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International Standards for Tuberculosis Care (ISTC)

Summary

The purpose of the International Standards
for Tuberculosis Care (ISTC) is to describe a
widely accepted level of care that all practitio-
ners, public and private, should seek to achieve
in managing patients who have, or are sus-
pected of having, tuberculosis. The standards
are intended to facilitate the effective engage-
ment of all care providers in delivering high-
quality care for patients of all ages, including
those with sputum smear-positive, sputum smear-
negative and extra pulmonary tuberculosis, tu-
berculosis caused by drug-resistant Mycobacte-
rium tuberculosis complex (M. tuberculosis) or-
ganisms, and tuberculosis combined with human
immunodeficiency virus (HIV) infection. The basic
principles of care for persons with, or suspected
of having, tuberculosis are the same worldwide:
a diagnosis should be established promptly and
accurately; standardized treatment regimens of
proven efficacy should be used with appropriate
treatment support and supervision; the response
to treatment should be monitored; and the es-
sential public health responsibilities must be car-
ried out. Prompt, accurate diagnosis and effec-
tive treatment are not only essential for good
patient care- they are the key elements in the
public health response to tuberculosis and the
cornerstone of tuberculosis control. Thus, all pro-
viders who undertake evaluation and treatment of
patients with tuberculosis must recognize that,
not only are they delivering care to an individual,
they are assuming an important public health
function that entails a high level of responsibility

to the community, as well as to the individual

patient. Although government tuberculosis pro-
gram providers are not exempt from adherence
to the Standards, non-program providers are the
main target audience. It should be emphasized,
however, that national and local tuberculosis control
programs may need to develop policies and
procedures that enable non-program providers
to adhere to the Standards. Such accommoda-
tions may be necessary, for example, to facilitate
treatment supervision and contact investigations.

In addition to healthcare providers and
government tuberculosis programs, both patients
and communities are part of the intended audi-
ence. Patients are increasingly aware of and
expect that their care will measure up to a high
standard as described in the Patients’ Charter
for Tuberculosis Care. Having generally agreed-
upon standards will empower patients to evalu-
ate the quality of care they are being provided.
Good care for individuals with tuberculosis is
also in the best interest of the community. The
Standards are intended to be complementary to
local and national tuberculosis control policies
that are consistent with World Health Organiza-
tion (WHQO) recommendations. They are not in-
tended to replace local guidelines and were
written to accommodate local differences in prac-
tice. They focus on the contribution that good
clinical care of individual patients with or sus-
pected of having tuberculosis makes to popula-
tion-based tuberculosis control. A balanced ap-
proach emphasizing both individual patient care
and public health principles of disease control is
essential to reduce the suffering and economic

losses from tuberculosis.
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The standards should be viewed as a
living document that will be revised as technol-
ogy, resources, and circumstances change. As
written, the standards are presented within a
context of what is generally considered to be
feasible now or in the near future. The standards
are also intended to serve as a companion to

and support for the Patients’ Charter for Tuber-
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culosis Care developed in tandem with the stan-
dards. The charter specifies patients’ rights and
responsibilities and will serve as a set of stan-
dards from the point of view of the patient,
defining what the patient should expect from the
provider and what the provider should expect

from the patient.

International Standards for Tuberculosis Care (ISTC)

Standards for Diagnosis

Standard 1 All persons with otherwise unex-
plained productive cough lasting two-
three weeks or more should be

evaluated for tuberculosis.

Standard 2 All patients (adults, adolescents and
children who are capable of
producing sputum) suspected of
having pulmonary tuberculosis should
have at least two and preferably
three, sputum specimens obtained
for microscopic examination. When
possible, at least one early morning

specimen should be obtained.

Standard 3 For all patients (adults, adolescents
and children) suspected of having
extra pulmonary tuberculosis, appro-
priate specimens from the suspected
sites of involvement should be
obtained for microscopy and where
facilities and resources are avail-
able, for culture and histopathologi-

cal examination.

Standard 4 All persons with chest radiographic
findings suggestive of tuberculosis
should have sputum specimens
submitted for microbiological exami-

nation.

Standard 5 The diagnosis of sputum smear-nega-
tive pulmonary tuberculosis should
be based on the following criteria:
at least three negative sputum smears
(including at least one early morn-
ing specimen); chest radiography
findings consistent with tuberculo-
sis; and lack of response to a trial
of broad-spectrum antimicrobial
agents. (NOTE: Because the fluoroqu-
inolones are active against M. tube-
rculosis complex and thus, may
cause ftransient improvement in
persons with tuberculosis, they should
be avoided.) For such patients, if
facilities for culture are available,
sputum cultures should be obtained.
In persons with known or suspected
HIV infection, the diagnostic evalua-

tion should be expedited.
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Standard ¢

Standard 7

Standard 8

The diagnosis of intrathoracic (i.e.,
pulmonary, pleural, and mediastinal
or hilar lymph node) tuberculosis in
symptomatic children with negative
sputum smears should be based
on the finding of chest radiographic
abnormalities consistent with tuber-
culosis and either a history of
exposure to an infectious case or
evidence of tuberculosis infection
(positive tuberculin skin test or in-
terferon gamma release assay). For
such patients, if facilities for culture
are available, sputum specimens
should be obtained (by expectora-
tion, gastric washings, or induced

sputum) for culture.

Any practitioner treating a patient
for tuberculosis is assuming an
important public health responsibil-
ity. To fulfill this responsibility the
practitioner must not only prescribe
an appropriate regimen but, also,
be capable of assessing the adher-
ence of the patient to the regimen
and addressing poor adherence when
it occurs. By so doing, the provider
will be able to ensure adherence to
the

regimen until treatment is

completed.

All patients (including those with HIV
infection) who have not been treated
previously should receive an inter-
nationally accepted first-line treat-

ment regimen using drugs of known

Standard 9
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bicavailability. The initial phase should
consist of two months of isoniazid,
rifampicin, pyrazinamide, and etham-
butol. The preferred continuation
phase consists of isoniazid and
rifampicin given for four months.
Isoniazid and ethambutol given for
six months is an alternative continu-
ation phase regimen that may be
used when adherence cannot be
assessed, but it is associated with
a higher rate of failure and relapse,
especially in patients with HIV

infection.

The doses of antituberculosis drugs
used should conform to international
recommendations. Fixed-dose com-
binations of two (isoniazid and

rifampicin, three (isoniazid, rifam-
picin and pyrazinamide) and four
(isoniazid, rifampicin, pyrazinamide
and ethambutol) drugs are highly
recommended, especially when medi-

cation ingestion is not observed.

To foster and assess adherence, a
patient-centered approach to admin-
istration of drug treatment, based
on the patient's needs and mutual
respect between the patient and the
provider, should be developed for
all patients. Supervision and sup-
port should be gender-sensitive and
age-specific and should draw on
the full

range of recommended

interventions and available support
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services, including patient counsel-
ing and education. A central ele-
ment of the patient-centered strat-
egy is the use of measures to
assess and promote adherence to
the treatment regimen and to
address poor adherence when it
occurs. These measures should be
tailored to the individual patient's
circumstances and be mutually
acceptable to the patient and the
provider. Such measures may
include direct observation of
medication ingestion (directly ob-
served therapy-DOT) by a treatment
supporter who is acceptable and
accountable to the patient and to

the health system.

Standard 10 All patients should be monitored

for response to therapy, best judged
in patients with pulmonary tuber-
culosis by follow-up sputum
microscopy (two specimens) at least
at the time of completion of the
initial phase of treatment (two
months), at five months and at
the end of treatment. Patients who
have positive smears during the
fifth month of treatment should be
considered as treatment failures and
have therapy modified appropri-
ately. (See Standards 14 and 15.)
In patients with extrapulmonary
tuberculosis and in children, the
response to treatment is best as-

sessed clinically.
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Follow-up radiographic examinations

are usually unnecessary and may be misleading.

Standard 11

Standard 12

Standard 13

A written record of all medications
given, bacteriologic response, and
adverse reactions should be main-

tained for all patients.

In areas with a high prevalence of
HIV infection in the general popu-
lation and where tuberculosis and
HIV infection are likely to co-exist,
HIV counseling and testing is indi-
cated for all tuberculosis patients
as part of their routine manage-
ment. In areas with lower preva-
lence rates of HIV, HIV counseling
and testing is indicated for tuber-
culosis patients with symptoms and/
or signs of HIV-related conditions
and in tuberculosis patients having
a history suggestive of high risk of
HIV exposure.

All patients with tuberculosis and
HIV infection should be evaluated
to determine if antiretroviral therapy
is indicated during the course of
treatment for tuberculosis. Appro-
priate arrangements for access to
antiretroviral drugs should be made
for patients who meet indications
for treatment. Given the complexity
of co-administration of antitubercu-
losis treatment and antiretroviral
therapy, consultation with a physi-

cian who is expert in this area is
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Standard 14

Standard 15

recommended before initiation of
concurrent treatment for tuberculo-
sis and HIV infection, regardless
of which disease appeared first.
However, initiation of treatment for
tuberculosis should not be delayed.
Patients with tuberculosis and HIV
infection should also receive cotri-
moxazole as prophylaxis for other

infections.

An assessment of the likelihood of
drug resistance, based on history
of prior treatment, exposure to a
possible source case having
drug-resistant organisms, and the
community prevalence of drug
resistance, should be obtained for
all patients. Patients who fail treat-
ment and chronic cases should
always be assessed for possible
drug resistance. For patients in
whom drug resistance is consid-
ered to be likely, culture and drug
susceptibility testing for isoniazid,
rifampicin, and ethambutol should
be performed promptly.

Patients with tuberculosis caused
(especially
[MDR])
organisms should be treated with

by drug-resistant
multiple drug resistant
specialized regimens containing

second-line antituberculosis drugs.

Standard 16

Standard 17
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At least four drugs to which the
organisms are known or presumed
to be susceptible should be used,
and treatment should be given for
at least 18 months. Patient cen-
tered measures are required to
ensure adherence. Consultation with
a provider experienced in treat-
ment of patients with MDR tuber-

culosis should be obtained.

All providers of care for patients
with tuberculosis should ensure that
persons (especially children under
5 years of age and persons with
HIV infection) who are in close
contact with patients who have in-
fectious tuberculosis are evaluated
and managed in line with interna-
tional recommendations. Children
under 5 years of age and persons
with HIV infection who have been
in contact with an infectious case
both

latent infection with M. tuberculosis

should be evaluated for

and for active tuberculosis.

All providers must report both new
and retreatment tuberculosis cases
and their treatment outcomes to
local public health authorities, in
conformance with applicable legal

requirements and policies.
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The Patients’ Charter for Tuberculosis Care

About the Charter

The Patients’ Charter for Tuberculosis Care
(The Charter) outlines the rights and responsi-
bilities of people with tuberculosis. It empowers
people with the disease and their communities

through this knowledge.

Initiated and developed by patients from
around the world, the The Charter makes the
relationship with health care providers a

mutually beneficial one.

The Charter sets out the ways in which
patients, the community, health providers (both
private and public), and governments can work
as partners in a positive and open relationship
with a view to improving tuberculosis care and
enhancing the effectiveness of the healthcare
process. It allows for all parties to be held more
accountable to each other, fostering mutual inter-

action and a “positive partnership.”

Developed in tandem with the International
Standards for Tuberculosis Care (http://www.world
carecouncil.org/) to promote a “patient-centered”
approach, The Charter bears in mind the prin-
ciples on health and human rights of the United
Nations, UNESCO, WHO, Council of Europe, as
well as other local and national charters and
conventions including the United Nations CESCR
General Comment 14 on the right to health, WHO
Ottawa Charter on health promotion, The Council
of Europe Convention for the Protection of Hu-

man Rights and Dignity (biology and medicine),

and the UNESCO Universal Draft Declaration on
Bioethics and Human Rights (available at http://
www.worldcarecouncil.org/).

The Patients’ Charter for Tuberculosis Care
practices the principle of Greater Involvement of
People with Tuberculosis (GIPT). This affirms that
the empowerment of people with the disease is
the catalyst for effective collaboration with health
providers and authorities and is essential to vic-
tory in the fight to stop tuberculosis. The Charter,
the first global “patient powered” standard for
care, is a cooperative tool, forged from common

cause, for the entire tuberculosis community.

Patients’ Rights
You have the right to:

Care

The right to free and equitable access to
tuberculosis care, from diagnosis through treat-
ment completion, regardless of resources, race,
gender, age, language, legal status, religious
beliefs, sexual orientation, culture, or having
another illness.

The right to receive medical advice and
treatment which fully meets the new International
Standards for Tuberculosis Care, centering on
patient needs, including those with multi drug-
resistant tuberculosis (MDR-TB) or tuberculosis-
human immunodeficiency virus (HIV) coinfections
and preventative treatment for young children

and others considered to be at high risk.
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The right to benefit from proactive health
sector community outreach, education, and pre-
vention campaigns as part of comprehensive

care programs.

Dignity

The right to be treated with respect and
dignity, including the delivery of services without
stigma, prejudice, or discrimination by health pro-
viders and authorities.

The right to quality healthcare in a digni-
fied environment, with moral support from family,

friends, and the community.

Information

The right to information about what
healthcare services are available for tuberculosis
and what responsibilities, engagements, and
direct or indirect costs are involved.

The right to receive a timely, concise, and
clear description of the medical condition, with
diagnosis, prognosis (an opinion as to the likely
future course of the illness), and treatment pro-
posed, with communication of common risks and
appropriate alternatives.

The right to know the names and dosages
of any medication or intervention to be pre-
scribed, its normal actions and potential side-
effects, and its possible impact on other condi-
tions or treatments.

The right of access to medical information
which relates to the patient’s condition and treat-
ment and to a copy of the medical record if
requested by the patient or a person authorized
by the patient.

The right to meet, share experiences with
peers and other patients and to voluntary coun-
seling at any time from diagnosis through treat-

ment completion.
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Choice

The right to a second medical opinion,
with access to previous medical records.

The right to accept or refuse surgical
interventions if chemotherapy is possible and to
be informed of the likely medical and statutory
consequences within the context of a communi-
cable disease.

The right to choose whether or not to take
part in research programs without compromising

care.

Confidence

The right to have personal privacy, dignity,
religious beliefs, and culture respected.

The right to have information relating to
the medical condition kept confidential and
released to other authorities contingent upon the

patient's consent.

Justice

The right to make a complaint through
channels provided for this purpose by the health
authority and to have any complaint dealt with
promptly and fairly.

The right to appeal to a higher authority if
the above is not respected and to be informed

in writing of the outcome.

Organization

The right to join, or to establish, organiza-
tions of people with or affected by tuberculosis
and to seek support for the development of
these clubs and community-based associations
through the health providers, authorities, and civil

society.
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The right to participate as “stakeholders”
in the development, implementation, monitoring,
and evaluation of tuberculosis policies and pro-
grams with local, national, and international health

authorities.
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Security

The right to job security after diagnosis or
appropriate rehabilitation upon completion of treat-
ment.

The right to nutritional security or food
supplements if needed to meet treatment

requirements.

Patients’ Responsibilities

You have the responsibility to:

Share Information

The responsibility to provide the healthcare
giver as much information as possible about
present health, past illnesses, any allergies, and
any other relevant details.

The responsibility to provide information to
the health provider about contacts with immedi-
ate family, friends, and others who may be vul-
nerable to tuberculosis or may have been in-

fected by contact.

Follow Treatment

The responsibility to follow the prescribed
and agreed treatment plan and to conscien-
tiously comply with the instructions given to pro-
tect the patient's health, and that of others.

The responsibility to inform the health pro-
vider of any difficulties or problems with follow-
ing treatment or if any part of the treatment is

not clearly understood.

Contribute to Community Health

The responsibility to contribute to commu-
nity well-being by encouraging others to seek
medical advice if they exhibit the symptoms of
tuberculosis.

The responsibility to show consideration
for the rights of other patients and healthcare
providers, understanding that this is the dignified
basis and respectful foundation of the tuberculo-

sis community.

Show Solidarity

The moral responsibility of showing soli-
darity with other patients, marching together to-
wards cure.

The moral responsibility to share informa-
tion and knowledge gained during treatment and
to pass this expertise to others in the commu-
nity, making empowerment contagious.

The moral responsibility to join in efforts to

make the community tuberculosis free.



