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The role of the law in reducing tuberculosis transmission in Botswana,
South Africa and Zambia

Andre R Verani,? Courtney N Emerson,? Philip Lederer,? Ginny Lipke,? Nathan Kapata,® Samson Lanje,c
Annatjie C Peters, Isaac Zulu,? Barbara J Marston® & Bess Millerf

Objective To determine whether laws and regulations in Botswana, South Africa and Zambia — three countries with a high tuberculosis
and HIV infection burden — address elements of the World Health Organization (WHO) policy on tuberculosis infection control.

Methods An online desk review of laws and regulations that address six selected elements of the WHO policy on tuberculosis infection
control in the three countries was conducted in November 2015 using publicly available domestic legal databases. The six elements covered:
(i) national policy and legal framework; (i) health facility design, construction and use; (iii) tuberculosis disease surveillance among health
workers; (iv) patients'and health workers'rights; (v) monitoring of infection control measures; and (vi) relevant research.

Findings The six elements were found to be adequately addressed in the three countries' laws and regulations. In all three, tuberculosis
case-reporting is required, as is tuberculosis surveillance among health workers. Each country’s legal and regulatory framework also addresses
the need to respect individuals'rights and privacy while safeguarding public health. These laws and regulations create a strong foundation
for tuberculosis infection control. Although the legal and regulatory frameworks thoroughly address tuberculosis infection control, their
dissemination, implementation and enforcement were not assessed, nor was their impact on public health.

Conclusion Laws and regulations in Botswana, South Africa and Zambia address all six selected elements of the WHO policy on tuberculosis
infection control. However, the lack of data on their implementation is a limitation. Future research should assess the implementation and
public health impact of laws and regulations.

Abstractsin ( ,<, H13Z, Francais, Pycckuii and Espafiol at the end of each article.

Introduction

Tuberculosis is the leading cause of death among human
immunodeficiency virus (HIV)-infected people in Africa,"*
where 80% of HIV-positive tuberculosis cases and deaths
occur.’ In sub-Saharan Africa, transmission of tuberculosis
in health facilities (i.e. nosocomial transmission) has been
identified as a major contributor to high tuberculosis rates.*
Although all health-care workers and patients are at risk of
exposure to, and the acquisition of, tuberculosis,” those with
an HIV infection are at a particularly high risk. Substantial
nosocomial transmission of multidrug-resistant and exten-
sively drug-resistant tuberculosis has also been documented
in Africa - these forms of the disease are far more costly
and difficult to treat.>” Fortunately, the risk of nosocomial
transmission can be minimized by a combination of manage-
rial, administrative, environmental and personal protection
measures, collectively referred to as tuberculosis infection
control.>’ Political commitment is critical for tuberculosis
infection control and that commitment can be demonstrated
by a country’s legislation,® which may influence the practice of
infection control. However, if we are to discern the impact of
legislation on tuberculosis infection control, or on any other
area of public health, we must first have information about the
relevant laws — this may require a cross-disciplinary approach
involving legal research and policy analysis.

Law, which has been defined as a government’s system of
binding rules that order, permit, reward, forbid and punish

behaviour,'” has been proven to have a positive effect on health
in a wide range of public health areas, such as tobacco control,
injury prevention and encouraging increased physical activity
through urban design."" The hierarchy of laws differs between
countries but typically includes various types of legal instru-
ments (Box 1). A country’s highest law — the constitution - sets
out the broad structure of government as well as fundamental
rights and duties. Legislation is a specific act or statute passed
by the legislative or parliamentary branch of government to
help implement the broad mandates of the constitution. For
example, legislation can create a ministry of health to realize
a constitutional right to health. A further step in operational-
izing the law is the issuance of regulations by executive branch
officials: for instance, ministers of health are often authorized
by legislation to issue regulations. Law has long been central to
public health, so much so that the Constitution of the World
Health Organization (WHO) requires that: “Each Member
shall communicate promptly to the Organization important
laws, regulations, official reports and statistics pertaining to
health which have been published in the State concerned”?
However, in important areas of public health, such as tuber-
culosis infection control, the global health community lacks a
sound understanding of the law’s effect on population health.
As observed in the literature, “little national research, and even
less cross-national comparative research, has been conducted
to describe and analyse legislative approaches to tuberculosis
control”"” The discontinuation of WHO’s International Digest
of Health Legislation makes it even more important that public
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Box 1. Hierarchy of laws and their relationship to public health practice

The constitution:

- sets out rights, such as the right to health or health-care services;
- sets out duties, such as a state’s obligation to realize the right to health;
- sets out civil liberties, which at times may conflict with public health objectives.

Legislation:

- builds on broader constitutional principles and aims by creating public health structures;
- creates entities such as a ministry of health and positions such as a minister of health;
- establishes requirements, objectives and processes and prohibits practices.

Regulations:

- are issued after legislation by a legislatively authorized entity or official;

- provide greater operational detail to guide additional policies, programmes and practice; for
example, South African regulations authorizing conditional, temporary quarantine.

Box 2.Do laws and regulations in Botswana, South Africa and Zambia address the WHO
policy on tuberculosis infection control, 2015?

Element of the WHO policy on tuberculosis infection control *

1. National policy and legal framework for tuberculosis infection control: Yes, address explicitly.
2. Health facility design, construction, renovation and use: Yes, address explicitly.

3. Surveillance of tuberculosis disease among health workers: Yes, address explicitly.

4. Protection of patients'and health workers'rights and dignity: Yes, address explicitly.

5. Monitoring and evaluating tuberculosis infection control measures: Yes, address implicitly.
6. Enabling and conducting research to inform policy and practice: Yes, address implicitly.

WHO: World Health Organization.

Note: Whether or not national laws and regulations address each element was categorized as “Yes,

explicitly’ “Yes, implicitly”or “No”".

health practitioners research, describe
and analyse relevant public health laws."*

The aim of this review was to con-
tribute to cross-national comparative
research by describing and analysing
legislative approaches to tuberculosis
infection control practices in three
countries in southern Africa with a
high burden of HIV infection and tu-
berculosis: Botswana, South Africa and
Zambia. Although the existence of laws
and regulations does not ensure that
they will be implemented, " they provide
the structural framework guiding tuber-
culosis infection control. Consequently,
better understanding of existing laws in
Africa that address tuberculosis infec-
tion control is a prerequisite to assessing
their implementation and their effect on
practice.'* The need for this understand-
ing is urgent given the importance of
controlling the transmission of tuber-
culosis in the continent.

Methods

Two types of indicators have been
proposed for assessing governance:
rules-based and outcome-based indica-
tors. Rules-based indicators “measure
whether countries have appropriate
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policies, strategies and codified ap-
proaches for health system governance”,
whereas outcome-based indicators
“measure whether rules and procedures
are being effectively implemented or
enforced, based on the experience of
relevant stakeholders”!” We employed
rules-based indicators to determine
whether laws and regulations from three
English-speaking countries in southern
Africa’" address the six elements of
the WHO policy on tuberculosis infec-
tion control listed in Box 2.*' Botswana,
South Africa and Zambia were selected
because they have a high burden of
HIV-associated tuberculosis and high
tuberculosis mortality. Further, more
than 60% of tuberculosis patients in
these three countries are HIV-positive
and southern Africa has one of the high-
est tuberculosis incidence rates in the
world.”»* Consequently, our research
is relevant to global efforts to control
tuberculosis and HIV infection.

In November 2015, given the lack
of a comprehensive global database
of national health laws, we conducted
an online desk review by searching
publicly available national databases.
The distinct nature of each database
necessitated a slightly different approach

Andre R Verani et al.

to legal research in each country. For
Botswana, the official Laws of Botswana
database (updated until 2012)** was
searched for the terms “tuberculosis”,
“infection”, “building control”, “health”
and “research” For South Africa, we
browsed acts listed under the heading
“Health” at the official South African
Government website, which is continu-
ously updated.” For Zambia, the official
Laws of Zambia database (updated until
1996) was used”® and supplemented by
two unofficial legal databases contain-
ing more recent laws.””** Laws listed at
these latter two websites were reviewed
for relevance. Legal research was supple-
mented by a review of national tuber-
culosis infection control policies and
guidelines made available to the authors
by contacts in the countries concerned.
Finally, we used a checklist of six
policy-related elements from the WHO
policy on tuberculosis infection control
as a benchmark for evaluating national
policies.” We selected the elements most
relevant to national policy and limited
the number to six to make the analysis of
complex national laws and policies more
manageable. Whether or not national
laws and regulations addressed each ele-
ment was categorized as “Yes, explicitly”,
“Yes, implicitly” or “No”. “Yes, explicitly”
was used if one or more laws found in
our search at least partially addressed
the selected element with specific refer-
ence to tuberculosis. “Yes, implicitly”
was used if one or more laws were ex-
pressed in broad language that could be
interpreted as addressing the selected
element. “No” was used if no part of
any law found could be interpreted as
addressing the selected element.

Results

We found that national laws and regu-
lations in Botswana, South Africa and
Zambia address all six selected elements
of the WHO policy on tuberculosis in-
fection control (Box 2). Each country’s
legal and regulatory framework explic-
itly addresses elements 1 to 4, albeit
in myriad ways. Elements 5 and 6 are
implicitly addressed because national
laws promote monitoring and evalua-
tion and health research but use broad
language that does not refer specifically
to tuberculosis infection control.

Botswana

In Botswana, several legislative acts
and regulations are directly relevant to

Bull World Health Organ 2016,94:41 5—423' doi: http://dx.doi.org/10.2471/BLT.15.156927



Research

Andre R Verani et al. The law and tuberculosis transmission in southern Africa

Box 3. Elements of the WHO policy on tuberculosis infection control*' that are addressed in the laws and regulations of Botswana, 2015

1. National policy and legal framework for tuberculosis infection control

Chapter 2 of the National Tuberculosis Infection Control Guidelines requires administrative controls, environmental controls and personal respiratory
protection; Section 10 of the Public Health Act authorizes the isolation of persons with communicable diseases on the order of a medical practitioner,
Section 16 allows for regulations to be made for the prevention of tuberculosis and other communicable diseases; Section 88 authorizes the
minister of health to issue such regulations and Section 36 authorizes the isolation of persons entering Botswana who may have been exposed
to, or are infected with, a communicable disease; Section 19 of the Nurses and Midwives Professional Ethics and Practice Regulations requires that
midwives follow tuberculosis protocols and guidelines; and Section 22 of the Children in Need of Care Regulations requires compliance with health
and building control standards for the establishment of child welfare institutions (i.e. orphanages) and Section 33 states that children cared for by
institutions shall benefit from government programmes to control diseases, including tuberculosis.

2. Health facility design, construction, renovation and use

Section 4 of the Building Control Act allows for the regulation of the “ventilation of buildings”; Section 44 of the Public Health Act establishes that
health officers have a duty to address “nuisances’, which, as detailed in Section 46, include a “premises or part thereof ... which is or are likely
to promote the spread of any disease’, a “premises which is so overcrowded as to be injurious or dangerous to the health of the inmates or is
dilapidated or defective in lighting or ventilation’, or “any public or other building which is so situated, constructed, used, or kept as to be unsafe,
or injurious or dangerous to health”; and the Development Control Code aims to requlate land use activity that “affects the quality of air ..., which
might include ventilation.

3. Surveillance of tuberculosis disease among health workers

Section 5 of the Public Health Act lists tuberculosis as a notifiable disease and requires health officers to notify cases to the minister of health “in
the prescribed form”; and Section 2.2.8 of the National Tuberculosis Infection Control Policy calls for action to“Screen all HCW (Health Care Workers)
for tuberculosis disease and HIV infection routinely”.

4, Protection of patients’ and health workers' rights and dignity

Health Professions Council (Professional Conduct) Regulation 21 requires health professionals to keep patients’health information secret, although
professionals may inform other health-care providers or regular close contacts of the patient who are at risk of acquiring a communicable disease.
5. Monitoring and evaluating tuberculosis infection control measures

Section 3 of the Public Health Act specifies that one function of the ministry of health is “to prepare and publish reports and statistics or other
information relative to the public health”; and Section 28 of the Statistics Act charges Statistics Botswana with producing official statistics “derived
from statistical censuses and surveys or the processing of administrative records”

6. Enabling and conducting research to inform policy and practice

Section 3 of the Public Health Act specifies that one function of the ministry of health is “to promote or carry out researches and investigations in
connection with the prevention and treatment of human diseases”; Section 7 of the Botswana Health Professions Act allows for the establishment
of a Research and Publications Committee; and Section 3 of the Nurses and Midwives Professional Ethics and Practice Regulations includes the

duty to“engage in research”in a list of duties of nurses or midwives.

HIV: human immunodeficiency virus; WHO: World Health Organization.

tuberculosis infection control (Box 3).
The Public Health Act authorizes the
isolation of persons certified to have a
communicable disease on the order of
a registered medical practitioner until
such persons are determined to be free
from infection or to no longer pose a
danger to public health. The reporting
of tuberculosis cases is also addressed
by this Act, which lists tuberculosis as
a notifiable disease and requires health
officers to notify cases to the minister
of health. Furthermore, Botswana’s
Tuberculosis Infection Control Guide-
lines call for the screening of “all HCW
(health-care workers) for tuberculosis
disease and HIV infection routinely”.
These Guidelines use mandatory lan-
guage throughout (e.g. “must”), which
may make it a binding policy document.

South Africa

In South Africa, a complex assortment
of acts, regulations and other policies
governs tuberculosis infection control
(Box 4). The highest law governing
health in South Africa is the South Af-

rican Constitution of 1996, Section 27 of
which states in part, “everyone has the
right to have access to: (a) health-care
services”. The constitutional right to
health-care services has been interpret-
ed by the South African Constitutional
Court in numerous cases but a review
of case law is beyond the scope of the
present paper.’**!

Further down the hierarchy of laws
are several legislative acts that provide
more specific direction on tubercu-
losis infection control. Section 10 of
the National Health Amendment Act
created the Office of Health Standards
Compliance to monitor and enforce the
compliance of all health establishments
with national health system standards.
Mandatory National Core Standards for
Health Establishments, formulated by
the Department of Health, set out three
standards applicable to tuberculosis
infection control: (i) “2.6.1 An Infection
Prevention and Control Programme is
in place to reduce health care-associated
infections...”; (i) “2.6.2 Specific precau-
tions are taken to prevent the spread of

Bull World Health Organ 2016;94:415-423 | doi: http://dx.doi.org/10.2471/BLT.15.156927

respiratory infections”; and (iii) “2.6.3
Standard precautions are applied to pre-
vent health care-associated infections”.
Each of these standards has associated
criteria. For example, one criterion used
to determine the compliance of a facility
with Standard 2.6.1 is whether “a quali-
fied health professional is responsible
for infection control”.

Requirements for appropriate
health facility infrastructure and use are
given by the Regulations for Hazardous
Biological Agents 1390, which set out
precautions to prevent standard and
airborne transmission of tuberculosis.
They describe an ideal scenario in which
the patient is placed in a private room
with negative air pressure and six to
12 air changes per hour and a scenario
in which the ideal is not possible: for
example, the patient may be placed in
a room with a simple extractor fan, an
open window and adequate ventilation.

Tuberculosis case notification is re-
quired under the Regulations Relating to
Communicable Diseases and the Notifi-
cation of Notifiable Medical Conditions
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Box 4. Elements of the WHO policy on tuberculosis infection control*' that are addressed in the laws and regulations of South Africa, 2015

1. National policy and legal framework for tuberculosis infection control

The National Infection Prevention and Control Policy and Strategy, which applies to all public sector health-care facilities and providers, require
the establishment of provincial, district and facility-level infection prevention and control committees (the national committee was previously
established by the National Health Act), call for infection control risk assessments in all public facilities and set out the disciplinary, civil and criminal
consequences of noncompliance with the policy and strategy and related guidelines; the Regulations Relating to Communicable Diseases and the
Notification of Notifiable Medical Conditions authorize temporary quarantine of persons exposed to communicable diseases to prevent further
spread (Section 2) and authorize the compulsory isolation and treatment of infected persons (Section 17); and Section 10 of the National Health
Amendment Act created the Office of Health Standards Compliance to monitor and enforce the compliance of health establishments with national
health system standards — in particular, to achieve certification, establishments must comply with National Core Standards for Health Establishments,
which include the standards:“2.6.1 An Infection Prevention and Control Programme is in place to reduce health care-associated infections”; "2.6.2
Specific precautions are taken to prevent the spread of respiratory infections’; and “2.6.3 Standard precautions are applied to prevent health care-
associated infections’, with relevant criteria being applied for each standard.

2. Health facility design, construction, renovation and use

Section 20 of the National Health Act establishes the rights of health-care personnel, which include ensuring that “every health establishment must
implement measures to minimize. .. disease transmission”; Section 8 of the Occupational Health and Safety Act states:“Every employer shall provide
and maintain, as far as is reasonably practicable, a working environment that is safe and without risk to the health of his employees”by “taking such
steps as may be reasonably practicable to eliminate or mitigate any hazard or potential hazard to the safety or health of employees, before resorting
to personal protective equipment”; Section 28 of the Act authorizes inspections and Section 43 authorizes the minister of manpower to regulate
“the planning, layout, construction, use, alteration, repair, maintenance, or demolition of buildings”; and Regulations for Hazardous Biological Agents
1390 require the use of precautions to prevent standard and airborne transmission of tuberculosis, stating in particular: “Ideally place patients in a
private room that has. .. monitored negative air pressure in relation to the surrounding areas, 6—12 air changes per hour, appropriate discharge of
air outdoors or monitored high-efficiency filtration of room air before the air is circulated to other areas of the hospital. Where this is not possible,
use a room with a simple extraction fan providing at least six air changes per hour, a room with an open window, and adequate ventilation."

3. Surveillance of tuberculosis disease among health workers

Section 1 of the National Health Act defines “municipal health services”as services that include the “surveillance and prevention of communicable
diseases, excluding immunisations”; Section 23 requires the National Health Council to advise the minister of health on policy concerning the
“epidemiological surveillance and monitoring of national and provincial trends with regard to major diseases and risk factors for disease” and
Section 90 authorizes the minister to make regulations regarding ‘communicable diseases” and “notifiable medical conditions”; Regulations
Relating to Communicable Diseases and the Notification of Notifiable Medical Conditions include “All TB”and “Pulmonary Tuberculosis”as notifiable
conditions;” Section 43 of the Occupational Health and Safety Act authorizes the making of regulations for biological monitoring and medical
surveillance of employees; the subsequently issued Regulations for Hazardous Biological Agents 1390 require medical surveillance of employees
if “there is a reasonable likelihood that the disease or effect may occur under the particular conditions of his or her work and there are techniques
such as pre-clinical biomarkers where appropriate for detecting sensitisation to allergens or an inflammatory response associated with exposure
to diagnose indications of the disease or the effect as far as is reasonably practicable ..."; and National Tuberculosis Management Guidelines call
for medical surveillance of health-care workers, which includes periodical tuberculosis examinations.

4, Protection of patients’ and health workers' rights and dignity

Section 9 of the Occupational Health and Safety Act states: “Every employer shall conduct his undertaking in such a manner as to ensure, as far as
is reasonably practicable, that persons other than those in his employment who may be directly affected by his activities are not thereby exposed
to hazards to their health or safety; and Section 7 of the National Health Act generally requires informed consent for health care and Section 14
requires the confidentiality of users’health information unless “non-disclosure of the information represents a serious threat to public health’.

5. Monitoring and evaluating tuberculosis infection control measures

Section 21 of the National Health Act calls for the National Department of Health to “identify national health goals and priorities and monitor the
progress of theirimplementation”and Section 25 calls for provincial departments to“provide services for the management, prevention and control
of communicable and non-communicable diseases"

6. Enabling and conducting research to inform policy and practice
Section 70 of the National Health Act states: “The National Health Research Committee must identify and advise the minister of health on health
research priorities”; and Section 4 of the Medical Research Council Act enables health science research.

TB: tuberculosis; WHO: World Health Organization.

and the Occupational Health and Safety
Act allows for regulations to be made
that require the medical surveillance of
employees. Subsequently issued in 2001,
Regulations for Hazardous Biological
Agents 1390 require the medical surveil-
lance of employees if a particular disease
may occur at work and if techniques
exist to “diagnose indications of the
disease”. Given the evidence of nosoco-
mial transmission of tuberculosis and
the availability of diagnostic techniques,
these regulations appear to require the
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surveillance of health-care workers for
the disease. National Tuberculosis Man-
agement Guidelines reiterate the call for
tuberculosis surveillance in health-care
workers.

Patients’ rights and dignity are also
addressed in the Occupational Health
and Safety Act and the National Health
Act. The former act mandates that all
employers “ensure, as far as is reason-
ably practicable, that persons other
than those in his employment... are
not thereby exposed to hazards to their

health or safety”. The National Health
Act protects patients’ rights and balances
the confidentiality of a patient’s health
information against the need to disclose
such information to prevent “a serious
threat to public health”.

Zambia

In Zambia, as in Botswana and South
Africa, various laws and regulations
govern tuberculosis infection control
(Box 5). The Health Professions Act
created the Health Professions Council

Bull World Health Organ 2016,94:41 5—423' doi: http://dx.doi.org/10.2471/BLT.15.156927
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Box 5. Elements of the WHO policy on tuberculosis infection control*' that are addressed in the laws and regulations of Zambia, 2015

1. National policy and legal framework for tuberculosis infection control

National Tuberculosis Infection Control Guidelines note the“urgent need for tuberculosis infection control in health care settings’, call for administrative
(e.g. patient management), environmental (e.g. ventilation) and personal protective measures (e.g. respiratory protection and laboratory safety),
recommend training for all health workers in tuberculosis infection control, appear to require health-worker safety measures and include a sample
facility-level tuberculosis infection control plan; Section 4 of the Health Professions Act mandates the Health Professions Council to inspect and
licence health facilities in compliance with infection prevention standards — the councilissued Guidelines for Licensing of Health Facilities, including
Standard 10 on infection prevention, which concerns the availability of infection prevention staff and of documents such as manuals and guidelines,
and Standard 11 on sanitation, which requires inspectors to assess the availability and use of personal protective equipment; the Health Professions
(General) Regulations require self-assessment of infection prevention as part of the application process for the accreditation of health-care services
and define “infection prevention” as a “robust infection prevention programme that protects both the patients and the staff”; Section 15 of the
Public Health Act authorizes:“Inspection of infected premises and examination of persons suspected to be suffering from infectious diseases”; and
Public Health (Infectious Diseases) Regulation 59 requires teachers and students to be excluded from school for “tuberculosis of the lungs” until
“production of a medical certificate of recovery and freedom from infection’.

2. Health facility design, construction, renovation and use
Public Health (Building) Regulation 44 requires the cross-ventilation of public buildings.

3. Surveillance of tuberculosis disease among health workers

Part Il of the Public Health Act includes tuberculosis among notifiable diseases, Section 10 of the Act requires the reporting of notifiable disease
cases to medical officers and Section 28 authorizes the minister of health to make regulations to prevent tuberculosis, including regulations on
quarantine and isolation; Public Health (Infectious Diseases) Regulation 2 requires employers to report known cases of notifiable diseases among
employees, Regulation 6 penalizes noncompliance and Regulation 7 requires medical officers to register notified cases of notifiable diseases,
including tuberculosis; and, after registration, medical officers must use Form 2 of Public Health (Infectious Diseases) Regulation 10 to report weekly
on all cases of, and deaths due to, notifiable diseases.

4. Protection of patients’ and health workers'rights and dignity
Public Health (Infectious Diseases) Regulation 8 allows for the regulations to be enforced “without more hardship to any person than is necessary

and unavoidable in the public interest”; and Section 4 of the Occupational Safety and Health Act establishes the Occupational Health and Safety
Institute and Section 11 requires that: “An employer of ten or more persons at any workplace shall establish a health and safety committee” to

develop standards, rules and procedures for occupational health and safety.

5. Monitoring and evaluating tuberculosis infection control measures

The National Health Strategic Plan calls for strengthening of tuberculosis infection control and of monitoring and evaluation; and the National HIV/
AIDS/STI/TB Council Act supports monitoring and evaluation of these diseases.

6. Enabling and conducting research to inform policy and practice

TheTropical Diseases Research Centre Act created the Tropical Diseases Research Centre to promote research; the National HIV/AIDS/STI/TB Council
Act charges the council with developing a national research agenda; and the National Health Research Act established an authority and ethics

board to regulate health research.

AIDS: acquired immunodeficiency syndrome; HIV: human immunodeficiency virus; STI: sexually transmitted infection; TB: tuberculosis; WHO: World Health

Organization.

of Zambia, which issued the Guide-
lines for Licensing of Health Facilities.
The Guidelines require inspectors to
evaluate a health facility’s compliance
with maintenance, infection preven-
tion and sanitation standards. For
example, Standard 10 on infection
prevention concerns the availability
of infection prevention staff and of
documents such as manuals and guide-
lines and Standard 11 on sanitation
requires inspectors to assess the avail-
ability and use of personal protective
equipment. Additionally, in 2012, the
Health Professions Council issued the
Health Professions (General) Regula-
tions, which require self-assessment
of infection prevention as part of the
application process for the accredita-
tion of health-care services.
Tuberculosis case-reporting is
also required in Zambia. Under the
Public Health Act, medical officers in
the country must receive reports of all

cases of notifiable disease, including
tuberculosis. Also noteworthy is the
requirement in Public Health (Infec-
tious Diseases) Regulation 2 that all
employers report cases of notifiable
diseases among employees. In terms of
record-keeping, Public Health (Infec-
tious Diseases) Regulation 7 requires
each medical officer to register notified
cases of notifiable diseases, including
tuberculosis. After cases are registered
by the medical officer, he or she must
use Form 2, given in Regulation 10, to
report weekly on all cases of, and deaths
due to, notifiable diseases.

Finally, with regard to the protec-
tion of patients’ and health workers’
rights, Zambia’s Public Health (Infec-
tious Diseases) Regulation 8 seeks to
strike a balance between respecting an
individual’s rights and pursuing the pub-
lic good “without more hardship to any
person than is necessary and unavoid-
able in the public interest”

Bull World Health Organ 2016,94:41 5—423' doi: http://dx.doi.org/10.2471/BLT.15.156927

Discussion

Our search found numerous laws,
regulations and other binding policies
applicable to tuberculosis infection
control in Botswana, South Africa
and Zambia. This information adds to
previous literature in other countries
describing national tuberculosis legal
frameworks and their importance to
tuberculosis control.’>*

From our review, it is clear that all
three countries have taken serious legal
and regulatory steps to control infec-
tions, including tuberculosis. Although
all the nations reviewed were found to
have one or more laws or regulations
that explicitly address each of the first
four policy-related elements selected
from the WHO policy on tuberculo-
sis infection control (Box 2) and laws
or regulations that implicitly address
the last two, it should be noted that
national frameworks differ. Botswana
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has an explicit policy to screen health
workers routinely for tuberculosis and
HIV. South Africa’s constitution sets
out a universal right to health-care ser-
vices and the country’s National Health
Amendment Act helped realize that
right by creating an Office of Health
Standards Compliance. Zambia’s legal
and regulatory framework is notable
for the specificity with which it pre-
scribes the reporting of tuberculosis
cases and deaths, which involves the
use of registers and of a special report
form embedded in a regulation. One
important similarity among Botswanass,
South Africa’s and Zambia’s legal and
regulatory frameworks is their apparent
requirement that tuberculosis surveil-
lance be conducted among health-care
workers: namely, health worker screen-
ing in Botswana, occupational health
surveillance of employees in South
Africa and an employer’s duty to report
notifiable diseases in Zambia. Reporting
of tuberculosis cases is also mandatory
in all three nations.

Several of the laws and regula-
tions we reviewed illustrate the need
to balance the public interest against
an individual’s civil liberties. South
Africa’s National Health Act balances
the confidentiality of a patient’s health
information against an allowance for the
disclosure of such information to pre-
vent “a serious threat to public health”. In
Zambia, Public Health (Infectious Dis-
eases) Regulation 8 restricts individual
hardship to that which is necessary and
unavoidable, which may help ensure the
government uses its authority to isolate
and report people with communicable
diseases in a manner that respects indi-
vidual rights. This balancing of public
interest and civil liberties is paramount
in public health law, given the cost of
excluding people from school, isolating
them from social contacts and disclosing
their disease status.

Limitations of this review include
the lack of legal and regulatory docu-
ments in publicly available databases,
the unknown reliability of the supple-
mentary databases we used and pos-
sible overestimation of the extent to
which the policy-related elements of
the WHO policy on tuberculosis infec-
tion control were adequately addressed.
An important limitation is the lack of
any assessment of the extent to which
applicable laws and regulations have
been implemented or of their impact on
public health. Nonbinding policies were
not included in our review because they
are less enforceable.

Our review has several implications
for public health practice. The method
we used enabled the systematic assess-
ment of a variety of national laws and
regulations across countries. Although
we studied laws applicable to tuber-
culosis infection control, the method
could readily be applied to assess health
governance for other diseases or condi-
tions. Clearly, if legal and regulatory
frameworks do not adequately address
tuberculosis infection control, it will
be more difficult to improve infection
control in practice or to benefit from the
associated expected reduction in mor-
bidity and mortality. This does not ap-
pear to be the case in the three countries
assessed. However, even when national
legal and regulatory frameworks appear
adequate, one cannot assume they have
an impact on tuberculosis infection
control practice since laws require dis-
semination, training, implementation,
compliance and enforcement to achieve
their aims. Future research should use
outcome-based indicators to assess the
execution of national infection control
laws in practice. For example, one could
evaluate health workers” knowledge of,
attitudes to and practices concerning
tuberculosis infection control laws in
one or more of the countries we studied.

Andre R Verani et al.

Gaps in practice could thus be identified
to improve implementation. Studies
could also assess whether any variation
in the degree of policy implementation
across health facilities is associated with
a variation in the level of tuberculosis
infection control.

Our findings also have wider im-
plications for global health. First, public
health practitioners and their pro-
grammes would benefit from better un-
derstanding of existing domestic, legal
and regulatory frameworks. Although
one might think countries implement-
ing global health programmes may lack
appropriate laws on HIV, tuberculosis
or any other area, whether or not they
actually do should be systematically
researched. Second, epidemiological
and statistical analyses of the effect of
structural factors on public health could
be made more thorough by including
as variables the findings of legal re-
search (i.e. the laws identified and their
specific characteristics). In these ways,
systematic policy surveillance can con-
tribute to scientific evaluations in public
health.**

Laws are a concrete manifestation of
leadership and governance that can have
a positive impact on public health, espe-
cially when they are evidence-based and
vigorously implemented or enforced.”
However, the extent of their effect on
tuberculosis infection control in settings
with a high prevalence of HIV infection
has yet to be determined. The sever-
ity of the HIV-tuberculosis syndemic,
particularly in southern Africa, means
the need for such knowledge is urgent. ll
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Résumé

Role de la législation dans la réduction de la transmission de la tuberculose en Afrique du Sud, au Botswana et en Zambie

Objectif Déterminer si les lois et les reglements de I'Afrique du Sud,
du Botswana et de la Zambie — trois pays ayant une forte charge de
morbidité liée a la tuberculose et au VIH — prennent en compte les
éléments de la politique de lutte contre la tuberculose de I'Organisation
mondiale de la Santé (OMS).

Méthodes Un examen en ligne des lois et réglements tenant compte
de six éléments donnés de la politique de lutte contre la tuberculose
de 'OMS dans ces trois pays a été réalisé en novembre 2015 a partir de
bases de données juridiques nationales accessibles au public. Ces six
éléments portaient sur: (i) le cadre politique et juridique national; (ii) Ia
conception, la construction et I'utilisation des établissements de santé;
(iii) Ia surveillance de la tuberculose chez les professionnels de santé;
(iv) les droits des patients et des professionnels de santé; (v) le suivi des
mesures de lutte contre la maladie; et (vi) les activités de recherche
pertinentes.

Résultats Il est apparu que ces six éléments étaient bien pris en

compte dans les lois et réglements des trois pays. Dans ces trois pays,
le signalement des cas de tuberculose ainsi que la surveillance de la
maladie chez les professionnels de santé sont obligatoires. Le cadre
juridique et reglementaire de chaque pays mentionne également la
nécessité de respecter les droits et I'intimité des personnes tout en
protégeant la santé publique. Ces lois et réglements constituent une
base solide de lutte contre la tuberculose. Cependant, bien que ces
cadres juridiques et reglementaires integrent diiment la lutte contre
la tuberculose, leur diffusion, leur mise en ceuvre et leur application
nont pas été évaluées, pas plus que leur impact sur la santé publique.
Conclusion Les lois et les reglements de I'Afrique du Sud, du Botswana
et de la Zambie tiennent compte des six éléments sélectionnés de la
politique de lutte contre la tuberculose de 'OMS. Cependant, le manque
de données sur leur mise en ceuvre est regrettable. Les recherches
futures devraient évaluer la mise en ceuvre et limpact sur la santé
publique de ces lois et reglements.

Pesiome

Ponb 3akoHopaTenbcTBa B YMEHbLUEHNN YaCTOTbl Nepefayn Ty6epKyne3a B botcBaHe, 3ambuu n KOxHoOM

Adpuke

Llenb Onpenennts, cornacoBaHbl M 3aKOHbl 1 HOPMATVBHbIE
akTbl B boTceaHe, 3ambumn n tOxHON Adpuke (3T Tpn
CTPaHbl XapakTepur3yloTca BbICOKMM bpemeHem Tybepkynesa
n BNY) ¢ anemeHTamn NonuTUKM BCceMUpPHON opraHu3aumm
3apaBooxpaHeHua (BO3) no 6opbbe ¢ TybepkynesHom nHdeKLmen.
MeTtoabl B Hos6pe 2015 roga ¢ NoOMOLlbio 06LWEeA0CTYNHbIX
HaLMOHabHbIX MPaBOBbIX 6a3 AaHHbIX OblN MPOBEAEH NHTEPAKTVBHBIN
aHanMTUYeCKnn 0630p 3aKOHOB W HOPMATMBHbBIX aKTOB,
COMMaCYIOLMXCA C LUECTBIO M36PaHHBIMY 3n1emMeHTaMm NonmTukm BO3

no 6opbbe C Tybepkyne3Hol MHOEKLMeR B Tpex CTpaHax. ITW LeCTb
3nemMeHTOB BKStoUani: (i) HaUMOHaNbHYy0 NONUTKKY 1 NPaBOBYIO
6a3y; (ii) NpoekTnpoBaHWe, CTPOUTENBCTBO N MCMOMNb30BaHME
neyebHbIx yupexxaennis; (i) HabniogeHne 3a TybepKynesom cpeam
MeaULIMHCKNX paboTHMKOB; (i) Npasa NauneHToB 1 MefjpabOoTHVIKOB;
(V) MOHUTOPWHT Mep No Bopbbe ¢ HbeKkUVel; (Vi) nccnenoBaHia no
COOTBETCTBYIOLEN TEME,

Pe3ynbTatbl bbi10 YCTaHOBNEHO, YTO 3TU LIECTb SM1EMEHTOB IOKHbIM
06pa3oM yuTeHbl B 3aKOHax M HOPMATMBHBIX akTax Tpex CTpaH.
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Bo BCex Tpex CTpaHax CyllecTsyeT TpeboBaHWe 06 OTUETHOCTU O
Cnyyanx 3abonesaHna TyOepKyne3om, a Takke O HabmnogeHuy 3a
PaCcNpPOCTPAHEHHOCTbIO 3TOW BONe3HN Cpean MeapPaboTHUKOB.
HopmaTBHO-NpaBoBble 0a3bl Kaxaow CTPaHbl TakKe YyUMTbIBAIOT
HeobXxoMMOCTb B COOMIOAEHUN NPaB TNYHOCTU U YBaXKEHMN
HEMPYKOCHOBEHHOCTY YaCTHOM »M3HK Npy obecneyeruny oxpaHbl
3[0POBbA HaCEeNEHWA. TW 3aKOHbI 1 HOPMATVBHbBIE aKTbl CO3Aal0T
MPOYHYI0 OCHOBY A1 GOPbLOLI C TyGepKynesHon nHpekumei. XoTs
HOPMAaTMBHO-MPABOBbIE 6a3bl BO MHOMMX acMeKTax COfencTByoT
6opbbe C TybepKynesHon nHbeKuel, oleHKa pacnpocTpaHeHus,

Andre R Verani et al.

peanv3aunmn 1 KOHTPOnA COOMIOAEHNA X MPUHLMMOB, a TakKe WX
BAMAHMA Ha OBLLECTBEHHOE 3APaBOOXPaHEHVIe NpOoBeeHa He Obina.
BbiBOA 3aKOHbI 1 HOPMATVBHbIE aKTbl B boTCBaHe, 3amouin 1 KOxHOI
AdprKe cornacoBaHbl CO BCEMM LUECTbIO 3nemeHTamm nonntmky BO3
no 6opbbe C TybepKyne3HoM nHdeKUMel. Tem He MeHee HelOCTaTKOM
ABNAETCA OTCYTCTBME AaHHbBIX MO WX MCNONHEHWIO. B fanbHenwem
cnefyeT NPOBECTU NCCNeA0BaHNE 1A OLIEHKM MCMONHEHNA 3aKOHOB
1 HOPMATVBHBIX aKTOB, a TakKe WX BIVAHMA Ha 0bLieCcTBEHHOe
3A4PaBOOXPAHEHE.

Resumen

El papel de la legislacion a la hora de reducir la transmision de la tuberculosis en Botswana, Sudafrica y Zambia

Objetivo Determinar si la legislacion y normativas de Botswana,
Sudafrica y Zambia (tres paises con altas tasas de contagio de la
tuberculosis y el VIH) abordan elementos de la politica de la Organizacion
Mundial de la Salud (OMS) sobre el control de contagio de la tuberculosis.
Métodos En noviembre de 2015 se realizd un estudio preliminar
en linea de la legislacion y normativas que tratan los seis elementos
seleccionados de la politica de la OMS sobre el control de contagio
de la tuberculosis en los tres paises utilizando bases de datos legales
nacionales que se encuentran a disposicion publica. Los seis elementos
abarcaban: (i) politica nacional y marco legal; (i) disefio, construccién y
utilizacion de instalaciones sanitarias; (i) control de la tuberculosis entre
trabajadores sanitarios; (iv) derechos de los pacientes y trabajadores
sanitarios; (v) supervision de las medidas de control de contagios; e (vi)
investigacion pertinente.

Resultados Se considerd que la legislacion y normativas de los tres
pafses abordaban adecuadamente los seis elementos. En los tres

paises es necesario tanto informar de los casos de tuberculosis como
controlar esta enfermedad entre trabajadores sanitarios. El marco
legal y normativo de cada pais también trata la necesidad de respetar
los derechos y privacidad de los individuos al mismo tiempo que
se salvaguarda la salud publica. Estas leyes y normativas crean una
base solida para el control del contagio de la tuberculosis. A pesar
de que los marcos legales y normativos abordan completamente el
control del contagio de la tuberculosis, no se evalué su divulgacion,
implementacién y aplicacion, ni tampoco sus consecuencias para la
salud publica.

Conclusion La legislacion y normativas de Botswana, Sudafricay Zambia
abordan los seis elementos de la politica de la OMS sobre el control del
contagio de la tuberculosis. No obstante, la carencia de datos sobre su
implementacion supone una limitacién. Las futuras investigaciones
deberdn evaluar la implementacion y las consecuencias para la salud
publica de las leyes y normativas.
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