commonalities across themes
and countries (See Figure 2).
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Discussion

Figure 2
Challenges and responses: data integration

Factors hampering roll out & challenges Suggested responses & solutions to challenges

Political

m Store supplies are unreliable
m Lack of political will

m Motivating MoH

m Lack of national policy
mBureaucracy

Clinical

m Professionals lack knowledge on HIV pain,
assessment, management

m Professionals fear opioids

m Lack of professional training

m Lack of clinician interest in the dying

m Public opioid fear

Site-specific

m Lack of storage facilities

m Rural distance from suppliers

m Specialist palliative care excludes other
organisations

Resources

m Lack of prescribers and pharmacists

m Costs

m Lack of facilities to follow patients home
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Political

m Advocacy to MoH to raise awareness

m Public education

m Change prescribing rules

m PWA lobbying

m Government take responsibility for central
purchase & distribution

m License nurses to prescribe

m Legislative change

Clinical

m Focus on training palliative not supportive care

m Focus on training in opioid use in HIV not
just cancer

m Graft onto existing providers

m Provide a shorter prescribing course for
non-specialists

m Better HBC training

Site-specific

m Closer collaboration with doctors

m Improve clinical training

m Better clinical supervision

mAccess to state pharmacies

mRoll-out to rural areas

m Improve primary / secondary integration
mImprove networking with existing prescribers
mIncrease hospice capacity

m Better pharmacy links

m More storage cupboards

Resources

m Identify sources of opioid funding
m More pharmacists

m Evaluation of opioid expansion




The INCB competent authorities and provider data: common goals

and disparate perspectives

The INCB competent authorities and provider data:
common goals and disparate perspectives

It is very illuminating to compare the data from the
provider sample to the INCB sample. Although this
could only be conducted for 5/12 countries, the
contrast in the data suggests some conflicting views
on the current provision of opioids.

Advocacy for greater access

A first point is that despite the need to lobby through
government and achieve policy, legislative and
bureaucratic change, it was extremely difficult for
APCA (the principal advocacy body in Africa) to even
identify and then make contact with INCB competent
authorities in the majority of countries.

Second, among INCB competent authorities, the
majority felt that a) the current bureaucratic process
works well and, b) that there are adequate numbers
of providers currently.

Third, it is important to recognize that any
expansion in opioid availability carries implications
for the regulatory bodies (i.e. the Ministry and
INCB competent authorities), and these resource
restrictions were noted by the respondents.

There was a far from clear view that expansion

was possible, with fears expressed that the current
cadre of prescribing professionals should be further
trained and improved before more prescribers

are trained. Indeed, the regulatory and legislative
frameworks were described by INCB competent
authorities as ‘enabling’, with many comments
focusing on the weaknesses of existing

prescribing staff.

However, despite these concerns, it should be

noted that there were important areas of congruence
between care sites and INCB competent authorities.
These were: recognition that legislation has caused
a reluctance to prescribe opioids; the need to review
medical training curricula; and a need for an increase
in medical school intake.

Drug availability: INCB competent
authorities and site views

The availability of drugs, both opioids and other
symptom-controlling drugs, was a constant theme
throughout the data. However, the integration of
data from care sites and INCB competent authorities

highlights a disparity in the understanding of the
availability of specific drugs. Table 14 demonstrates
that in every country, the INCB competent authority
named a drug that was not listed by any service in
that country. It may be that the low number of
respondents in some countries led to an under-
reporting of some drugs at sites, but these sites
were identified by APCA as the most prominent and
accessible palliative care providers, and if they do
not have access then this suggests under-supply.

Limitations

There are several limitations to our findings. Firstly,
the lists of potential contacts may have excluded a
number of providers, but was composed of every
service known to the funders, research centre and
APCA, and so we believe it was an inclusive and
exhaustive recruitment procedure.

Secondly, significant difficulties were experienced

in the data collection phases, mainly logistical
challenges (including failing power, telecommuni-
cations, lost emails and unobtainable contacts) that
may have reduced the response rate. The significant
challenges of undertaking primary research in Africa,
which are well recognized (15), were compounded by
our aim of collecting data in 12 countries.

Thirdly, the sample was weighted towards South
Africa, and although it would be useful to compare
the findings according to country, there are currently
insufficient operational services to allow this.

The low number of palliative care providers and
patchy coverage disallow the potential to generalize
from a random sample, and therefore we attempted
to contact all services according to the APCA
Classification (Appendix 1).

Fourthly, the focus is solely on opioids. As a defining
feature of palliative care that separates it from
those services unable to control pain this is useful.
However, opioids alone do not constitute a palliative
care service. It is not possible to deliver a full
investigation of palliative care in this study, and
other data sources are available. The focus will be
central to delivering the stated outputs. A further
exclusion is education, an important activity that
cannot be given full consideration. It is however
included as a variable.
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The INCB competent authorities and provider data: common goals

and disparate perspectives

Fifth, the inclusivity and thoroughness of the
contact list was central to sampling and the
generalisability of the data. We designed the list of
potential participants in collaboration with country
representatives to ensure that all relevant people
are involved. We acknowledge that in South Africa
opioids are “essential drugs” and as such are usually
available in public health care facilities. The scope
of this small-scale exercise did not allow all such
facilities to be included and focuses instead on the
perspective of palliative care services that may

or may not have access to opioids.

Conclusion

A key finding from this study has been that while
there are common issues raised by services and
INCB competent authorities, it is clear that these
key stakeholders have concerns regarding the
potential roll-out of opioids. A number of very
practical suggestions have been made, all of which
must be taken into account in any strategic plan to
enhance pain relief, as strategies that target change
in the domains of education, resources, bureaucracy,
legislation and provider sites cannot achieve the
goal in isolation.

The data suggest similar numbers of clinical staffing
and different domains of care between integrated
and palliative-only services, while the latter offers
care to fewer patients with a greater likelihood of
opioid use and staff who are trained in palliative
care. Each may have its merits, and further attention
should be paid to networks of referral to ensure
access appropriate to patient need, as well as the
development and use of multi-dimensional

outcome evaluations to appraise the resource
implication costings in the light of varying outcomes.
The question of education has not been addressed in
this study, and was a constant theme in discussion
of solutions to opioid use. The educative role of
‘specialist’ centers should not be underestimated,
and evaluative studies should take account of the
education activities and outcomes of these services.

Finally, previous work reviewing evidence and
outcomes for palliative care in Africa has identified
the need to balance quality and coverage.

This study shows that opioid expansion needs to
balance supply and skills: there are currently not
enough staff to prescribe and supply is unreliable,
and any efforts to expand supply should ensure
that it does not weaken current systems.
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Recommendations
For practitioners

1) While the presence of both specialist and
integrated centers should be encouraged,
it is essential that each can offer the basic
service elements of the other when needed.
Examples of this from our data are expansion
of bereavement care and family support in
integrated services, and economic support
activities in palliative-only centers. However,
this expansion of core skills and service
components should occur with the proviso
that specialist palliative-only centers have
referral criteria and capacity to offer care for
more complex cases.

2) Referral networks between ART sites and
palliative care services should ensure that not
only are patients under palliative care referred
for ART, but that mechanisms of clinical support
and consultancy are offered so that ART sites
can access palliative care as treatment is
initiated and continued.

3) With the wide range of distressing and
burdensome HIV and treatment-related
symptoms, practitioners should remember to
assess and treat the full spectrum throughout
the disease trajectory including ART treatment.
Also, any side-effects of opioids must be
constantly monitored and controlled, and drugs
made available to achieve this.

4) Where opioid access is poor, networks
should be established with current hospice
and governmental providers to establish routes
for dispensing.

5) Rural and HBC services should consider their
potential routes to palliative care drugs when
arranging palliative care training for their staff,
as the management of spiritual and emotional
pain cannot be achieved without the
management of physical pain.

For educators

6) All services, whether palliative-only, integrated
NGO or government facilities, must ensure that
all clinical staff are trained in palliative care to
a basic agreed level. This would assist staff to
assess palliative care needs, to provide general



7)

8)

9)

10)

11)

12)

palliative care, and be aware of when to make
appropriate referrals for specialist input.

Training and education providers should form
collaborative teaching activities with current
clinicians. Those in practice require ongoing
professional education to improve the pain
control needs of those living with HIV, and to
meet the needs of the dying.

Training and education providers should form
collaborative teaching activities with future
clinicians. The inclusion of palliative care in
medical school curricula should be a goal for
all countries.

Education must take a long-term view of the
process of teaching, and mechanisms put in
place to ensure follow-up to support the
application of skills learned.

Shorter palliative care courses that focus
on prescribing should be considered for
current clinicians.

Educators need to redouble efforts to address
the public fears of opioids. A potential means
to achieve this may be through the existing
significant global networks for HIV advocacy
groups. Currently the issues of palliative care
and opioid use are not championed by people
living with HIV/AIDS.

There may be educational opportunities to
work with INCB competent authorities to
demonstrate the successes of opioid use

and the current limitations that could be
addressed. Such consultation may also offer
INCB competent authorities an opportunity to
share their concerns. Interactive education

and sharing of viewpoints may offer better
potential for feasible and acceptable strategies
for opioid expansion.

For funders

13)

Funders must take account of the high burden
of pain and symptoms that affect quality of
life and allocate resources to ensure that
these manageable problems are adequately
controlled.

14)

15)

16)

17)

18)

Patients should have local access to
antiretroviral therapy at all services that offer
palliation whatever disease stage the service
focuses on. Referral and co-management care
pathways should be in place to ensure that
even if palliative care and therapy are not
available at the same site, they are
co-ordinated to ensure that they can be
integrated across services.

Currently, palliative-only services see fewer
patients. While not all people living with an
incurable life-limiting disease should require
specialist palliative care, and not all people at
the end of life should or could access hospice
care, resources are required to increase the
capacity of these institutions to enhance their
educative, advocacy and specialist role for
complex case management.

Funding for clinically trained staff is essential in
HBC HIV sites, as opioids cannot be utilized
without staff able to prescribe.

Funders should consider the structural
requirements of sites, e.g. the essential current
problems of adequate opioid storage facilities
and pharmacy facilities, in addition to staff and
training costs.

Funders should consider those analgesics
beyond opioids, i.e. neuropathic pain agents,
which are costly, but essential for pain that
cannot be controlled with opioids.

For policy makers

19)

The current opioid (and non-opioid) drug supply
systems experience a number of blockages and
uncertainty in supply. Any expansion will
require identification of the strongest routes,
and to strengthen these further, before
expanded drug supply can be achieved.

20) While there is emphasis on expanding opioid

supply, this is being pursued to enhance
adherence to the WHO pain ladder. It is clear
from the data that this requires attention to all
steps of the ladder, including in some cases
provision of Step 1 pain-relieving drugs.
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The INCB competent authorities and provider data: common goals

and disparate perspectives

21) Policies to expand opioid access must
carefully balance the need for expansion
with the threat of additional pressure on
unreliable current purchase, production and
dispensing. Expansion should not be at the
cost of reliability.

22) Any strategy for expansion must take account
of the concerns of INCB competent authorities

with respect to regulation. Advocacy and
lobbying must convince this essential
stakeholder group of the feasibility of

28)

In order to address the current weaknesses in
supply, and build capacity for expansion,
greater emphasis and capacity needs to be
placed on training and employing pharmacists.

For researchers

29)

In the light of different models of care and
numbers of trained staff and patients seen
according to service model, multidimensional
outcome evaluations are required, including
measurement of pain and symptoms.

expansion programs, as current INCB

skepticism may prove a significant barrier. 30) Evaluative studies should compare both

economic costing and levels of analgesia
available, taking account of comparative
baseline patient need across models.

23) The synergies of strengthening supply
systems for opioids can also enhance other
symptom-controlling drugs, such as antiemetics
and anxiolytics, which are also essential for 31)
this population.

Referral criteria and care networks should be
examined to understand the movement
between sites as patients move up and down
24) Any strategic approach to opioid expansion the pain ladder.

must use a multi-pronged approach taking

account of: supply (e.g. ordering and stocking, 32) All strategies and programs to expand opioid
constistency of availability), legislation use should be evaluated to ensure that lessons
(e.g. regulations on storage and prescribing), can be replicated/adapted for use in other sites.
education (i.e. ensuring that opioids are used

appropriately) and practical site-specific 33) Longitudinal evaluation of education should be
support (e.g. adequate numbers of trained conducted to measure practice outcomes.

and able-to-prescribe staff, funds and storage

facilities). Failure to address each of these areas

is unlikely to achieve sustainable success.

25) Each country should undertake a wide-ranging
consultation process to appraise its current
legislation and identify the potential to pilot
and test safe, feasible and practical legislation
for the prescribing and dispensing of opioids.

26) Policy change, across the legislative and
regulatory settings, can only be achieved
through co-ordinated advocacy that takes
account of governmental disinterest and
professionals’ fears of opioid use.

27) Current funding goals to increase the numbers
of patients accessing palliative care should take
account of the current limitations on opioid use
and supply, and address the likely pressure on
existing infrastructure.
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Department of Palliative Care, Policy and Rehabilitation,
King’s College London

Our mission is to produce cutting edge innovative
research to improve care for patients and families
affected by progressive life limiting disease, and
discover more humane and effective care and
treatment. We have special expertise in those groups
who have been neglected or who have problems we
continue to struggle to alleviate.

The Department is multi-professional, comprising

2 clinical Professors, 2 Clinical Senior Lecturers,

3 Lecturers, 2 Senior Research Fellows and around
20 multi-professional research, education and
support staff and consultants in the three main
hospitals to which our Medical School is partnered,
Guy’s and St Thomas’ NHS Trust, and King’s College
Hospital. We also have collaborations and shared
appointments with many palliative care teams,
hospices and related services in the UK and overseas
and with colleagues in Schools throughout King's
College London, including Medicine, Biomedical
Sciences, Dentistry, Nursing and Midwifery, Law and
Ethics, the Institute of Psychiatry and the
Humanities.

Our portfolio of work in palliative care research in
Sub-Saharan Africa, and our history of research into
care for people with non-malignant diseases
including HIV/AIDS, has resulted in a number of
teaching and research projects in the region,
including the generation and appraisal of original
research.

www.kcl.ac.uk/palliative
Tel: +44 (0) 207 848 5584

Fax: +44 (0) 207 848 5517
Email: palliativecare@kcl.ac.uk
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African Palliative Care Association

The mission of the African Palliative Care Association
(APCA) is to promote and support affordable and
culturally appropriate palliative care throughout
Africa. APCA was provisionally established in
November 2002, and formally established in Arusha,
Tanzania, in June 2004. Its aim is to contribute to the
African response to the HIV/AIDS epidemic by
scaling-up palliative care provision across Africa
through a culturally appropriate public health
approach that strives to balance quality with
coverage. Its broad objectives are to:

B Promote the availability of palliative care for all in
need, including orphans and vulnerable children.

B Encourage governments across Africa to support
affordable and appropriate palliative care which is
to be incorporated into the whole spectrum of
health care services.

M Promote the availability of palliative care drugs
for all in need.

M Encourage the establishment of national palliative
care associations in all African countries.

M Promote palliative care training programmes
suitable for African countries.

M Develop and promote quality standards in
palliative care training and service provision
for different levels of health professionals and
care providers.

To achieve these objectives, APCA employs a fourfold
approach in their work that includes:

1. Working in collaboration with those
organisations and individuals championing
palliative care service provision in Africa to
ensure governments and other international
donors accept palliative care as a vital
component in the care of people with life-
limiting illnesses (including HIV/AIDS) and
incorporate budget lines for dedicated funding
that will be used to build palliative care capacity
across the region.

2. Providing technical assistance to non-
governmental organisations and Faith-based
organisations working on HIV/AIDS to help
them integrate palliative care into existing work

programmes, thereby ensuring palliative care is
recognized as part of the spectrum of responses
for effective HIV/AIDS management.

3. Supporting identified champions of palliative
care (both individual and organisational) in
positions that can influence national policy
so that:

M Palliative care is included in the curricula for all
medical and nurse training, thereby increasing
the existing skills base so that palliative care
provision in the region can be sustained;

M Palliative care is incorporated into the national
health plans of African governments;

M Appropriate drugs for the alleviation of pain and
to combat opportunistic infections are made
available.

4. Developing a mentorship programme for new
organisations with ongoing technical support
to ensure initiatives are sustainable.

As implied above, APCA does not provide direct
clinical care to people living with life-limiting
illnesses. Rather, it plays a facilitative role, working
collaboratively with existing and potential providers
of palliative care services to help expand the scale of
service provision by training existing and potential
service providers, providing support for effective
advocacy work and offering a mentorship program to
support emerging initiatives; and to improve the
quality of care provision by the introduction of a
quality assurance and standards of care program.

Www.apca.co.ug

Tel: +256 (0)41 266251, +256 (0)312 264978, +256
(0)312 261490

Fax: +256 (0)41 266217

Email: info@apca.co.ug
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Appendix 1

APCA's Tool for the Classification of Palliative Care Activities

Organisational

Qualifying Criteria for Organisational Capacity Level

Capacity Level

Level 1
Not palliative care

Level 2

Level 3

Level 4
Centre of Excellence

=@ N

N o2

Relies mainly on community health workers (CHW)/volunteers

Includes basic administrative structures

Provides supportive care

Does not provide basic Ol and/or pain assessment and management services

Relies on CHW/volunteers and part-time qualified health professionals
Includes basic administrative structure and procedures (e.g. job descriptions)

. Provides support and basic clinical services for Ol, WHO level 1 pain assessment

and management

Relies on CHW/volunteers and full-time qualified health professionals

2. Includes managerial and administrative structure and procedures

(management, technical and support staff

. Relies on multidisciplinary team approach for service delivery
. Uses protocols for support and clinical services for Ol and pain assessment

and management

. Provides support and clinical services for Ol and at least WHO level 2 pain

assessment and management

. Manages a basic referral network for provision of essential palliative

care components

All the above

2. Manages a proactive referral network

Ul

. Provide support and clinical services for Ol and WHO level 3? pain assessment

and management
Provide technical assistance and training to partner organisations

. Recognised palliative care champion
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