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 Tuberculosis remains a major public health problem

despite noteworthy socioeconomic development and

advances in medical sciences. Though India is the second-

most populous country in the world, India has more new

TB cases annually than any other country. In 2011, out

of the estimated global annual incidence of 8.8 million

TB cases, nearly 2 million were estimated to have

occurred in India (1, 2).

The vision of the Government of India is a "TB-free

India - through Universal Access by provision of high

quality diagnosis and treatment for all TB patients in the

community". Undoubtedly, the advent of effective drugs,

modern technology and improved programme

management techniques under the RNTCP has led to

significant and tangible decline in disease prevalence and

mortality. However, failure to notify all patients, poor

access to quality services, un-standardized diagnostic

practices and inappropriate treatment strategies still

continue to produce poor health outcomes and significant

social and financial consequences for TB patients, their

families and the community.

The inability of the national  program to capture patients

seeking treatment from private sector and increasing

emergence of MDR/XDR  pose grave threat to the

success of RNTCP. This inability per se is not a worrying

reason if certain basic things could be ensured e.g., if

majority of TB patients using private sector are made

reportable to public health authorities and similar diagnostic

and management algorithms are extended to these

patients, the TB scenario is likely to change for the better.

Realizing the need to factor in this shortcoming,

Government of India on 7th May 2012 declared

Tuberculosis a notifiable disease. Notification is viewed

as essential strategy public health authorities and is a

first step towards ensuring that all TB patients receive

quality case management and support irrespective of the

provider they may choose to visit. This development also

paves the way to accelerate the efforts to contain the

subsequent development of antimicrobial drug resistance.

It needs no emphasis that all the health establishments

throughout the country whether public or private or in

non-governmental sector are expected to notify TB cases.

Detecting more cases, especially early in the course

of disease is essential for improving the well being of the

individual as well as for producing epidemiological impact.

In this context, 2011 & 2012 witnessed newer initiatives

like Notification of TB; Case based web based

information technology (IT) recording & reporting system

(NIKSHAY) and ban on commercial sero- diagnostics(3).

 NIKSHAY is initiated by the Government of India

(2012) to keep track on the TB patients across the country.

NIKSHAY is a web enabled application facilitating

monitoring of all  TB patients.  The system has been

developed jointly by the Central TB Division of the

Ministry of Health and Family Welfare and National

Informatics Centre (NIC). NIKSHAY attempts to

achieve twin objectives of creating database of all TB

patients (including Multi-Drug Resistant cases) across
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the country and to use this database for monitoring and

research purposes(3).

A framework that can be used to assess the fraction

of incident cases missed by routine TB notification is

known as "Onion" model (4). Each layer of the "Onion"

in onion model offers further in sight into the steps that

are required to be taken by the patients and the providers

alike to improve notification.

Another initiative implemented by the Govt. of India

relates to the ban on the use of commercial serological

tests in the diagnosis of TB. This policy has huge

implications for patients and pharmaceutical industry.  Six

major private lab networks (out of hundreds) perform

>500,000 TB ELISA tests each year at a cost of

approximately $10 per test or $30 per patient. Overall an

estimated 1.5 million TB ELISA tests are performed every

year in the country, mostly in the private sector. Replacing

sputum microscopy with serological testing would result

in an estimated 14,000 additional cases of TB diagnosed

but also result in 121,000 additional false-positive

diagnoses relative to microscopy (5, 6).

Most serological tests on the market in developing

countries have no published evidence to support their

claims of being valid. Further, these tests are often

performed in an environment with no external quality

assurance, and tests from different labs on specimens

from the same patient often yield widely varying results.

The recommendation banning use of commercial test is

based on solid evidence generated by systematic review

of 67 studies including 32 from low and middle income

countries. The evidence points out that the accuracy of

all commonly recommended commercial tests  including

Anda- TB IgG test is highly variable (Sensitivity ranges

from 0 to 100% and specificity ranges from 31 to 100%

in smear positive and smear negative TB).  Similar figures

are reported for extra-pulmonary TB. It is important to

mention that the validity of these tests has not been tested

in children at all and thus their use in the diagnosis is

bereft of any scientific logic In addition, the results

indicated that for each additional smear-negative TB case

diagnosed by serology, more than six additional false-

positive would be inappropriately diagnosed (7).

The critical question however is what difference these

initiatives are expected to bring in the prevailing TB

scenario. Intuitively the steps are promising but significant

dividends will accrue only if implementation is tidy. This

has been India's "Achilles heel". Nonetheless, we still

need to wait for some time to see how it unfolds.

Operational research might help unravel the unknown

gaps on the implementation front.


