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the inclusion o f  TB patients under DOTS. With expansion o f  DOTS to a l l  districts in the 
country the program would now implement appropriate strategies to ensure that services reach (i) 
the poor, tribal people and other ‘hard to reach groups’; (ii) patients who consult non-RNTCP 
health service providers; (iii) patients infected with HIV/AIDS; (iv) pediatric cases; and (v) multi 
drug resistant TB cases. 

Which safeguard policies are triggered, if any? Re$ PAD D. 6, Technical Annex 10 
Environmental Assessment, Indigenous Peoples 
Significant, non-standard conditions, if any, for: 



Re$ PAD C.6 
Board presentation: 
None 
Lodc red i  t effectiveness: 
None 
Covenants applicable to project implementation: 

The Government o f  India (GoI) shall cause the Ministry o f  Health and Family Welfare 
(MOHFW) to ensure that each project state and Project Executing Agency carry out their 
respective activities under the project in accordance with a Letter o f  Undertaking (LOU) 
satisfactory to the Association (IDA) to be signed by each project state and its respective State 
Implementing Agencies (SIA) i.e. expenditures f iom a given state would not be eligible for 
reimbursement fiom IDA unless the corresponding LOU has been signed. 

The Go1 shall cause the MOHFW to ensure adequate management capability in Central TB 
Division (CTD); to review the number and composition o f  staff and the requirement for technical 
assistance annually; to revise the staffing norms and composition i f  found necessary during the 
mid term review; to maintain the Advocacy and Information Education Communication (IEC) 
Unit and an IEC Advisory Group within CTD, to maintain these structures throughout project 
implementation and to review annually the capacity for IEC at the CTD, the project states, and at 
the district levels; to maintain the Financial Management Unit and a Procurement Supply and 
Logistics Unit within CTD and maintain the units throughout project implementation; to 
maintain monitoring and evaluation systems for RNTCP I1 and ensure timely reports in an 
agreed format satisfactory to IDA for the six-monthly review missions. 

The Go1 shall cause the audits o f  various Project Executing Agencies to be conducted in a timely 
manner in accordance with the terms o f  reference set out in the Finance and Accounts Manual 
and in the Procurement Manual for RNTCP 11. 

T h e  Go1 shall cause Ministry o f  Health and Family Welfare (MOHFW) and the project states to 
enroll more medical colleges to actively support RNTCP I1 throughout project implementation; 
to ensure that all newly established laboratories for MDR-TB, public and private, are accredited 
to undertake Drug Susceptibility Testing (DST) before they are used for diagnosing Multi Drug 
Resistant TB; and to procure goods, works and services for the program in a timely manner, 
ensure that drugs are properly stored up to the end o f  the supply chain. 

The Go1 shall cause the MOHFW and the project states to implement, in a manner satisfactory to 
IDA, the Tribal Development Plan and the interventions targeted towards other socially deprived 
groups set forth therein as well as the agreed Infection Management and Environmental Plan and 
ensure that the relevant manuals and guidelines are at all times consistently and satisfactorily 
applied. 

The Go1 shall cause MOHFW to maintain the Empowered Procurement Wing, under terms o f  
reference satisfactory to the Association, which i s  staffed with suitably qualified s t a f f  in 
sufficient numbers, and provided with adequate resources throughout the period o f  project 
implementation. 
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A. STRATEGIC CONTEXT Ail3 RATIONALE 

1. Country and Sector Issues 

India i s  a low-income country with a gross national income per capita o f  US620 (2004) and a 
population o f  1.08 bil l ion people. The economy grew around 6% annually in the 1990s, a period 
during which India made impressive progress towards reducing poverty. Overall health 
conditions have also experienced improvements during the last decades, e.g. l i fe expectancy has 
increased, infant mortality rate has been halved and fertility has declined. 

I11 health i s  a major contributor to poverty in India. The share o f  public spending on health i s  a 
modest 0.9% o f  gross domestic product’ (below Brazil (3.4) and Thailand (2.1) but similar to 
Pakistan (0.9)). Public health care services are generally perceived to be o f  low quality and the 
poor are often misinformed about the availability and cost o f  services. As a consequence, more 
than 70% o f  outpatient care for those below the poverty line i s  provided by the private sector, 
much o f  which i s  o f  low quality provided by un-registered practitioners. 

In spite o f  the positive growth rate, poverty reduction remains India’s most compelling challenge. 
Twenty-nine per cent o f  the population lives below the national poverty l ine while almost half o f  
India’s 266 mi l l ion poor live in only three states: Uttar Pradesh, Bihar and Madhya Pradesh. 

Communicable diseases continue to account for nearly half o f  India’s disease burden, o f  which 
Tuberculosis (TB) is among the most widespread cause o f  morbidity, disability and mortality. 
About 40% o f  the adult population i s  infected by Mycobacterium Tuberculosis, causing more 
than 1.8 mill ion new cases and 400,000 deaths annually. O f  the new cases, nearly 800,000 are 
infectious; each o f  these, on an average, infects ten people. 

TB afflicts nearly all age groups although most cases are among adults aged 15 to 59 years, the 
most economically productive segment o f  society. As a result, the disease brings about 
enormous social and economic disruption to the patients and their dependent families, and slows 
down India’s overall economic growth. I t  i s  estimated that TB causes the society nearly USS3 
billion annually in indirect costs. 

To address this large and costly burden o f  disease, the Government o f  India (GoI) is currently 
implementing the Revised National Tuberculosis Control Program (RNTCP). The program was 
built upon an existing program and was first initiated in 1993 in five states. The success o f  th is  
pilot, incorporating the internationally recognized Directly Observed Treatment Short c o m e  
(DOTS) strategy, encouraged the Go1 to expand the program which from March 2006 has made 
DOTS available in all districts o f  the country. The DOTS strategy i s  composed o f  the following 
elements: (i) the presence o f  political willingness to address the problem o f  TB adequately and to 
guarantee the means and resources necessary for its control; (ii) an appropriate way o f  diagnosis 
(sputum microscopy); (iii) availability o f  adequate stocks o f  good quality drugs; (iv) ‘directly 
observed’ adherence to effective combination treatment; and (v) proper ways o f  case registration, 
monitoring, and outcome evaluation. 

’ Mid-tern appraisal of  the I O *  Five Year Pian (2002-2007), Go1 
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While there are inter-state and inter-district differences in the percentage of estimated cases put 
on treatment (the case detection rate), the average for the country had reached the global target of 
70% by 2004. On an average, 85% o f  those patients put on treatment are cured. If the present 
levels of  case detection and cure rates are maintained, India would be able to reduce the overall 
prevalence o f  TB by at least 5% every year. Yet, to reach the Millennium Development Goal 
(MDG) o f  halving the 1990 prevalence by 20 15, the current program momentum must be 
maintained for the next ten to fifteen years and additional challenges overcome. 

Strong central technical leadership has contributed to the success in scaling-up o f  DOTS service 
delivery but the long term consolidation and expansion o f  the program wil l  need stronger 
institutional capacity at the state level, a more decentralized system and increased attention to 
social and management areas as well  as targeted support f rom the center to under-performing 
states and districts. 

A recent Social Assessment (SA) by Go1 has confirmed that there are still special groups such as 
tribals, rural poor and urban slum populations who face difficulties in accessing TB treatment. 
Their knowledge o f  the symptoms o f  TB and availability o f  fkee treatment i s  l imited and free 
public services are outside o f  their reach. Many seek treatment from non-RNTCP providers who 
are not wel l  informed o f  DOTS and provide inadequate treatment at a high cost to the patient. 
Lack o f  knowledge about the importance o f  completing treatment often leads to treatment failure 
and drug resistance. 

The Human Immuno Deficiency Virus (HIV) epidemic, which has already infected 5.1 m i l l i on  
people in India, has created a new threat to TB control. India has the second largest number o f  
persons living with HIV in the world. The probability that these persons are infected with TB 
depends on their age and may vary fkom 20-60% in the age group o f  20-40 years. I t  i s  estimated 
that there is a 50-60% l i fet ime r isk o f  developing TB for those who have both infections* (HIV- 
TB co-infection). A high HIV incidence may therefore lead to an increase in TB incidence even 
with an effective RNTCP. 

Another challenge to  TB control has emerged in the form o f  multi-drug resistant TB cases 
(MDR-TB) which are far more difficult and expensive to treat than drug susceptible (common) 
TB. These cases originate from inappropriate use o f  TB antibiotics (due to lack o f  compliance 
by the patient or lack o f  knowledge by the provider) and untreated, the drug resistant form i s  
passed on to others through ordinary transmission. Fortunately, the available data shows that 
levels o f  MDR-TB remain relatively low, at around 3% among new patients and 12% in re- 
treatment cases. However, these relatively l o w  percentage figures in the Indian context translate 
into large numbers o f  people who can transmit their drug resistant bacteria and who require 
effective treatment. 

The RNTCP i s  a centrally sponsored scheme where the Go1 provides al l  TB drugs, contractual 
services, Information Education Communication (IEC), vehicles, microscopes and other 

2 Risk o f  development o f  tuberculosis in HIV-infected patients. Swaminathan S, Ramachandran R, B a s h  G, 
Paramasivan CN, Ramanathan U, Venkatesan P, Prabhakar R, Dam M. Tuberculosis Research Centre, Indian 
Council o f  Medical Research, Chetput, Chennai. 
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laboratory equipment, minor c iv i l  works, training and operating costs. The state contribution to 
the program is in the form o f  staff time, facilities, transport, supportive drugs and supplies. The 
state expenditure on TB control is  not available but a rough estimate based on staff-time 
allocation in three states and a questionnaire filled by 15 states indicates that the GoI’s 
contribution is in the margin o f  35-65 % of the overall expenditure for TB control. 

The RNTCP has received financial and technical assistance from a number o f  sources including 
Canadian International Development Agency (CIDA), Danish International Development 
Assistance ( D N A ) ,  Department for International Development (DFID) o f  the United 
Kingdom, United States Agency for International Development ( U S A I D ) ,  Global Fund for 
A I D S ,  Tuberculosis and Malaria (GFATM), Global Drug Facility (GDF), World Health 
Organization (WHO) and IDA. 

2. Rationale for IDA involvement 

IDA has supported the RNTCP since 1997 (TB Control Project, Credit No. 2936 M, US$142 
million; closed September 30,2005). During this period the program has demonstrated 
remarkable results measured in case detection and cure rates for TB patients as well as expansion 
o f  coverage with DOTS treatment (for TB performance indicators see Annex 12). Since 1997, 
more than 5.6 mill ion TB patients have been placed on DOTS. The program has entered a new 
phase o f  consolidation o f  the core FWTCP activities to ensure that all districts reach the global 
targets and expansion to ensure access o f  all TB patients to treatment. IDA support for th is 
program would add value by bringing technical and institutional expertise as the program i s  
facing the challenge o f  providing services to the most difficult areas o f  the country. Moreover, 
IDA i s  well placed to assist the government with ensuring that the assistance o f  all donors i s  well 
coordinated and fully in line with the government’s program. 

Several aspects o f  the program would facilitate increased coordination amongst donors and 
between the donors and the government. IDA and the other donors (GFATM, USALD, DFID, 
WHO and GDF) have agreed with the Go1 on a shared results framework, and on the estimated 
costs and overall financing plan for: the program. The assistance k o m  all donors would be 
provided in the context o f  the program that has been agreed between Go1 and IDA, and 
implementation by the states will also be guided by t h i s  agreed program. All states regardless o f  
their source o f  program financing would be complying with a common set o f  financial 
management, procurement and program monitoring arrangements. Joint Review Missions for 
Go1 and all donors were in principle agreed upon during negotiations (details in Amex 12). 

I t  may also be noted that one o f  the health-related MDGs i s  to “halt and start reducing the 
incidence o f  TB by 2015”. Since India i s  critical for achieving the global MDGs, the proposed 
program would re-affirm IDA’S strong commitment to the global goals. 

3. Higher level objectives to which the program contributes 

The proposed operation would help reduce mortality and morbidity due to TB and interrupt 
transmission o f  infection through consolidating program performance and expanding program 
coverage. India’s prospects to achieve the h4DG for combating TB depend on the success o f  the 
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program to sustain and deepen coverage throughout the country. This is noted in GoI’s 10* Five 
Year Plan (2002-2007) as a priority and is also h l l y  consistent with the Country Assistance 
Strategy (CAS) for India (July 2004). 

B. PROGRAM DESCRIPTION 

1. Lending instrument 

The proposed lending instrument would be  a Specific Investment Loan (SIL) with the funding 
disbursed in the form o f  program support (Le. a sub-sector SWAP). A S I L  would be suitable 
because: (i) it would allow for broad support to the maintenance o f  th is program rather than 
narrowly financing a specific set o f  activities or  geographical areas; (ii) it  would allow the 
borrower to pursue other, parallel financing sources while ensuring that there i s  no financing 
gap; (iii) it  would al low the borrower to develop and use its own indicators, monitoring and 
evaluation system, financial management and procurement arrangements regardless o f  fbnding 
source; (iv) i t  would help the borrower develop institutional capacity to plan, implement and 
monitor activities, expenditures and outcomes o f  the program; (v) i t  would reduce transaction 
costs for both the borrower and IDA; and (vi) it would promote coordination between the 
borrower and its partners. 

The IDA credit would finance a time-slice for  the period, FY2006 to FY2011 o f  the centrally 
sponsored RNTCP, excluding those program activities/expenditures that are f h d e d  by other 
donors and by the states. These other donors provide parallel support to specific inputs 
(technical support, drugs) or to all expenditures for  specific states, with a l imited time 
commitment, while IDA would pool funds with Go1 and disburse up to an agreed 80% o f  the 
funding gap. The financing requirements are based o n  an estimate o f  other (grant) financing for 
the next five years. 

2. Program development objectives, outcomes and key indicators 

India had already reached the global targets o f  70% case detection rate and 85% cure rate on a 
nationwide basis in areas where DOTS was being implemented in 2004. However, there are large 
differences in program performance across the country, and with full coverage and inclusion o f  
larger, more dif f icult  states, the overall case detection has dropped to 64% with many new 
districts not yet having reached the global targets. On the other hand, there are many areas o f  the 
country where D O T S  has now been implemented for five or more years, and the expectation 
would be that - if the program is functioning effectively - the incidence o f  smear-positive TB 
should start to decline in those areas. In accordance with these observations, the Program 
Development Objective (PDO) o f  the proposed operation is: (i) to achieve the global targets o f  
70% case detection and 85% cure rate in all districts o f  the country; and (ii) for the zones where 
DOTS has been under implementation for f ive o r  more years, the incidence o f  smear-positive TB 
starts to decline. The two  key indicators to track progress towards the PDO (Annex 3) are as 
follows: (i) the number o f  districts that have achieved a detection rate o f  at least 70% and a cure 
rate o f  at least 85%; and (ii) the incidence o f  smear-positive TI3 in zones where DOTS has been 
implemented for f ive years or more begins to show a reduction. . 
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The proposed operation wouId support the second phase o f  RNTCP, henceforth referred to as 
RNTCP II, which has been defined by the Go1 in their Project Implementation Plan (PIP) dated 
May 3 1,2005. This document has been prepared by CTD of  the M O W ,  GoI, through 
extensive consultations with state and district representatives, representatives from the leading 
TB research institutions as well as IDA and other donor representatives during program 
preparation. 

Whi le  emphasis in the previous phase o f  RNTCP was on introduction o f  DOTS in a uniform 
manner across the country, the RNTCP 11 wil l increasingly target the states and districts which 
have below average performance in the form o f  case detection rate below 70% and/or cure rate 
below 85% through additional technical and managerial support from the center. A provision is 
made for additional inputs to Empowered Action Group (EAG3) states with a special provision 
made for additional contractual posts in these states. In addition, the EAG states wil l be more 
closely monitored and supervised b y  the CTD. The North Eastern states with large tribal 
populations and geographically difficult areas wil l be provided an allocation which is 1.3 times 
the regular norm and special incentives w i l l  be made available for health workers who work in 
tribal communities. With DOTS available throughout the country, major emphasis wi l l  now be 
given to IEC both at national and state level with additional Communications Facilitators for 
every five districts engaged by the program. 

The Government has recognized that although a strong public sector DOTS program is essential, 
i t  i s  not sufficient to reach all TB patients. A number o f  pilot activities therefore have addressed 
issues such as including non-public providers in RNTCP, providing services to urban slum 
populations, ensuring that HIV positive persons suspected o f  TB have access to diagnosis and 
treatment, and ensuring that multi drug resistant patients receive treatment. These activities wil l 
be scaled up in RNTCP 11. 

The challenges ahead for RNTCP 11 l i e  in (i) maintaining the current momentum o f  the program, 
o f  the strict clinical standards and o f  an effective IEC strategy throughout the country over a 
period o f  ten to fifteen years, especially as the larger, weaker states are h l l y  included in the 
program; and (ii) expansion o f  DOTS availability to ensure that ‘hard to reach’ groups, patients 
who seek treatment from non-RNTCP providers, HIV positive and MDR patients have adequate 
access to effective T B  treatment. These aspects are essential for achieving the long term goal o f  
reducing TB incidence and wil l be addressed through th is  program. 

T h e  Go1 has recently launched the National Rural Health Mission (NRHM), an initiative to 
improve the health status o f  the population in rural areas by promoting convergence o f  several 
centrally sponsored schemes including RNTCP. Several components o f  the NRHM, such as 
merging the different state and district health societies into one; making the Chief Medical 
Officer (CMO) responsible for overall program implementation at district level; supporting a 
local female volunteer, the Accredited Social Health Activist (ASHA) worker, in every village; 
and inclusion o f  Panchayat Raj Institutions and c iv i l  society groups in participatory health 
planning at local and district level are likely to strengthen the capacity o f  the states, especially 
the weaker states, and thereby facilitate implementation o f  the RNTCP. 

3 The EAG states include Bihar, Chhattisgarh, Jharkhand, Madhya Pradesh, Orissa, Rajasthan, Uttar Pradesh and 
Uttaranchal 
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3. Program outputs and activities 

T o  achieve the PDO, two broad outputs are required: (i) RNTCP senices consolidated through 
enhancement o f  the quality o f  public D O T S  provision; and (ii) TB services expanded to 
generally under-served populations. During the first year o f  this program, DOTS would have 
been introduced in all districts o f  the country. Focus would now be on achieving program 
consolidation throughout the country and inclusion o f  necessary additional components to 
expand and increase the program reach. 

Output one: RiiTCP services consolidated. T h i s  output aims at sustaining the quality o f  
public TB services across the country by placing special emphasis o n  the improvement o f  
laboratory services, supervision and monitoring, continuous operations research, advocacy and 
health communication, and strengthening o f  institutional capacity to implement the program. 

Oualitv o f  laboratory services would be consolidated through (i) establishment o f  a network o f  
intermediate reference laboratories (IRL) at the state level to allow intensified supervision o f  
laboratory activities at district level; (ii) introduction o f  a comprehensive laboratory quality 
assurance (QA) mechanism based o n  regular supervision o f  staff at a l l  levels, proficiency testing 
with slide panels and blind cross-checking o f  slide samples from al l  diagnostic centers; (iii) 
ensuring the routine reporting o f  QA results to state and central levels to allow targeted 
interventions for quality improvement. 

T o  improve supervision and monitoring the RNTCP II would strengthen the system o f  
supervision at a l l  levels o f  the program. Every year a few randomly selected districts would be 
visited by a team f i om C T D  and data validated. State TB officers would regularly supervise the 
districts and likewise select a number o f  districts every year for  in-depth supervision and 
validation o f  data. District TB officers would travel for 15 days every month to supervise 
laboratory and other field staff as we l l  as the DOTS providers. T h i s  i s  one o f  the first DOTS 
programs worldwide to use a comprehensive, computerized Management Information System for 
data collection and transmission; this system would be on-line for a l l  districts early in the 
program period. To monitor the impact o f  the RNTCP on the incidence o f  tuberculosis, Annual 
Risk o f  TB Infection (ARTI) surveys will be taken up in 2008; results from zones where DOTS 
has been implemented for more than five years would provide the first evidence o f  program 
impact on TB incidence. The program would continue to employ contractual staff for field level 
supervision i.e. the Senior Treatment Supervisors (STS) and the Senior TB Laboratory 
Supervisors (STLS) but increase the number o f  staff in low  performing areas. 

he ra t i ona l  research to generate an appropriate and continuous f low o f  information would 
receive priority attention in order to make TB control in India more effective. The RNTCP would 
communicate the research agenda widely and engage individualdorganizations to undertake 
research. Priority topics would include strengthening service delivery to and demand for services 
from marginalized groups and HIV/TB co-infected persons, further development o f  Public 
Private Mix (PPM) models, and new areas such as pediatric DOTS and DOTS Plus4. 

DOTS Plus i s  the acronym for treatment of multi-drug resistant TB 
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Information. Education and Information (IEC) would be strengthened to: (i) create awareness o f  
TB symptoms and demand for free DOTS services, with the drugs provided in patient-wise 
boxes’, among the public and the health providers; (ii) advocate for policy, administrative and 
community-level commitment to TB control in India; (iii) enhance patient-provider 
communication and counseling to help ensure patient compliance and patient-firiendly service. A 
process rather than products orientation would promote interpersonal interactive communication 
and needs-based planning using a three-step package (formative research, strategy development 
and monitoring). The CTD would provide leadership, manage the national level media and 
advocacy sub-component, and oversee capacity building in the states. Detailed state and district 
IEC plans would ensure contextual relevance and wide reach o f  information. Additional 
contractual staff to facilitate communication would be provided for every five districts and 
special attention would be paid to social issues such as stigma and gender, hearing the voices o f  
beneficiaries, and reaching marginalized and vulnerable groups and patients living with HIV. 

Appropriate institutional caDacitv would be ensured at all levels to maintain program quality. I t  
would include: (i) strengthening CTD through the provision o f  equipment and adequate physical 
facilities, and by having uni ts and oficers in charge o f  supervision and monitoring, human 
resource management and development, financial management, procurement, advocacy and 
health communication, and epidemiology/surveillance to better address weaker areas; (ii) 
strengthening managerial capacity at state level and implementation capacity at district level 
through hiring o f  additional contractual staff; (iii) technical assistance to support CTD’s efforts 
to M e r  decentralize the program’s activities in a phased manner and encourage states to take 
ownership, and assigning additional WHO consultants to large and poorly performing states; (iv) 
support to states’ efforts to provide quality training to all staff involved in the program, as well as 
DOTS providers; and (v) assistance to public and private medical colleges to provide training on 
DOTS implementation and monitoring to the faculty, to support existing state level T B  task 
forces in defining their roles and plans o f  action, and to support the continued creation o f  active 
task forces in medical colleges. 

Output two: RNTCP outreach to target special groups expanded. T h i s  output aims to 
maximize the inclusion o f  TB patients under DOTS. With the expansion o f  DOTS to all districts 
in the country, the program would now implement appropriate strategies to ensure that services 
reach (i) the poor, tribal people and other ‘hard to reach groups’; (ii) patients who consult non- 
RNTCP health service providers; (iii) patients infected with HIVIAIDS; (iv) pediatric cases; and 
(v) multi-drug resistant TB cases. 

Despite country wide coverage o f  the RNTCP, the poor. tribal and other ‘hard to reach’ groups 
s t i l l  do not adequately avail o f  i ts  services. A Social Assessment has been undertaken to prepare 
an overview o f  who is not being reached in the current program and provide insights into how 
the program can better ensure that their needs are addressed. Based on th i s  assessment, on a 
Tribal Plan, and on documentation o f  the numerous positive experiences with accommodating 
the needs o f  special groups around the country, each state would implement these activities as 
appropriate to the conditions of their state. Special incentives wi l l  be provided to health staff 

5 Patient wise boxes: cardboard boxes containing the full regimen o f  TB drugs for treatment of one patient - 
currently only used for adult DOTS. 
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working in difficult and tribal areas and additional financial and managerial support extended to 
below average performing areas. 

The first point o f  contact for patients i s  most often the private providers (the term private 
providers, here, refers to the large range o f  providers who are not part o f  the Ministry or 
Directorates o f  Health and Family Welfare of the central or state governments). The program 
would seek to identifj and successfblly treat, under the RNTCP, as many o f  the presently 
unregistered and undetected cases as possible and promote the involvement o f  private providers 
in the RNTCP and in DOTS provision. Continuing with the current efforts that appear to be 
yielding results, RNTCP II would provide additional support in the form o f  training for non- 
public providers. I t  would also provide additional technical assistance in the states to: (i) draw 
from the experiences o f  current Non Governmental Organizations (NGOs) and Private 
Practitioner (PP) schemes and revise them, if necessary; (ii) prepare a framework for phased 
expansion o f  PPM, develop tools for implementation and indicators to monitor progress; and (iii) 
undertake operational research to assess the effect o f  PPM related interventions on case 
detection, treatment success, equity in access and financial protection for the poor. 

Under the RNTCP II, the aim o f  HIV/TB coordination would be to ensure optimal synergy 
between the two programs at both state and district levels for prevention and control o f  both 
diseases. Th is  would be accomplished primarily through joint planning, sensitization, health 
communication and training in both programs, ongoing H IV  surveillance among TB patients, 
and intensified TB case-finding among people living with HIVIAIDS. Training in both 
programs would include management of TB in HIV patients, including those on anti-retroviral 
drugs, and implementation o f  infection control to prevent the spread of  TB in HIV/AIDS clinical 
care facilities. Activities would be targeted to all states and districts with a high HIV/AIDS 
prevalence. In addition, the number of  state level HIV/TB coordinators would be increased from 
the current six to fourteen to ensure coverage o f  all states with a high HlV prevalence. 

Standardized drug regimens for the treatment o f  Pediatric cases in 'patient-wise' boxes would be 
introduced along with ensuring the availability o f  the necessary diagnostic facilities for pediatric 
cases and appropriate staff training. The existing recordingkeporting system would be modified 
to allow adequate evaluation of  case-finding and treatment outcomes for pediatric cases. 

To address the problem o f  Multi Drug Resistance (MDR), laboratory capacity at state level for 
the performance o f  sputum culture and drug sensitivity testing would be established in a phased 
manner. Th is  would include routine surveillance systems for levels o f  drug resistance against 
anti-TB drugs, clinical centers at the state level for the treatment o f  MDR cases, and gradual 
expansion of  access to drug resistance testing and treatment o f  MDR-TB for cases who fail 
treatment under the RNTCP category two drug regimens. Due to the high cost o f  second l ine  
drugs, DOTS Plus, and rigorous compliance requirements, facilities would be carehlly selected 
based on their demonstrated ability to implement DOTS and to comply with strict quality 
assurance requirements. 
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4. Lessons learned and reflected in the program design 

The program design was informed by lessons learnt from RNTCP I (ICR No. 34692 dated June 
30,2006), from other health, nutrition and population projects supported by IDA and by 
international best practice. 

RNTCP I: 
Need to continue additional core Human Resources: experience f i o m  RNTCP I showed that 
provision o f  contractual support staff, especially for supervision, at the states, districts and 
sub-districts, and ensuring mobi l i ty  o f  staff is a core element for the success o f  the program. 
The technical support provided through a large network o f  WHO-contracted local consultants 
also proved very valuable. 
Need for uppont assessment of minimum standards of implementation: the preparation and 
field testing o f  policies and guidelines and a system o f  appraisal o f  each district before the 
start o f  service delivery has ensured that a minimum standard was met before starting DOTS. 
A similar approach would be used for scaling up the PPM, HIV/TB coordination, DOTS Plus 
and other initiatives to expand services to al l  TB patients. 
Need to address procurement issues upfiont to ensure uninterrupted supply o f  TB drugs o f  
adequate quality: drugs have been continuously available in the f ield although there have 
been considerable delays in the procurement process. With additional procurement and 
logistic management capacity in the CTD, the additional capacity building and oversight 
provided through the Empowered Procurement Wing (see page 11) and the introduction o f  
the Governance and Accountability Framework (see Annex 1 l), it  is expected that these 
delays will be substantially reduced. 
Need to build capacity at state level before granting authority for  implementation: an attempt 
to  decentralize the procurement o f  TB drugs was made during RNTCP I; since no states were 
able to procure the drugs, this wi l l  remain the responsibility o f  the CTD in RNTCP II. 
Need to strengthen Public Private Partnerships: delivery o f  RNTCP services through a mix o f  
public-private providers has resulted in increased case detection. In view o f  the rapid growth 
o f  private sector provision o f  health care in India, their involvement i s  essential to ensure that 
al l  TB patients receive quality DOTS. With a strong public sector DOTS program 
established throughout the country, the P P M  can now be more aggressively expanded. 

Other HNP projects: 
I t  has become increasingly evident that the management o f  centrally sponsored schemes 
needs to be decentralized to the states. There will be significant efforts during RNTCP II to 
strengthen program ownership and capacity at the state and district levels; TB drug 
procurement wil l however remain a central h c t i o n  to ensure that quality drugs are available 
o n  time. 
During the implementation o f  the RCH I project, serious deficiencies were encountered in 
procurement, including procurement processes. The MOHFW has shown strong commitment 
to  address these issues comprehensively. Agreed actions to counter these risks are detailed in 
Annexes 8 and 11. 
Experience from IDA support to the National Leprosy Elimination Program has confirmed 
the effectiveness o f  a good advocacy and health communication strategy to increase political 
and community awareness, reduce stigma, and strengthen the demand for quality services. 
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International best practice in TB control: 
Between 199 1 and 2000, prevalence o f  tuberculosis was reduced significantly in areas o f  
China by the use o f  short-course chemotherapy using WHO guidelines and supported by 
IDA. I t  was estimated that in 2000, in a population o f  more than half a bil l ion people, there 
were 280,000 fewer sputum positive cases than there would otherwise have been. 
The RNTCP closely follows the operational and technical guidelines for DOTS 
recommended by the WHO and other organizations such as the International Union against 
T B  and Lung Diseases, Stop TB and the United States Center for Disease Control. This  
approach wil l be continued with the introduction o f  DOTS Plus. 

5. Alternatives considered and reasons for rejection 

First, financing o f  a set o f  specific interventions or geographical areas was considered but 
rejected. I t  would not have leveraged IDA financing into a partnership where a program with 
common goals across states was ensured regardless o f  financing source. I t  would also not have 
contributed to capacity building and development o f  common procedures for all states in the 
country. Second, performance-based financing f iom center to state was discussed but rejected. 
Since TB is a communicable disease, its control is  o f  national, in addition to, state concern: 
infectious patients in any given state would infect residents o f  other states when they traveled 
within the country. Rather than reducing financing to below average performing states, 
additional inputs in the form o f  technical and management support would be provided. Since 
th is  i s  the consolidation phase o f  a highly successful program, other alternatives were not 
considered. 

C. IMPLEMENTATION 

1. Partnership arrangements 

The borrower has in the past received assistance from a number o f  bilateral and multilateral 
partners, who financed activities in individual states or a number o f  districts within states and for 
a limited time period. Some o f  th is assistance i s  now being phased out and the borrower i s  
increasingly seeking assistance which i s  complementary to and in support o f  their own program. 
GFATM has committed support until 2009 and additional support up to 201 1 may be applied for. 
WHO has three year planning circles and fully commits consultant support on an annual basis 
depending on h d s  availability, but is expecting to continue i ts  present support until at least 
201 1; USAID supports all the RNTCP activities in one state but wil l complete this sup ort by  
2008. DFID will provide drugs through the GDF to ensure a buffer stock o f  TB drugs as well as 
support consultants contracted by WHO. The Go1 i s  coordinating this support to emure that it is 
complementary to the overall program financed f iom IDA and Go1 h d s  and that only one set o f  
systems and procedures are used for program performance and financial management. Specific 
aspects o f  the program that would facilitate increased coordination amongst the donors and 
between the donors and the government are mentioned in Section A.2. 

B 

1 

Support already committed is indicated in annex 5, table 1 
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2. Institutional and implementation arrangements 

Institutional Arrangements. The program has been successhlly managed for several years by the 
CTD, headed by the Deputy Director General for TB as the National Program Director, under the 
leadership o f  the Director General Health Services who reports to the Health Minister (see 
organogram in Annex 6). Under RNTCP 11, th is  arrangement would continue with the Joint 
Secretary from the administrative arm ofthe MOHFW overseeing the financial and 
administrative areas. The CTD has five regular officers, one TB specialist and a number o f  
support staff. Experienced technical staff manages al l  aspects of  the program, and also receive 
significant technical and administrative support from WHO consultants. For RNTCP 11 five 
Units have been established to manage supervision, monitoring and surveillance, human 
resources development, advocacy and IEC, procurement supply and logistics, and finance. 
During project implementation, additional staff may be hired with ski l ls  and specialties that 
complement existing staff. 

The CTD would be responsible for facilitating and monitoring state-level planning, establishing 
technical standards and providing technical and financial oversight, coordinating central 
procurement and training, and leading the monitoring and evaluation. The CTD Finance Unit 
would be responsible for financial management activities while the CTD Procurement, Supply 
and Logistics Unit would be responsible for al l  drugs procurement and al l  other large 
procurement. These two units wi l l  include consultants, contracted by WHO. The Procurement, 
Supply and Logistics Unit would benefit from the general capacity enhancement being 
undertaken by MOHFW and would receive supervision and oversight from the newly established 
Empowered Procurement Wing (EPW) of  the MOHFW which i s  intended to professionalize the 
procurement of health sector goods and services. The wing wi l l  ensure better competition and 
transparency in procurement o f  health sector goods, drugs and services in India, for delivering 
quality products in time. The EPW would also support the development and implementation o f  
new policies and actions which wil l  enhance procurement practice and supply chain 
management. Three national institutions7 support CTD by carrying out basic and operational 
research, performing quality control functions, developing training materials and providing 
training to State TB Officers (STO) and trainers from the State TB Training and Demonstration 
Centers (STDCs). 

At the state level, the Director o f  Medical Services and the Director of National Programs have 
had the overall responsibility o f  overseeing TB program implementation. During RNTCP ll, 
day-to-day implementation responsibility, however, wi l l  increasingly be with the STO, who wil l 
be the responsible authority for al l  TB control activities in the state. The STO wi l l  be assisted by 
a team of  professional and administrative staff, and by WHO consultants who wi l l  provide 
technical support. State TB Cells wi l l  undertake all program related activities such as preparing 
state plans and budgets based on the consolidation o f  district plans, allocating funds received 
from CTD to districts based on their annual plans, training various levels o f  staff, managing 
logistical and supply requirements, undertaking minor procurement, ensuring that districts 
comply with program guidelines and directives, preparing technical and financial reports, and 
timely reporting. In RNTCP 11 there would be increasing flexibility in the financial noms to 

7 Tuberculosis Research Center, CheMai,  National Tuberculosis Institute, Bangalore, and Lala Ram Swarup 
Institute o f  TB and Al l ied Diseases, Delhi 
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allow states to reallocate budget allocations among line items and move towards zero based 
budgeting. All states would assume greater responsibility for advocacy and health 
communication strategies and implementation, and would actively promote local level advocacy 
and health communication innovations. 

The District TB Centre (DTC) has been the nodal point for TB control activities in the district 
and also h c t i o n s  as a specialized referral center. I t  is  headed by a District TB Officer @TO), 
working under the direction o f  the Chief  Medical Officer (CMO). Tuberculosis Units (TU) are 
sub-district units responsible for providing microscopy services. Responsibility for ensuring a 
successful TB control program at the local level falls on the large number and wide range o f  
DOTS providers. 

In any given district, DOTS implementation was initiated only after successful appraisal by the 
CTD. In the initial stages representatives from C T D  shared the responsibility for directing the 
program and ensuring compliance with national guidelines with the DTO. Under RNTCP 11, 
such responsibility will increasingly fal l  on the DTO who has recently been charged with 
preparing annual plans based on the specific requirements o f  the district. 

T o  facilitate the new fhc t i ons  at the state and district levels noted above, there i s  now a need to 
strengthen the capacity o f  the central, state and district structures to keep up with the changed 
demands for program management. RNTCP I1 therefore aims to strengthen CTD’s management 
capacity, and states’ and districts’ management and program implementation capacity with 
additional contractual staff, as the need arises, and a more appropriate skills m i x  to meet the 
projected increase in services and address weaknesses in the non-clinical components o f  the 
program. In particular, the C T D  would seek agreement from the state governments to ensure 
that STO and D T O  positions are f i l led with medical staff, preferably with background and 
experience in community health, public health, community health administration, social and 
preventive medicine, health administration, or health management, and that these officers remain 
in their position for at least three years. The institutional arrangements for procurement are 
discussed in Section D.3. 

The RNTCP is expected to integrate easily with and benefit from the NRHM in two areas that 
will directly affect it: (i) transfer o f  funds through a single society at the state and district levels 
(see below); and (ii) incorporate ‘ASHAs’ as DOTS providers at the village level. 

3. Monitoring and evaluation of  outcomes/results 

The RNTCP has in place a robust recording and reporting system which monitors the overall 
program regardless o f  financing source. The system is based on quarterly and annual cohorts o f  
TB patients registered for treatment. I t  allows for systematic cohort analysis o f  case detection, 
sputum conversion and treatment outcomes. To further strengthen the surveillance system, the 
treatment cards, laboratory registers, TB registers and quarterly reporting formats have been 
modified, and a few additional records have been added to document referrals for treatment after 
diagnosis. RNTCP began using these new and revised reporting formats in the second quarter o f  
2005. At the national level, a quarterly and annual performance report i s  generated with state 
and district performance indicators, and placed on the program website (w. tbc ind ia.org) .  
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One o f  the key components o f  a monitoring strategy is a set o f  monitoring indicators. These 
indicators are already in place and have been further expanded to cover a l l  activities related to 
the W C P  at different levels extending from the national to the DOTS Centre level and 
covering political and administrative commitments, human resources, diagnosis, drugs and 
treatment. There are also indicators related to recording and reporting, supervision, financial 
management and health communication. These indicators include all the important input, 
process, outcome and impact indicators. They have been developed to assist the program 
managers to identify areas o f  both strength and weakness in program implementation and 
bottlenecks in service delivery (Annex 3). 

The RNTCP surveillance system collects routine information to measure treatment success and 
case detection. ART1 studies and existing data from the Tuberculosis Research Center, Chennai 
would be used to measure reductions in incidence, prevalence and deaths. This information 
would be validated periodically to ensure the program has the desired long term effect on the TB 
epidemiology in the country. 

During joint  Donor Review missions, the program would be monitored based on the overall 
results framework; data is available for the entire country in the quarterly report posted on the 
C T D  website, and would be supported by financial management and procurement reports. W h i l e  
some donors would make field visits to the specific areas they support, others would monitor 
stateddistricts with below average performance and/or issues which require additional attention. 
A jo int  Aide Memoire would highlight progress o f  the overall program and include specific 
issues for the states under review as we l l  as technical issues which may require additional 
technical assistance, supervision or review. (Details o f  the supervision strategy are in Annex 12). 

4. Sustainability 

Political Sustainability. The RNTCP has demonstrated its value and enjoys strong backing for 
continued financing from GoI; the program forms an integral part o f  India’s 10th five-year plan 
and India is an active member o f  the Global Stop TB movement. During this phase o f  the 
program, focus would be on advocacy to  ensure long term political commitment o f  the state 
governments. The program would add to  state and district ownership through i ts advocacy and 
institutional development activities. There i s  a clear political understanding o f  the threats posed 
by an HIV/AIDS epidemic to TB control and the need for close coordination between the two 
programs. Political sustainability must thus be rated as good. 

Institutional Sustainability. Program activities are undertaken by regular state government 
health staff with the exception o f  a few cadres (the I E C  officer, the STS and the STLS) and a few 
contracted staff in cases o f  vacancies or special needs. The GoI’s contribution i s  a supplement bo 
that o f  the States, who provide physical facilities, assign personnel and cover the costs o f  office 
and other supplies. All activities are undertaken through the use o f  government rules and 
procedures. The WHO consultants play an essential role in program planning and management at 
central, state and district levels. The Go1 i s  committed to ensure this technical resource 
regardless o f  external funding. In view o f  a l l  this, the prospects for institutional sustainability 
are considered good. 
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RNTCP II would seek to encourage states with high case detection and cure rates and continuous 
good program outcomes to progressively take leadership o f  the RNTCP, while CTD would more 
closely monitor and support states with below average performance. 

Financial Sustainability i s  discussed in Section D. 1. 

5. Critical r isks and Possible Controversial Aspects 

Risk 

To program development objective 
Program stops being considered a priority 
public health program by decision- 
makers; donors stop their financing o f  the 
program 

Systemic wealmess within the 
government public health system and 
‘program fatigue’ undermine eEciency 
and state ownership 

To outputs 
Lack o f  capacity within CTD to provide 
leadership in IEC, draw in outside 
expertise, and to systematically promote 
state level ownership o f  communication 
strategies, hampers the IEC input to the 
program 

Limited response by state authorities to 
the staffing and monitoring requirements 
o f  RNTCP I1 

Insufficient demand for RNTCP I1 
services 

HIV epidemic expands rapidly leading to 
large escalation in active TB disease 
overwhelming the RNTCP budget and 
resources 

Lack o f  interest o f  private and public 
providers in using DOTS for treatment o f  
TB patients 
If the 30% cases not detected are from 
special sub-groups o f  society, then TB 
incidence will remain high in those sub- 
groups even if the overall incidence is  
falling 
A decision has been taken by the 

Risk Mitigation Measure 

Continuous dialogue with Government; increased budgetary 
allocations since 2000; demonstrated success o f  RXTCP I through 
independent evaluations and dissemination o f  results; and continued 
marketing o f  the program’s successes; the close link between HN and 
TB and the international concern for the growing epidemic o f  both 
diseases. Al l  these points conm%ute to a low risk rating for decreasing 
political support and financing from both Go1 and other donors 
Continued and targeted technical support from WHO consultants, 
particularly in low-performing states-targeted supervision in low 
performing states; institutional strengthening o f  state’s capacity to 
implement the program including measures to ensure that STOs and 
DTOs stay in o E c e  for at least 2-3 years 

Identify outside ta!ent to provide input to the IEC Advisory Group. 
TORs for outside agency (agencies) will ensure that gaps in expertise 
are met and the best talent in India i s  harnessed. Develop mechanisms 
for providing technical assistance to the IEC unit in CTD and State 
TB Cells. Develop mechanisms to synthesize lessons learnt from 
RIITCP I I E C  experiences, and maximise potential to share successfil 
pilots within CTD and across states. 
Develop a more focused advocacy and health communication strategy 
which targets political and administrative leaders and promotes and 
disseminates the benefits o f  the RNTCP to the states; promote the 
participation o f  other actors, such as NGOs and the private sector 
Raise awareness o f  services and create demand through targeted 
communication. Strengthen community level partnerships to reduce 
stigma and provide support for uptake o f  services 
At the ~ t i 0 ~ 1  level and state level there i s  an agreed plan for joint 
HIVflB action to expand case detection o f  TB among HIV positive 
patients; an aggressive Behavior Change Communication (BCC) is 
planned by both the RNTCP and the National AIDS Control 
Organization (NACO) 
Develop health communication strategy targeted to these groups; and 
devise incentive schemes to encourage adoption o f  DOTS as the 
preferred treatment for TB 
Ensure special schemes for and monitoring o f  m%al, poor and other 
vulnerable population groups 

The M0HFW.h confirmed that the separate project financial 

Risk* 
Rating 

N 

M 

M 

M 

M 

M 

S 

S 

M 

14 



M O W  to mrge  the individual project 
implementing entities (Societies) in the 
state and districts. The ProcesJ of  merger 
could impact the timtlines in fuads 
flowing to the TB program. 
A large number of districts (600) and 
statesltcmtories (35) will be required to 
account for and report on the expenditure 
under the program Similarly audit 
rcports of the districts would need to be 
consolidated by each state society. There 
is a possibility o f  inconsistency in the 
format of  reporting in the financial 
statements and in the audit opinion. Also 
delay in submission of timely audited 
financial statements i s  a common 
occurrence in centrally sponsored 
programs 
Lack o f  suitably qualified finance staff  
with the necessary skill  set and 
experience in the state societies may 
hamper the flow of  finance information 
(FMR and audit reports) as well as a lack 
&guidance to the histrict accountants. 
During the implementation o f  the RCH I 
project, serious deficiencies were 
encountered in procurement including the 
application o f  GMP certification 

Overall risk rating 

managanent arrangement would continue. EDA will be pctively 
cngagod in the merger process to ensure that the ftmds flow and other 
6nancial management arrangements are suitably addrrJsed during the 
mrger process. 

The program has guidelines for state and district societies which 
incorporate the basic requirements of  b i a l  management. This is 
being strengthened in RNTCP II with a proper financial management 
manual. A separate Financial Management Cell has been created in 
the CTD to monitor the performance o f  the states on a regular basis. 

The remuneration o f  the state finance consultants is proposed to be 
increased in R i i C P  II, which will enable better qualified s ta f f  to be 
engaged and retained. Training o f  finance staff is  being built into the 
program In addition, specific job descriptions have been defined for 
the state and district accountants. 

A comprehensive Governance and Accountability Action plan (Annex 
1 1) was agreed with GoI. Specifically the plan proposes to: 

0 

0 

0 

0 Handle procurement complaints. 
0 

improve GMP certification process for pharmaceuticals. 
Increase competition and mitigate collusion. 
Strengthen procurement implementation and contract 
monitoring. 

Disclose information and promote oversight by civil society. 

M 

M 

S 

S 

(*) Risk rating with mitigation: H (high), S (substantial), M (moderate), N (negligible) 
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6. Loadcredit Conditions and Covenants 

a 

a 

The Go1 shall cause the MOHFW to ensure that each project state and Project Executing 
Agency carry out their respective activities under the project in accordance with a Letter o f  
Undertaking (LOU) satisfactory to IDA to be signed by each project state and its respective 
State Implementing Agency (SIA), i.e. expenditures from a given state would not be eligible 
for reimbursement fiom IDA unless the corresponding LOU has been signed. 
The Go1 shall cause the MOHFW to ensure adequate management capability in CTD; to 
review the number and composition o f  staff and the requirement for technical assistance 
annually; to revise the staffing norms and composition i f  found necessary during the mid 
term review; to establish an Advocacy and IEC Unit within C T D  and an IEC Advisory 
Group, and to maintain these structures throughout project implementation and to review 
annually the capacity for IEC at the CTD, the project states, and at the district levels; to 
establish a Financial Management Unit and a Procurement Supply and Logistics Unit within 
CTD and maintain the units throughout project implementation; to maintain monitoring and 
evaluation systems for RNTCP II and ensure timely reports in an agreed format satisfactory 
to IDA for the six-monthly review missions. 
The Go1 shall cause the audits o f  various Project Executing Agencies to be  conducted in a 
timely manner in accordance with the terms o f  reference set out in the Finance and Accounts 
Manual and in the Procurement Manual for RNTCP II. 
The Go1 shall cause M O H F W  and the project states to enroll more medical colleges to 
actively support RNTCP II throughout project implementation; to ensure that al l  newly 
established laboratories for MDR-TB, public and private, are accredited to  undertake DST 
before they are used for diagnosing MDR TB; and to procure goods, works and services for 
the program in a timely manner, ensure that drugs are properly stored up to the end o f  the 
supply chain. 
The Go1 shall cause the M O H F W  and the project states to implement, in a manner 
satisfactory to IDA, the Tribal Development Plan and the interventions targeted towards 
other socially deprived groups set forth therein as wel l  as the agreed Infection Management 
and Environmental Plan and ensure that the relevant manuals and guidelines are at all times 
consistently and satisfactorily applied. 
The Go1 shall cause MOHFW to maintain the Empowered Procurement Wing, under terms 
o f  reference satisfactory to the Association, which is staffed with suitably qualified staff in 
sufficient numbers, and provided with adequate resources throughout the period o f  project 
implementation. 
The Go1 shall cause the MOHFW to implement the Governance and Accountability Action 
Plan (GAAP), refrain from taking any action which wil l  prevent or interfere with the 
implementation o f  the GAAP, not waive, amend or  abrogate the GAAP; and, provide a 
written report on progress achieved in the implementation o f  the GAAP, the first report dated 
December 3 1,2006 ,and thereafter once every six months. 
Based o n  the findings o f  the review on procurement capacity, on the quality and quantity o f  
pharmaceuticals and medical goods, and o n  implementation o f  health sector projects financed 
by IDA, the Go1 shall carry out revisions as necessary to strengthen the Governance and 
Accountability Act ion Plan (GAAP). 
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D. APPRAISALSUMMARY 

1. Economic and financial analyses 

TB is  a significant public health challenge in the world and especially in India, which has more 
people with active TB than any other country. Country wide, TB i s  the second most important 
cause of  death. Due to its contagious nature, where one untreated TB patient may infect more 
than ten new people in one year, there are substantial externalities associated with the disease; its 
prevention and early treatment i s  therefore essential. I t  i s  also a good public investment as i t  i s  
estimated that over the next five year period, the program would result in a gain o f  twelve 
million Disability-Adjusted L i fe  Years (DALY) at a cost o f  US$34 per DALY reduced (base 
case). Even i f  the increasing number o f  HIV positive persons should reduce the benefit o f  the 
RNTCP by 50% (relative to the base case), the cost per DALY gained would be US$69, st i l l  a 
good public investment. 

Assuming that public spending o f  0.9 % o f  GDP for health and real GDP growth o f  6% per year 
are maintained, the total cost o f  the RNTCP could account for between 1 .O- 1.3 % o f  total 
government health expenditure between 2005 and 2010. Assuming there are efficiency gains 
and a reduction in incidence o f  TB by 2017, the total cost o f  the RNTCP could account for 
between 0.5% - 0.6 % o f  total government health expenditure. Given very strong commitment to 
combating TB by GoI, recent achievements o f  the RNTCP, i ts  inclusion in the NRHM and the 
program focus on institutional advocacy, i t  i s  likely that the government would continue 
adequately to fund the RNTCP in the long term. 

2. Technical 

The program would implement TB control strategies following the operational and technical 
guidelines recommended by the WHO and other organizations such as the International Union 
against TB and Lung Diseases, the STOP TB office o f  the WHO and the United States Center for 
Disease Control. The merits of  the DOTS strategy (see page 1 for details o f  DOTS strategy) are 
evidence based, drawing on a number of  trials performed under different circumstances and in 
different countries. Six months of  “short course” combination chemotherapy i s  highly effective 
and would cure more than 90% of  new TB patients provided drugs are o f  good quality, 
adherence to treatment i s  good, and that drug resistant TB i s  not highly prevalent. 

DOTS Plus i s  the acronym for treatment o f  Multi-Drug Resistant TB. It includes: (i) 
development o f  DOTS Plus centers at state level in states with facilities for quality assured drug 
sensitivity testing; (ii) a protocol and monitoring system for case holding with daily patient 
supervision; (iii) a routine o f  regular sputum microscopy and sputum culture for monitoring 
effectiveness o f  treatment; (iv) clinical services and medical know-how for handling o f  adverse 
reactions; (v) use o f  a standardized regimen for all cases; (vi) uninterrupted delivery o f  2”d l ine 
TB drugs for DOTS Plus; and (vi) limited duration o f  hospitalization and treatment completion 
under supervised ambulatory services. 
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The program targets for TB control are to achieve a detection rate of at least 70% of al l  new 
sputum smear positive cases and to cure not less than 85% of  these. These targets are 
recommended by WHO as necessary to achieve a long term reduction in the annual number of  
new infectious cases. With such consistent achievement, and excluding the negative effect of an 
HIV/AIDS epidemic, the annual number o f  new infectious cases is  l ikely to be reduced by 50% 
over a 12- 13 year span. For more details o f  the epidemiology o f  TB in India and the DOTS 
strategy see Annexes 1 and 4. 

3. Fiduciary 

Financial Management. The basic financial management structure is in place and has improved 
considerably in the last two years o f  implementation o f  the recently closed Tuberculosis Control 
Project. The system o f  obtaining quarterly financial reports by program activity is in place, 
functioning reasonably well, and would facilitate report based disbursement instead o f  the 
traditional statement o f  expenditure based disbursement. In the RNTCP 11, the program would 
strengthen its financial management capacity (planning, budgeting, accounting and reporting) 
including provision o f  additional finance staff in nine larger states and periodic monitoring visits 
by the C T D  finance staff to the states and districts. The program will provide one consolidated 
report on audits for a l l  the states and one audit report for the expenditure incurred in the CTD. 
Details o f  the financial management and disbursement arrangements can be found in Annex 7. 

Flow o f  Funds. The C T D  undertakes planning and budgeting for TB control in India. Based o n  
the approved plan, the Go1 makes allocations for TB control in every Five Year Plan. The 
amounts for each year are planned and allocated in the annual GoI’s budget and C T D  can spend 
only within each annual capped allocation. 

T o  ensure continuous funding from the C T D  down to each state and district, a system o f  funding 
through societies has been adopted. Each state government receives funds for TB control from 
the Go1 via its State TB Control Society. T h e  M O H F W  has decided that al l  the individual 
program specific state and district societies should be merged into one implementing entity at the 
state and district level under the umbrella o f  the NRHM. The MOHFW has however agreed that 
the financial management arrangements o f  the project (separate financial reporting, finance staff 
and audit arrangements) would continue. In addition, IDA would continue to be proactively 
engaged with the MOHFW in facilitating merger process from a financial management 
perspective. I t  may be noted that the societies o f  Uttaranchal and West Bengal were merged two 
years ago and implementation o f  RNTCP in these states through a single society has not faced 
problems due to this merger. The financial management unit in the CTD, which is independent 
o f  the state and district societies, would carry out a management audit o f  the states on a selected 
basis. In addition the state accountant would be made an integral part o f  the district review 
process. The program prepares an annual report. In order to increase transparency the contents 
o f  the annual reports have been agreed between IDA and the C T D  (see Annex 7). In addition the 
States would also prepare similar annual reports. 

Procurement. TB II anticipates procurement o f  c iv i l  works, pharmaceuticals, goods, equipment 
and other miscellaneous items and consultancy services. As an interim arrangement until such 
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hme as the Bank and the Government agree otherwise*, procurement o f  all ICB and LIB 
contracts, contracts estimated to cost more than USS 100,000 (for goods and works under N C B  
and consulting sexvices for firms) and individual consultants above USS 50,000 will be carrkd- 
out by a qualified procurement agent. This agent will be competitively selected through Quality 
and Cost Based Selection (QCBS) satisfactory to the Bank or through sole sourcing in case o f  a 
UN Agency. The procurement agent wil l follow the World Bank Procedures and Guidelines o f  
May  2004. Pending the appointment o f  the procurement agent, agreed urgent procurement could 
be carried out on behalf o f  MoHFW byithrough a n  entity, or UN agency under TORS and 
arrangements satisfactory to the Association. Procurement Support Agencies (PSA) wil l not be 
used until the Association and GO1 agree to their use. Procurement o f  goods, works and services 
below the above mentioned thresholds will be conducted by C T D  and the States, following the 
Procurement Rules and Procedures indicated in the C T D  Procurement Manual. The Borrower 
may also procure pharmaceuticals and medical supplies directly f rom UN agencies with prior 
approval o f  the Bank. 

The Association carried out a comprehensive assessment o f  existing procurement policies and 
procedures in respect o f  C T D  at the central level and on a sample basis for the three states o f  
Assam, Maharashtra, and Uttar Pradesh, to identify areas for strengthening o f  the State 
Procurement Systems, to allow their use for procurement under the program. These states, with 
the agreement o f  the C T D  and the IDA, were selected as sample states ranging from low  to high- 
performing states. Based on the findings o f  the Country Procurement Assessment Report 
(CPAR), State Procurement Assessment Reports (SPARS), and the assessment o f  the above 
mentioned three states in respect o f  CTD, procurement risk is considered to be substantial as 
indicated in section C.5. 

The MOHFW will strengthen the already established EPW to improve efficiency in the 
procurement o f  health sector goods and services. The procurement activities o f  the Department 
o f  Health and Family Welfare wil l be overseen by this wing. The EPW wi l l  ensure better 
competition and transparency in procurement o f  health sector goods, drugs and services in India, 
and i t  wil l be responsible for delivering quality products in time. I t  wil l also support the 
development and implementation o f  new policies and actions which wil l enhance procurement 
practice and supply chain management. 

Keeping in view the experience gained and lessons learnt in the previous R C H  project, issues 
relating to improving Good Manufacturing Practice (GMF) certification process, increasing 
competition and mitigating collusion, strengthening procurement implementation and contract 
monitoring, handling procurement complaints, and disclosing information and promoting 
oversight by the c iv i l  society have been discussed with M O H F W  at a senior level. The actions 
agreed to achieve improvements along these f ive dimensions are described in the Governance 
and Accountability Action Plan (Annex 1 1). The GO1 shall, based o n  the findings o f  the review 

The intention i s  to sh i f t  procurement implementation to relevant Indian institutions, including the PSAs, 
as soon as the Bank and GO1 agree that they have the requisite capacity. The determination o f  features 
and duration of the transition towards f i l l  reliance on these institutions would need to  be based on the 
outcome o f  the Detailed Implementation Review (DIR), the procurement review by the EPW consultants, 
the report on quality and quantity o f  pharmaceuticals and medical goods, and progress in implementation 
o f  the GAAP. 
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on procurement capacity, o n  the quality and quantity of  pharmaceuticals and medical goods, and 
o n  implementation o f  health sector projects financed by IDA, carry out revisions as necessary to 
further strengthen the Governance and Accountability Act ion Plan (GAAP). 

Detailed procurement arrangements for the project are given in Annex 8 

4. Social 
The highest burden o f  TB is  borne by the disadvantaged groups o f  society. These “hard to reach” 
populations include the poor (both urban and rural), tribal communities and women. 
Experiences from the ongoing Tuberculosis Control Project and the Social Assessment 
undertaken by the MOHFW have provided insights’ into the constraints faced by these groups, 
based on which improved institutional and implementation arrangements have been designed for 
RNTCP II. T h i s  would help address the social aspects o f  TB and increase access o f  “hard to 
reach populations” to treatment by bridging information, access and provider gaps; and it would 
help the disadvantaged groups overcome socio-economic and cultural barriers. The program 
would continuously refine its strategies based o n  better identification o f  disadvantaged 
populations, success with different enablers deployed, public-private partnerships, and emerging 
research findings and experiential learning in th is  area. 

A separate Tribal Development Plan (TDP) has been prepared based on primary data, review o f  
available experience, and consultations with tribal communities including women, NGOs and 
other development institutions, c iv i l  society representatives and health workers. The TDP 
addresses major issues related to physical access o f  tribal populations to TB diagnosis and 
treatment. IEC would be adapted to the social and cultural context o f  the tribal populations to 
increase their awareness and change their treatment seeking behavior. Community participation 
wil l be promoted and enablers and incentives will be  introduced for the public and private health 
care providers to work in the tribal areas. The states will adapt the actions included in the 
national PIP to their specific context and prepare detailed implementation plans. 

5. Environment 
T h e  program is classified as a Category B, given that the environmental issues are we l l  
understood, documented, manageable and site-specific. The primary issue is that o f  management 
o f  clinical and infectious waste materials (primarily needles, sputum cups and slides) given the 
infectious, communicable and opportunistic nature o f  the disease involved under the scope o f  the 
program. Under the ongoing Tuberculosis Control Project, the CTD developed a manual for 
laboratory technicians, which incorporates basic elements o f  infection control, including waste 
treatment and disposal. I t  has been recognized that these guidelines need strengthening and the 
C T D  has undertaken an assessment o f  a representative sample o f  TB clinics to assess existing 
environmental practices. T h i s  assessment provides an  understanding o f  implementation gaps and 
additional measures, including training and evaluation, required to ensure that the quality o f  
services are enhanced under RNTCP II. An Infection Control and Infectious Waste Management 
Plan has been finalized after consultation with relevant stakeholders. Whereas such training i s  
part o f  general training o f  health care staff in the states, this Plan focuses o n  revision o f  existing 
training modules and o f  the Manual for Laboratory Technicians; @aining o f  appropriate health 

Details in annex 10 
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care workers; appropriate facilities and awareness activities to ensure sustained behavioral 
change and continued compliance with the Biomedical Rules o f  the GI. Additional elements to 
be reviewed would include procurement o f  recyclable and/or environmentally-fiiendly 
equipment and laboratory consumables and involvement o f  the private sector for out-sourcing 
activities such as transportation, treatment and disposal o f  infectious waste. 

6. Safeguard policies 

Environmental Classification B; Safeguard Classification: S2 

Safeguard Policies Triggered by the Program Yes No 
Environmental Assessment (OP/BP/GP 4.01) [YI [I 
Natural Habitats (OP/BP 4.04) [I N 
Pest Management (OP 4.09) [I N 
Cultural Property (OPN 1 1.03, being revised as OP 4.1 1) [I N 
Involuntary Resettlement (OP/BP 4.12) [I N 
Indigenous Peoples (OD 4.20, being revised as OP 4.10) [YI [I 
Forests (OP/BP 4.36) [I N 
Safety o f  Dams (OP/BP 4.37) [I N 
Projects in Disputed Areas COP/BP/GP 7.60). [I N 
Projects on International Waterways (OP/BP/GP 7.50) [I 

7. Policy Exceptions and Readiness 

There are no policy exceptions required for the program. Safeguard clearances have been 
obtained. The program i s  ready for implementation as evidenced by the following: (i) the 
RNTCP 11 Program Implementation Plan has been prepared and found to be of  sound quality; (ii) 
the procurement plans for ICB contracts have been developed and shared with IDA; (iii) the 
Infection Control and Waste Management Plan and the Tribal Development Plan have been 
finalized, cleared by IDA and disclosed to the public by the borrower; (iv) adequate allocations 
for the program have been included in the GoI's 2005/06 budget; and (v) indicators for results 
monitoring have been specified and are already being collected routinely. 

* By supporting the proposed project, the Bank does not intend to prejudice the final determination o f  the parties' 
claims on the disputed areas 
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Annex 1: Country and Sector or Program Background 
INDIA: Second National Tuberculosis Control Program 

2005 data 
Population 1.08 

mill. 
Global rank (by est. number of cases) I 

Background and Epidemiology of TB in India 

TRENDS 2000 2001 2002 2003 2004 2005 
DOTS coverage 30 45 52 67 84 91 

Notijication rate (all cases/IOO 000 111 105 101 101 105 117 

1.1. India i s  the country with the greatest burden o f  TB worldwide in terms o f  annual case 
numbers. I t  is  also the country where the most dramatic advances have been made in DOTS 
expansion during recent years. India's RNTCP was introduced on a pi lot  scale in 1993 and, after 
a period o f  testing, was formally launched by the government in 1997. By mid-1 998, the 
program had expanded to serve some 20 mi l l ion people. A phase o f  rapid expansion followed 
from late 1998, so that by 2004, 850 mi l l ion people lived in areas where DOTS was provided. 
The program reached 100% coverage in March 2006. 

Incidence (all new ss+/lOO 000 popltear) 
Prevalence (all casedl 00 000 pop) 
TB mortality (all casedl 00 000 

pop) 
75 Defection of all cases (%) 65 63 60 60 62 64 
277 Case detection rate (new ss+. %) 46 50 50 54 60 66 
35 DOTScasederection rate(newss+, %) 12 24 31 47 57 61 

I POP) 
Incidence (all cased100 000pop/year) I 168 I Notification rate (new ss+/100 000 I 34 I 37 I 38 I 41 I 43 I 46 

pop/year) 
TB cases H I V  (adults 15-49y. %) 

New cases multi-dmg resistant (%) 

5.2 DOTS case detection rate (new 42 53 60 69 72 66 

3.4 DOTStreatmentsuccess (newssi. %) 84 85 87 86 86 86- 
ss+)/coverage(%) 

1.2. 
year national tuberculin survey that was completed during 2003. Based on these revised 
estimates, 46% o f  al l  new smear-positive cases in the country were detected by the RNTCP in 
2003, compared with 31% in 2002. In 2002 case detection was 68% in the areas already covered 
by the DOTS program, nearly reaching the global target for case detection o f  70%. In 2004 
India reached the global targets of 70% o f  case detection and 85% o f  cure rates for areas which 
were covered with DOTS. However, in the first quarter o f  2006, after the inclusion o f  all districts 
(including those not yet covered by DOTS) the national average has dropped to 64%. This  
increase in cases detected represents nearly hal f  (44%) o f  the increase in cases detected by 
DOTS programs worldwide. India has made a larger contribution than any other country to the 
acceleration in global case-finding observed since 2000. 

Previous estimates o f  smear-positive incidence have been revised on the basis o f  a three- 

1.3. 
in 2002. This figure exceeds the global target o f  85%. It is even more remarkable if one 
considers that th is  success has been achieved during a period o f  rapid expansion o f  the DOTS 
strategy. 

The reported treatment success has also increased over the past three years, reaching 87% 
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Figure I: Progress towards global targets for TB control 
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1.4. In contrast to the upward trend in case notifications seen in the RNTCP, the notification 
rate o f  al l  TB cases from all sources in India, has been gradually falling since 1992. I t  i s  likely 
that this downward trend reflects improvements in diagnosis (eliminating false-positives) rather 
than a real decrease in incidence. National data for the years up to 2003 do not yet provide 
evidence that the RNTCP has reduced prevalence, although it i s  clear that there are significantly 
fewer deaths among cases notified, with an estimated 18 deaths averted per 100 patients treated 
under DOTS. Since there i s  a time lag between increased case finding and cure and 
epidemiological impact in terms o f  reductions in prevalence and incidence, a decrease o f  these 
indicators on a national scale is not expected for the coming few years. However, in areas where 
the program has been operating for several years (such as the “model DOTS project” being 
carried out by the Tuberculosis Research Centre in Chennai) studies are currently underway to 
determine the overall epidemiological impact o f  DOTS implementation. 

Figure 2: Trends in notification rates - -w-”- - a I & ~ ( l O T 3 0 6 6 n 2 0 0 3 )  
1CC 

1.5. 
significant impact on the TB epidemic in the six states where the prevalence o f  HIV i s  greater 
than 1%, namely, Andhra Pradesh, Karnataka, Maharashtra, Manipur, Nagaland and Tamil 
Nadu. The RNTCP and NACO have estimated that in India as a whole, HIV would have led to 
an additional 9 mill ion cases o f  TB and 7 mill ion deaths between 1990 and 2020 without the 
efforts o f  the RNTCP. The prevalence o f  HIV in TB patients has been measured in a number o f  
tertiary care hospital settings and co-infection levels o f  up to 25% have been reported in 2001. 
However, the results from such studies in special settings cannot be regarded as representative o f  
the HIV levels in TB patients nationally and co-infection rates o f  up to 60% are possible. In 
2005, HIV surveillance o f  TB patients started in four districts in the six high-prevalence states, 
using a more representative sampling methodology, the results o f  which are currently being 
analyzed. WHO estimates the HIV prevalence iq TB patients in India to be 5.2% (Global TB 
Report, WHO, 2006). 

An estimated 5.2 mill ion people are infected with HrV in India. HIV i s  likely to have a 
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State and District Imbalances 

1.6. The RNTCP publishes a quarterly performance report which provides information on 
district-wise RNTCP implementation status. This  report provides data on districts and states 
where performance is below average-either below 85% case holding or below 70% case 
detection or both-thereby allowing central level managers to identify states and districts where 
performance is sub-optimal and state and district level managers to take corrective actions. At 
district level, similar data i s  available for the sub-district level. By comparing these reports to 
existing poverty and tribal maps o f  India, RNTCP performance in poor states and districts and in 
tribal areas would be measured and appropriate action taken. 

India’s 10th Five Year Plan 

1.7. 
control. I t  acknowledges the inherent problems associated with ensuring compliance in long 
term treatment and suggests the involvement o f  all health service providers as well as the 
Panchayat Raj Institutions to ensure that all patients receive optimal treatment. I t  fiuther 
supports better communication to the general public about the availability o f  services and 
operational research to improve program performance. 

India’s 10th Five Year Plan recognizes the need for long term support to DOTS for TB 
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Annex 2: Major Related Projects Financed by IDA and/or other Agencies 
INDIA: Second National Tuberculosis Control Program 

38670 

worf 
Sector 

(DO) 
U S  Mu 

Bank Financed Projects (radngs as of 
Project 

23500 
25280 
23940 
261 10 
26300 
26630 
24700 
28330 

Rajasthan Health Systems Development 
Project 

S HS 
S S 
H S  S 
S S 
S S 
H S  S 
S S 
H S  S 

L'P Health Systems Development Project 
Disease Surveillance 

Bank- 
financed 
ongoing 

Food & Drugs Capacity Building Project 
Tamil Nadu Health Systems Project 

Closed 

IP/D 

Health 1 (MCH) 
Second TN Nutri t ion 
Population Training (VII) 
ICDS 1 (Orissa & Andhra) 
A I D S  Prevention 
National Leprosy Project 
Population VIII 
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Annex 3: Results Framework and Monitoring 

Program Development 

INDIA: Second National Tuberculosis Control Program 

Outcome Indicators I Use of Outcome Information 

rB 
Outputs 

Objective- 
911 districts have reached the global 
argets o f  70% case detection rare and 
$5% cure rate; zones that have been 
mplementing DOTS for 5 + years bcgm 
.o show reduction in incidence o f  smear+ 

Output Indicators Use of Results Monitoring 

So. of districts reaching global targeu; 

Zonal figures for ART1 

This i n f o d o n  will allow for policy review 
in case performance is below expectarions. 
Program quality and strategy to be reviewed 
if ARTI is  not reduced in zones where DOTS 
has been imlemented for >five years 

bb-Output 1.1: Qualityservice 
provision consolidated within all districts 
in the country 

Sub-Output 1.2: Raise awareness about 
TB and DOTS treatment among the 
public and health care providers. 

Sub-output 1.3: Ensure the quality o f  
RNTCP smear microscopy 

Sub-output 1.4: Ensure capacity at all 
levels for long term sustainability of TB 
control activities 

No. o f  States where global targets are 
met; 
Population of administrative areas 
with DOTS coveragdtotal country 
population 
Increase in TB suspects examined per 
100,000 population 
Increase in the level of awareness 
about TB diagnosis and DOTS 
treatment among practitioners 
increase in awareness of target 
groups being reached with 
information that DOTS i s  the correct 
treatment, and is available ffee in 
patient-wise boxes 
Increase in State and district level 
capacity to plan and execute IEC 
activities 
% of RNTCP designated microscopy 
centers (MC) with major errors in the 
random blinded rechecking process 

% of actual expenditure compared to 
planned budget in a financial year 
% o f  States with full time and trained 
State TB Officer during the year 

Output 2: RNTCP outreach to target special groups expanded 

Sub-output 2.1 : Quality DOTS services 
delivered to poor and difficult to reach 
groups 

Sub-output 2.2: DOTS treatment i s  
provided by an increasing number o f  
non-public health providers 

Suboutput 2.3: Adequate coordination 
ensured between HiVlAIDS and TB 
activities in the 14 States included in the 

Performance level achieved in pre- 
determined set o f  predominantly 
tribal and/or poor districts will 
achieve 70% case detection and 85% 
cure rate 
Number of NGOs participating in 
RNTCP 
Number o f  non-public health care 
providers involved in RNTCP 
Treatment outcomes for the different 
provider groups in the 14 cities with 
intensified PPM activities 

Number o f  persons suspected to have 
TB disease and referred ffom VCT 
services 

This will allow central and State managers to 
take corrective action in below average 
performing areas 

This  will show effectiveness of the IEC 
strategy and will serve to review the strategy 
if necessary 

Th is  will identify MCs which require 
additional technical assistance and training of 
the lab technicians. 

Technical and managerial support from 
center to State and from State to district can 
be targeted to under performing areas based 
on regular management information 

Th is  will identify locations which may 
require additional management input 

Data will be used to adjust policies on PPM 

Corrective action taken when performance i s  
below averagdexpectation 
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NACP-RVCP TB/HIv action plan 

I savices.aidpiacaionDOTS 
I Number of children under I S  yean of Suboutput 2.4: DOTS trratmcnt 

Number of pasow diagnosed with 
TB, having km n f d  h VCT 

Suboutput 2.5: DOTS Plus introduced 
in a phased m e r  across the country 

agececeivingDOTS; . 

agddl patients on DOTS 

Numberofqualityessurrd 

PatientsoaDOTSunderISytanof 

Intermediate Reference Laboratories 
(IRIS) available to underrake drug 
sensitivity testing @ST) under 
RNTCP 
Number of DOTS Plus sites initiated 
Number of  Category I1 failures 
receiving a drug sensitivity tedtotal 
number of Category I1 failum 
reported in rrspMive Statds) with an 
RNTCP DOTS Plus site 
Number multi-drug resistant TB 
(MDR) cases started on DOTS Plus 
Number of patients who have 
successfblly completed DOTS 
Pludnumber of  MDR patients put on 
DOTS Plus treatment 

Quarterly repom will identify aftas when 
the ratio is b d 0 W  Werage/ CXpectatiOnS; 
these areas will receive training to improve 
diagnosh of children and receive additional 
management inputs 
DOTS Plus reporting system will identify 
areas with lower than cxpcaed performance 
when corrective action can be taken or 
treamvnt revised 

21 



0 
VI w 

W 
N t 

t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 

o t  

g s 
5 Q Z  8 w 

t 3 

0 
VI m 

s s 
0 
X l Z  

0 z 3 

VI 

O D '  2 ;  
g t  
E t  

iw 

i a 
Y) 



I v )  

$2 

3 2  
0 %  

2 5  - 

t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 

E 

P 
2 

U 
E 

e 

.- 2 

v 
E - 

SI EQ 
3 $  

t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 

E 

P 

-0 
E 

M c 
e 

.- 

$ 
E - 

>; e 3  

Y m  
23 
2 5  

t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 

k! 
U 
C 

M 
E 
In m 
0 

e 

.- 
t! - 

e 
2 

? s 
3 If 

t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 
t 

E 
U 
C 

M 
E 
In m 

e 

- 
.- 

2 - 

a ( 1  

3 I 1  + 
' I '  

I 



Annex 4: Detailed Program Description 
ISDIA: Second National Tuberculosis Control Program 

4.1 
DOTS strategy as a way to reduce morbidity, mortality and eventually the prevalence and 
incidence of  TB, and to prevent the occurrence o f  a considerable problem o f  multi-drug resistant 
TB cases. 

Along with a number of other countries with a high TB burden, India has adopted the 

4.2 The DOTS strategy summarizes a series o f  elements: (i) the presence o f  political 
willingness to address the problem o f  TB adequately and to guarantee the means and resources 
necessary for i ts control; (ii) an appropriate way o f  diagnosis (sputum microscopy); (iii) 
availability o f  adequate stocks o f  good quality drugs; (iv) ‘directly observed’ adherence to 
effective combination treatment; and (v) proper ways o f  case registration, monitoring, and 
outcome evaluation. The merits o f  the DOTS strategy are evidence based, drawing on a number 
o f  trials performed under different circumstances and in different countries. Six months o f  
“short course’’ combination chemotherapy i s  highly effective and would cure more than 90% o f  
new TB patients provided adherence to treatment is good, and that drug resistant TB i s  not 
highly prevalent. 

4.3 India has scaled up availability o f  DOTS across the country with remarkable speed and at 
the same time introduced a strict system o f  appraisal before allowing a state/district to start treat- 
ment. I t  is  recognized that while the focus during the past was o n  establishing a safe system for 
DOTS delivery, the thrust o f  the program must now be on consolidation o f  the public sector 
DOTS program and expansion to ensure that DOTS is available to  a l l  TB patients while ensuring 
adequate institutional capacity to manage the program. 

Output One: RNTCP Services Consolidated 

4.4 K e y  tasks for consolidating the quality o f  the RNTCP include ensuring reliable sputum 
microscopy services, supervision and monitoring and continuous operations research as well as 
institutional strengthening and hwnan resource management and development. N o w  that 
designated microscopy centers are in place and laboratory technicians have been trained, the 
future challenge i s  to ensure good aualitv laboratorv services. Phased strengthening o f  the IRL 
at state level would support the implementation o f  an effective external laboratory quality 
assurance mechanism. The RNTCP has published a new set o f  national quality assurance 
guidelines, which are already being implemented. This new QA system i s  based partly on a 
system o f  “on the spot” checking o f  microscopy slides by the STLS and partly on blinded cross- 
checking o f  samples o f  randomly selected slides prepared in the designated microscopy centers. 
The planned IRL would prepare slides for proficiency reading at the district centers by the STLS, 
and the quality o f  the IRL would in turn be tested and supervised by the three national reference 
laboratories. Conflicting microscopy results would be f i r h e r  examined and poorly performing 
laboratories or  staff selected for targeted supervision and re-training. Regular reports from a l l  
states would be forwarded to the national reference laboratories and the CTD. Th is  new system 
is fully in l ine with recently published WHO guidelines for the establishment o f  laboratory QA 
systems. A key  feature o f  the laboratory QA strategy by the RNTCP is  that i t wil l cover both 
RNTCP and non-RNTCP facilities designated for TB diagnosis. 
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4.5 
(DRS). The IRL o f  most states would be located in the existing STDCs that would be 
refkbished and equipped for their new activities. Poorly performing and unsupervised TB 
treatment i s  known to generate drug resistant TB. An objective o f  the DOTS program is  to 
control and reduce the r isk o f  drug resistant TB cases; therefore the outcome o f  we l l  designed 
and representative surveys wil l  be a crucial program performance parameter, together with 
detection and cure rates. Quality assured culture and drug sensitivity testing at the state level 
will also be a pre-requisite for the h tu re  availability o f  treatment o f  MDR TB. Th is  new QA 
system and the expanded laboratory services and infrastructure will be evaluated for efficiency, 
adequacy, appropriateness and cost-effectiveness at mid-term. 

The IRLS at state level would also be upgraded to perform drug resistance surveys 

4.6 
and evaluation o f  program input, process, outputs, outcome, and also o f  impact. A strategy 
document for supervision and monitoring has n o w  been finalized and would be  used to register 
and monitor the key  program performance indicators in terms o f  diagnosed patients with TB and 
their treatment outcome. A series o f  u s e h l  management input, outputs and program 
implementation indicators would also be monitored regularly and analyzed quarterly. Feedback 
on outcome data will be provided from district, state and central level; supervisory visits, review 
meetings at different levels and periodic in-depth evaluations (both internal and external) will be 
undertaken. The system uses the standardized recording and reporting system o f  the DOTS 
strategy (laboratory and treatment register, case-finding, smear-conversion and treatment 
outcome reports). RNTCP 11 would continue to use th i s  reporting system based o n  quarterly and 
annual cohorts o f  TB patients. This system allows the direct evaluation o f  progress towards the 
program objectives o f  85% cure and 70% case detection o f  new smear positive pulmonary TB 
cases by age and gender. 

The RNTCP has a robust recording and reporting system for the suDervision. monitoring 

4.7 RNTCP 11 would continue to use electronic quarterly data collection and transmission at 
al l  managerial levels @TO, STO, and CTD). This allows the rapid evaluation o f  data and easy 
calculation o f  additional output indicators derived from raw data on laboratory results, case 
detection and treatment. While the standard D O T S  reporting system would continue to provide 
information o n  program outcomes, e.g. case-detection and cure rates, the RNTCP system allows 
individual monitoring o f  activities, thus al lowing managers at all levels to identi fy specific 
poorly performing program components in implementation sites. 

4.8 
would be repeated every 3-5 years. The first national ARTI was completed in 2003, followed by 
a number o f  state level ARTI surveys. Estimation o f  the prevalence and deaths due to 
tuberculosis in the country would be done through a separate study or indirect estimation from 
existing information, according to the WHO guidelines. 

To evaluate the impact o f  the RNTCP o n  the incidence o f  tuberculosis, ARTI surveys 

4.9 
order to generate an appropriate and continuous flow o f  information to make TB control in India 
more effective. I t  would seek to more widely communicate the research agenda, application 
processes, enroll more individuals and organizations, i.e. Medical Colleges and Social Science 

The RNTCP II would continue to support and expand the use o f  operational research in 

3 
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Research Institutions in undertaking research, and streamline the research development, approval 
and fimding processes. 

4.10 
o f  TB patients, points to the need for stepping up efforts to involve the private sector in the 
RNTCP LI. Additional operational research would be conducted in the RNTCP II to explore 
ways to reduce the economic burden (direct and indirect) o f  accessing TB care; to strengthen 
service delivery to marginalized groups such as the poor, the homeless and migrants; new areas 
for research would also be included such as pediatric DOTS, DOTS Plus, and testing new 
linkages between HIV/TB. 

The continuing use o f  private health facilities as the first point o f  contact for the majority 

4.1 1 
effectiveness of the expanded RNTCP. With diagnostic and treatment facilities established 
throughout India, the IEC strategy would simultaneously address three objectives: (i) raise 
awareness among the public about TB and the availability o f  free treatment in patient-wise 
boxes, and practitioners about correct TB diagnosis, treatment and referral to RNTCP services; 
(ii) advocate for political, administrative and community-level commitment to T B  control in 
India; and (iii) enhance patient-provider communication and counseling to help ensure patient 
compliance with the treatment regimen and establish the reputation o f  a patient-friendly service. 
Lessons learned from achievements, pilots, and studies during the ongoing TB Control Project 
would provide a basis for the IEC strategy. 

Information. Education and Communication (IEC) would be strengthened to enhance the 

4.12 
orientation, with a three-step IEC planning process (formative research, strategy development 
and monitoring) and special attention to communication as an interactive process; (ii) 
decentralization to ensure contextual relevance and wide reach o f  information; and (iii) attention 
to social issues such as special problems o f  vulnerable groups, stigma and gender. 

The IEC strategy would be guided b y  three principles: ( i )  Aprocess rather thanproducts 

4.13 Overall leadership would emanate from the center to promote a core IEC strategic 
framework, ensure synergy with national level media campaigns, and facilitate cross-fertilization 
o f  experiences. Greater emphasis, however, would be on decentralization o f  IEC planning. 
Detailed audience segmentation at state and district levels would identify localized 
communication needs (objectives), playerdaudiences (target groups), and communication tools 
(channels, activities and materials). District level innovations would be actively encouraged to 
reach all target groups through the most appropriate communication tools. 

4.14 
marginal populations in urban slums and other vulnerable sections o f  the community and would 
aim to ensure that the voices o f  beneficiaries are heard in program planning. Joint HN/TB IEC 
materials would be developed and co-ordination with the PPM component would ensure relevant 
IEC for non-public providers. 

Special IEC strategies would address hard-to-reach groups such as tribal populations, 

4.15 Awareness among the public and policy makers/opinion leaders would be raised through 
a combination o f  mass media and grass roots interactive approaches. The value o f  interpersonal 
channels have been recognized: satisfied cured patients become good advocates; verbal 
information by a trusted local source i s  persuasive; community meetings are effective in 
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addressing social issues, barriers to TB treatment and promoting social mobilization; face-to-face 
contact can strengthen cooperation with private providers and convince policy makers and 
administrators to support the program. Interpersonal channels are fivther usehl  in spreading the 
word in areas remote from the reach o f  mass media. Mass media plays a role in disseminating 
information widely, raising general awareness o f  TB and the efficacy and free availability o f  
DOTS, and promoting the profile and visibility o f  the program among influential groups. The 
mass media campaign would be managed from the center with software made available to the 
states for further dissemination and adaptation. District level media would include local T V  
cable channels, radio and non-electronic media such as popular folk media and street plays. 

4.16 
program to bridge the gap between providers and beneficiaries, and to establish supportive 
relationships so that patients complete treatment. The module on Improving Interpersonal 
Communication (IPC) Skills in RNTCP training would be reviewed and the quality o f  IPC 
training would be assessed. 

Provider-patient communication and counseling sk i l ls  are important at all levels o f  the 

4.17 
refine the program as i t  evolves and to help in gauging program success. Process indicators for 
monitoring state and district capacity to formulate and implement IEC plans will be developed 
during the f i rs t  year and used for monitoring the decentralization o f  IEC. A mid-tern impact 
assessment would review the impact o f  the media plan. 

All IEC sub-components would be analyzed qualitatively to assess the needs, correct and 

4.18 
Advisory Group for infision o f  ideas and experience. Members would be specialists with 
practical experience in the different aspects o f  IEC, field staff who have worked with the 
program, experts in various sub-components o f  the IEC strategy from national or state institutes. 
A mechanism for providing IEC technical assistance to CTD and State TB Cells would be 
developed. Communication research, planning and implementation would be outsourced to an 
IEC agency or consortium specializing in social communication strategies, media planning and 
implementation, advocacy, event management, social mobilization, interpersonal ski l ls  
assessment and training and state level capacity building. State level IEC capacity would be 
enhanced and the role o f  the IEC officer supported. A new level o f  IEC fhctionary, 
Communication Facilitators, one per 4-5 districts, would link state and district level initiatives. 

Capacity within the IEC Unit in CTD would be enhanced by the establishment o f  an IEC 

4.19 Efforts would be made to ensure appropriate institutional capacity at all levels to 
maintain program quality, given the current coverage and continuing expansion under the 
RNTCP II. CTD would be strengthened by having five units and officers in charge to lead each 
one: supervision and monitoring; human resource management and development; advocacy and 
health communication; finance; and procurement. This  would be done to better address already 
identified weaker areas. Also, CTD would receive technical assistance to further decentralize the 
program’s activities in a phased manner and continue to encourage states to take ownership o f  
the program activities, and assign additional WHO consultants to large and poor performing 
states. States’ and districts’ implementation capacity would be strengthened through hiring o f  
contractual staff  and, supported by CTD and WHO consultants, would provide quality training to 
all s ta f f  involved in the program, as well  as DOTS providers. Public and private medical 
colleges would be encouraged to revise their cunicula to include DOTS as the prescribed 
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treatment for TB, to provide training on DOTS to the faculty, to support existing task forces in 
defining their ro le and plan o f  action, and will be supported in the continued creation of  active 
task forces in each college. 

4.20 
expertise in pharmaceuticals, biomedical equipment, quality assurance and supply logistics. This 
tinit would monitor the procurement process, including the procurement conducted by ClD. The 
EPW will ensure better competition and transparency in procurement o f  health sector goods, 
drugs and services and delivery o f  quality products in time. MOHFW would also encourage the 
states to strengthen their procurement at state and district level and prepare an action plan for 
building general state capacities for improving procurement and supply chain management 
including providing technical support to the districts. A s  an interim arrangement until such time 
as the Bank and the Government agree otherwise”, procurement o f  a l l  I C B  and LIB contracts, 
contracts estimated to cost more than US$ 100,000 (for goods and works under NCB and 
ccnsiilting services for  firms) and individual consultants above US$50,000 wil l  be  canied-out 
by a qualified procurement agent. This agent wi l l  be competitively selected through Quality and 
Cost Based Selection (QCBS) satisfactory to the Bank or through sole sourcing in case o f  a UN 
Agency. The procurement agent wil l fol low the Wor ld  Bank Procedures and Guidelines o f  M a y  
2004. 

MOHFW has established an Empowered Procurement Wing with appropriate technical 

4.2 1 
expansion o f  services would stretch management and implementation capacity at a l l  levels 
beyond their limits. Whi le the clinical aspects o f  the program are continuously being addressed 
to ensure quality services, the management and social aspects o f  the program have been 
relegated. During the program’s consolidation phase, CTD will focus on these aspects as well. 
Joint periodic reviews would analyze the institutional requirements and define the additional 
number and qualifications o f  human resources required. The Go1 would carry out rehabilitation/ 
upgrading o f  existing CTD offices to accommodate existing and future new staff in appropriate 
and less congested offices. Existing office equipment would be upgraded and new equipment 
purchased. At the state level, financing would be  provided to STOs to contract human resources 
when necessary, upgrade their office space and equipment, and contract services performed by 
STDCs in those states that lack one. At the district level, because of the critical importance o f  
District TB Centers (DTCs) and Tuberculosis Uni ts (TUs) for program management success, 
strengthening o f  these administrative units would be  strongly supported through provision o f  
additional full t ime human resources, continuous technical assistance in program planning and 
budgeting, management, implementation, supervision and monitoring in the district, and 
provision o f  adequate financial resources to supervise and carry out quality control functions at 
local levels. 

Enhancing imdementation caDacitv. The TB program’s fast increase in coverage and 

4.22 
TB Control Project would continue and C T D  would: (i) develop a plan to, first, redeploy WHO 

DeveloDinn a long-term decentralization ~ l a n .  Important efforts begun under the ongoing 

10 The intention is to shift procurement implementation to relevant Indian institutions, including the PSAs, as soon 
as the Bank and GO1 agree that they have the requisite capacity. The determination o f  features and duration of  the 
transition towards full reliance on these institutions would need to be based onthe outcome of the Detailed 
Implementation Review (DIR), the procurement review by&e EPW consultants, the report on quality and quantity 
o f  pharmaceuticals and medical goods, and progress in implementation of  the GAAP. 
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technical support from the better performing states to poor performing states, and, second, 
initiate actions aiming at phasing out WHO technical assistance by 2015. Th is  plan would be 
discussed during the program’s mid-term review; (ii) strengthen stateddistricts planning, 
budgeting and implementation capacity in all areas o f  the program; and (iii) support the 
development of  alternative models in selected districts in difficult to reach areas. During the 
mid-term review, the plan and these aspects o f  the program would be reviewed in detail. 

4.23 Providing aualitv training. The ongoing TB Control Project correctly focused its efforts 
on training o f  medical and laboratory personnel and also provided training to managers at all 
levels. Under the RNTCP II, support would continue for periodic quality training and retraining 
o f  medical, laboratory and managerial staff, and additional efforts would be made to train staff 
working in the social science areas at a l l  levels. Funds would be provided to districts and states 
for computer training, and other specific training to benefit RNTCP that i s  not being provided 
within the existing human resource development plan. 

4.24 Promoting DOTS treatment in Medical Colleges. Under the ongoing TB Control Project, 
a significant number o f  public and private medical colleges have opened DOTS centers and 
created task forces to promote TB treatment under DOTS. More efforts are required in th is  area 
to ensure that medical colleges’ faculty and curriculum fblly support the program adopting 
DOTS as the treatment o f  choice for TB, and ensuring that all faculty are knowledgeable in th is  
area. Support would be provided to medical colleges to train faculty and staff, improve their 
microscopy facilities, and define the role of  their TB task forces. 

Output Two: RNTCP Outreach to Target Special Groups Expanded 

4.25 With the expansion o f  DOTS to the entire country, the program would now focus on 
ensuring that al l  TB patients, wherever and whoever they are, have access to these services. 

4.26 
have difficulties in accessing services provided by RNTCP. T h i s  would be undertaken at the 
state and district levels as a special task which would include M e r  analysis on information 
coming in routinely to determine pointers to the problems o f  access according to level o f  poverty 
and social setting, geography, age, sex, delays in diagnosis and/or treatment, defaults, transfers, 
failures and deaths. Findings from social and operational research and qualitative studies already 
available would also be considered. T h i s  information would be complemented with data 
available from other national programs for poverty reduction and disease control. International 
literature would also provide usefbl guidance in this respect. 

As a first step, RNTCP I1 would define and identifv DoDulation ILTOUPS that have or may 

4.27 
some o f  the working approaches that may be currently in place and used successfblly by some o f  
the RNTCP units, NGOs, corporate sector units, PPM projects and medical college initiatives. 
Again, international experience could provide usefbl lessons. Special reference must be made to 
a large body of  literature available on use o f  incentives and enablers in TB control. Diverse 
enablers such as vouchers, transport pass facilities, and financial subsidies as well as direct 
financial incentives have been found usefbl in diverse settings. Their applicability in the Indian 
settings would be determined through focused hervention research on target populations. 

Next, ways to improve access to hard to reach groups would be documented by studying 
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4.28 Gathering a knowledge and evidence base from working approaches and intervention 
research should help define both hard to reach groups and ways to reach them through varied 
approaches. This  would then be shared with program personnel, NGO representatives, 
academia, researchers and international experts with the specific purpose o f  developing schemes 
that could be promoted to the public and private sector organizations. 

4.29 
that those who need TB care receive proper DOTS would be through a Public-Private M i x  
(PPM)_approach, i.e. linking al l  relevant public and private providers to the RNTCP. An 
effective P P M  would help improve access to care and help detect more cases; reduce diagnostic 
delay and disease transmission; minimize inappropriate treatment and emergence o f  drug- 
resistant TB as well as reduce the financial burden on poor patients. 

In a country with a vast network o f  diverse health care providers, a logical way to ensure 

4.30 
Effective expansion would require significant inputs and investments. The RNTCP has 
formulated schemes and guidelines to attract NGOs and PPs to collaborate. These schemes are 
expected to off'er support as wel l  as financial incentives to collaborating NGOs and PPs. Some 
experience has been gained about the uptake and effectiveness o f  these schemes. The RNTCP 
would carry out f i r h e r  analysis and, on that basis, make appropriate revisions to the current 
schemes. I t  would be advisable to defer revision o f  PP schemes to enable incorporation o f  
lessons learned from the fourteen ci ty PPM pi lot  scale up project referred to  below. 

The RNTCP has adopted and successfully piloted the P P M  approach in its first phase. 

4.3 1 
public-private m i x  approach, seems to be  producing results. Special task forces at the national 
and state levels have been established to  steer involvement o f  medical colleges. O f  the 213 
medical colleges (public and private) 206 have already been reported to  be part o f  the initiative. 
These efforts would be sustained in RNTCP II. 

Special attention paid to medical colleges (public and private), a component o f  the 

4.32 
support and encouragement that the RNTCP has offered, would continue. I M A ' s  current 
statewide project in Kerala, where members are trained and motivated to collaborate with the 
RNTCP, augurs wel l  for their involvement in national efforts to control TB 

The initiatives undertaken by the Indian Medical Association (MA) and the reciprocal 

4.33 Mere production and distribution o f  schemes and guidelines are unlikely to attract diverse 
care providers into DOTS implementation. In recognition o f  this, the proactive PPM approach to 
reach out to diverse care providers and instituting collaboration with them, currently being tried 
out in 14 cities, i s  noteworthy. This i s  being facilitated by a dedicated RNTCP-PPM consultant 
for each ci ty supported by two f ield supervisors. By the end o f  next year, experience fi-om th is  
initiative would define strategies to engage different types o f  providers; identify tools to facilitate 
collaborations; design sensitization and training materials for both RNTCP staff and other 
providers and identify modifications required for the surveillance and monitoring system. 
The knowledge gained from the pi lot  scale up o f  P P M  would be effectively used for phased 
expansion and eventually PPM would become an integral part o f  the RNTCP. 
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4.34 
well as current practices o f  both the RNTCP staff and their counterparts. The input therefore 
would be directed to both sides and not reduced only  to some form o f  training by the RNTCP to 
other care providers. In view o f  the successes achieved by the RNTCP, there appears to be a 
general willingness on the part o f  other care providers to collaborate. The question o f  whether 
first to get on board corporate, private, voluntary and public institutions which cater to large 
number o f  TB cases or the individual providers where chest-symptomatic patients tend to report 
would be addressed through well designed operational research. 

Effective partnership with other health care providers would require change of mindset as 

4.35 
experience would have been gained in engaging diverse health care providers in rural areas 
through the extent o f  the uptake o f  various NGO and PP schemes, o f  their output and o f  any 
constraints in their implementation. T h i s  knowledge base should help in the development o f  a 
framework for  nationwide and systematic implementation o f  PPM through highlighting 
distinctions between urban and rural areas 

Towards the end o f  the 14 city PPM project focused on urban areas, sufficient collective 

4.36 
even after the termination o f  the 14 city project. These would be preserved as sentinel sites to 
monitor evolution o f  strategic PPM interventions, determine and extrapolate provider-wise 
contribution to case detection and treatment success and experiment innovative strategies if and 
when indicated. If the PPM monitoring system being used in the 14 cities currently proves to be 
too demanding and i s  going to add significantly to  training and supervision, countrywide 
implementation o f  this system would not be advisable. 

The implementation o f  the specially designed P P M  surveillance system would continue 

4.37 Development o f  a national PPM framework and strategies to involve diverse care 
providers would be followed by adequate hands-on support for its local implementation in 
diverse state-settings. For th is  purpose, the RNTCP-PPM consultants would be  withdrawn from 
cities where adequate local capacity should have been built. They would then be  assigned to 
states to guide the implementation o f  the suggested framework through and with the available 
RNTCP staff and consultants. The use o f  an interface in addressing the inertia to  collaborate and 
tackling the teething problems o f  working together has been documented to be effective. The 
RNTCP-PPM consultants would not only act as an interface init ial ly but would also help identify 
and institute local interface mechanisms to sustain collaboration. 

4.38 Recognizing the importance o f  TB/HIV co-infection, the C T D  in collaboration with the 
National H IV /A IDS Control Organization, developed ajoint  Action Plan for TB/HIV in 2001. 
In the ongoing TB Control Project, th is  jo int  action plan was initiated in the six high HIV 
prevalence states - Andhra Pradesh, Tamil Nadu, Karnataka, Maharashtra, Manipur and 
Nagaland and in this extension year has been extended to an additional eight states - Delhi, 
Gujarat, Himachal Pradesh, Kerala, Orissa, Punjab, Rajasthan and West Bengal, Joint activities 
have included sensitization o f  key policymakers to  address the importance o f  TBMV 
coordination, service delivery and cross-referral, training for clinical service providers involved 
in both TB and HIV, involvement o f  NGOs and private practitioners, IEC, joint monitoring and 
evaluation and a specific training and infection control guideline development and dissemination 
to prevent the spread o f  TB in facilities caring for HIV-infected p,ersons. 

? 
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4.39 The primary mechanism to improve TB case detection among potentially HIV infected 
persons was by screening, voluntary counseling, and testing clients for cough of greater than, or 
equal to three weeks duration. These patients with cough were formally r e f e d  to microscopy 
centers. In the ongoing TB Control Project, cross referrals were established in 242 Voluntary 
Counseling and Testing Centers (VCTC) and these referrals contributed to 2.8% of the TB 
caseload in the six high HIV prevalence states. In addition, advocacy and health communication 
materials containing the message that TB i s  curable through quality free treatment were widely 
distributed to VCTCs and A I D S  care centers. 

4.40 State level joint co-ordination committees were also established in these six high HIV 
prevalence states and in Maharashtra, district level co-ordination committees are now also in 
operation. In 2004, HIV surveillance among TB patients was conducted by NACO in 
collaboration with the RNTCP in one district o f  each o f  the four high HIV prevalent states o f  
Maharashtra, Tamil Nadu, Andhra Pradesh and Karnataka. The RNTCP II would build upon the 
same strategy for HIV/TB joint action but wil l  expand collaborative activities to a total o f  
eighteen states throughout the country and include components that incorporate the specific TB 
treatment needs o f  patients receiving anti-retrovirals as well as operational research to examine 
new ways of  administering DOTS through ARV centers. 

4.41 
designed according to weight groups o f  children and tenders prepared for the production o f  
boxes. The guidelines for pediatric TB have been developed by the RNTCP in collaboration 
with the Indian Academy o f  Pediatrics (available online fiom the RNTCP website at 
www.tbcindia.org). Diagnosis o f  TB in children i s  notoriously difficult. Only rarely do children 
with TB develop sputum smear positive pulmonary TB, although their lungs often are affected 
by tuberculosis. Thus microscopy o f  sputum i s  not an adequate tool for diagnosis of  TB in 
children. Extra-pulmonary forms o f  TB are also more fiequent in children than in adults. 
Suspected cases o f  pediatric TB should normally receive a chest x-ray. A purified protein 
derivative (PPD) skin test can also be helpful although a positive test result requires careful 
interpretation in areas where TB Immunization vaccination i s  common (such as India). Because 
o f  the relative difficulty o f  diagnosing pediatric TB, and the difficulty in management o f  loose 
anti-TB drugs in pediatric dosages, pediatric TB tends to be a 'neglected' area in the National TB 
Control Programs. Since the DOTS strategy i s  now well established in India, the program i s  
ready to address this issue. The very welcome introduction o f  treatment boxes for children with 
TB, introduced in March 2006, addresses a long felt need and i s  an important innovation - a first 
time ever in any national TB control program. 

Guidelines have now been developed for pediatric TB, treatment boxes have been 

4.42 
the sk in  test i s  required to be supplied to the districts by the RNTCP. Staff already trained under 
the RNTCP, would be given additional training on the diagnostic and treatment guidelines, 
utilization of  patient-wise boxes (cardboard boxes containing the full regimen o f  TB drugs for 
treatment of one patient-currently only used for adult DOTS) for pediatric patients, and revised 
recording and reporting formats. As the training material for the initial RNTCP training has been 
revised to include the details o f  the new pediatric guidelines and the revised records and reports, 
regular and newly appointed health staff wi l l  be taught all aspects o f  the new pediatric 
management guidelines. * 

For the purpose o f  diagnosing pulmonary and extra pulmonary TB in children, PPD for 
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4.43 
indicating a prevalence o f  MDR TB o f  3% o f  all new infectious TB cases. MDR TB is  resistant 
to normal DOTS treatment regimens. However, MDR TB is  transmissible and poor treatment 
practices wil l invariably add to the problem, which must be addressed both o n  human and 
financial grounds. Currently, treatment o f  MDR TB takes place in some medical colleges and 
private facilities without any approved protocols, no secured l ine o f  an unintempted drug 
supply, and without any quality assurance o f  the culture and drug resistance testing. The r isk i s  
imminent that these practices wil l result in development o f  TB which i s  also resistant to 2"d l ine 
TB drugs, the last chance o f  cure for an MDR TB case. I t  is  therefore important and very t imely 
for the DOTS program to now consider MDR as an urgent "standard o f  care issue" by the 
RNTCP. 

Multi drug resistant TB is thought to be a limited problem in India, with small studies 

4.44 
the acceptance o f  the RNTCP by the community o f  clinical doctors and TB specialists, for whom 
the lack o f  2nd l ine drugs for MDR cases has been a fiequent issue o f  concern and complaint. I t  
would also address the human rights issue o f  the current practice o f  denying additional treatment 
for those who have had one re-treatment opportunity but have failed to become cured. At 
present these patients can be offered no M e r  treatment. 

The provision o f  treatment for MDR cases through the RNTCP would M e r  increase 

4.45 DOTS Plus is the acronym for th i s  new program, which includes the following elements: 
(i) development o f  DOTS Plus centers at state level in states with facilities for quality assured 
drug sensitivity testing; (ii) a protocol and monitoring system for case holding with daily patient 
supervision; (iii) a routine o f  regular sputum microscopy and sputum culture for monitoring 
effectiveness o f  treatment; (iv) clinical services and medical know-how for handling o f  adverse 
reactions; (v) use o f  a standardized regimen for al l  cases; (vi) uninterrupted delivery o f  2"d.line 
TB dugs for DOTS Plus; and (vi) l imited duration o f  hospitalization and treatment completion 
under supervised ambulatory services. 

4.46 
TB is a strong DOTS system with high detection and cure rates combined with DOTS Plus 
facilities for the treatment failures in need o f  this special, dif f icult  and expensive treatment 
option. A meeting in April 2005 with national TB experts, the CTD and international experts 
discussed and agreed on the strategic steps to be taken, the development o f  guidelines for 
selection o f  patients, case treatment regimens, and principles and practical details o f  case 
holding. A special system would be developed for registering and monitoring the MDR TB 
patients and their treatment outcomes, including follow up for 1-2 years after treatment 
completion. 

There is international agreement that the best prevention o f  a growing problem o f  MDR 

4.47 DOTS Plus is particularly complicated by the fact that treatment i s  very long (24 
months). Treatment compliance i s  a challenge compounded by fiequent, severe adverse drug 
reactions. Drugs are extremely expensive (approximately US$1,600 versus US$9 for a normal 
c o m e  o f  DOTS). Solutions wil l have to be identified for uninterrupted drug procurement and 
supply, treatment sites must be identified and staff trained. The focus would be on failed re- 
treatment regimens (Category 2 failures) since approximately half o f  those are presumed to have 
MDR TB. For these patients DOTS Plus treatment wil l be the only possible cure, which will 
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also mean prevention of further transmission of MDR TB. DOTS Plus would only gradually be 
introduced and would cover no more than 4,000-5,OOO patients within the first five years at 24 
treatment sites. The planning and implementation of  the component will take place with a close 
contact to and involvement o f  international DOTS Plus experts. Eventually, the annual demand 
for DOTS Plus treatment is  estimated at 5,oOe10,000 persons not including any backlog of  
MDR cases. Thus, beyond the next five years, drug costs alone for DOTS Plus may amount to 
more than 30% o f  the total RNTCP drug budget. 

I 
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Annex 5: Program Costs 
INDIA: Second National Tuberculosis Control Program 

Table 1 : Total Estimated Program Expenditure Financing Plan 
(In US% Million) 

* Only s ix  months covered by Indian financial year 
**Includes only national financing requirements; state contribution i s  not available and therefore not included 
Note: differences due to rounding 

Table 2: Estimated Program Costs 

Local Foreign Total 
US$ million US$ million US$ million Program Cost 

Borrower 29.8 12.7 42.5 
Other Donors 90.6 38.9 129.5 

IDA 119.0 51.0 170.0 

Total Program Costs 239.4 102.6 342.0 

Physical and price contingencies are included 
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Table 3. RNTCP I1 Detailed Costs 
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Annex 6: Implementation Arrangements 
IAYDIA: Second Xational Tuberculosis Control Program 

Partnership Arrangements 

6.1 The RNTCP has been supported through parallel fhding by the DANIDA, DFID, GDF, 
GFATM, USAID and WHO. D A N D A  provided USS21 .O million to support RNTCP in the 
State o f  Qrissa ending late 2005. USAID i s  providing grant assistance o f  USS6.6 million over 5 
years (up to 2007) to cover the entire 2 1 million population of  Haryana. DFID has provided 
USS26.0 million to cover the entire state o f  h d h r a  Pradesh, with the support ending in 
September 2005. For the next five years their support wi l l  include provision o f  TB drugs 
through GDF and consultant support through WHO (USS44 million). The GDF i s  already 
providing anti-TB drugs for the state o f  Orissa, and for an additional 200 million population as a 
commodity grant valued at over USS2.0 million per year up to the end o f  2005. The GFATM i s  
presently committed to providing an estimated USS56.0 million to: (i) cover a population o f  56 
million in the 3 states of  Chhattisgarh, harkhand and Uttaranchal from the GFATM Round I (up 
to 2006); (ii) cover a population o f  110 million in Bihar and Uttar Pradesh from Round 2 (up to 
2009); and (iii) cover h d h r a  Pradesh and Orissa from Round 4 once DANIDA and DFID 
support ends (up to 2010). A Go1 proposal to obtain GFATM financing for the program under 
Round 6 may come up during the program period. WHO provides technical support to the 
RNTCP, via a country-wide network of  medical consultants based from central to district level. 
WHO works on 3-year planning circles but expects th i s  assistance to continue at the present level 
until at least 201 1. Donors may use different procurement arrangements for their ‘in kind’ 
support to the program (such as TB drugs and technical assistance); however al l  states would use 
the same results framework, program monitoring, financial management and procurement 
procedures regardless o f  source of  financing. Donors would monitor the program jointly with 
Go1 during annual joint reviews. 

Program Implementation. 

6.2 
management structure, at the central and state levels and an effective strategy to ensure that the 
district level has the technical and financial support and flexibility to implement the program 
successfully. The program’s rapid expansion during the past three years has not been 
accompanied by a proportional increase in staff at the central and state levels, outstripping the 
managerial capacity required for ensuring high quality o f  expansion and implementation. A 
phased implementation o f  adjustments in institutional arrangements to strengthen management 
and to further decentralize would be supported by the program to ensure a smooth transition 
from RNTCP I into the W C P  II. 

The RNTCP i s  a prcgrain of  national impact; as such i t  requires a strong coordination and 

6.3 
years by CTD, headed by the Deputy Director General for TB, as the National Program Director, 
under the leadership o f  the Director General, Health Services who reports to the Health Minister. 
Under RNTCP II, this arrangement would continue and the Joint Secretary from the 
administrative ann o f  MOHFW would oversee the financial and administrative areas. CTD i s  
responsible for TB policy formulation, providing.technica1 and operational guidance to the states, 

Central Level Management. The program has been successfully managed for many 
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program monitoring and evaluation, definition o f  operational research priorities, and overall 
quality control. I t  also has the responsibility for the transfer o f  funds to State Health and Family 
Welfare Societies, procurement o f  anti-TB drugs, mobilization o f  funds, and coordination with 
the National AIDS Program. At present, WHO provides significant technical support that is  
expected to continue during the next five years o f  program implementation. 

6.4 
Research Center (TRC) in Chennai, the Lala Ram Swarup Institute o f  T B  and All ied Diseases 
(LRS) in Delhi support CTD’s quality control functions, carry out basic and operational research, 
develop training materials, and provide training to the STOs and trainers from the SDTCs. 

National Institutions. The National TB Institute (NTI) in Bangalore, the Tuberculosis 

6.5 
National Programs are responsible for overseeing TB program implementation. Day to day 
implementation responsibility lies primarily with the STO, who i s  supported by a Deputy STO 
(in larger states), a medical officer, an accountant, an IEC Officer, and administrative staff. 
Their responsibilities include: ensuring district compliance with eligibility criteria for 
participating in the program; overseeing the fbnctioning o f  the DTCs; coordinating TB activities 
with other health institutions; identifylng and correcting bottlenecks in implementation; 
overseeing implementation o f  staff training plans; and ensuring quality control and appropriate 
recording for monitoring o f  project outcomes. State TB Cells are also responsible for monitoring 
o f  the program throughout the state, including metropolitan cities, and for ensuring the 
integration o f  the program throughout the health system. 

State Level Management. The Director o f  Medical Services and the Director o f  

6.6 
STDCs that have three units: (i) an IRL; (ii) a supervision and monitoring unit; and (iii) a 
training unit that supports the program through training, program monitoring, and operational 
research activities. Some states have already established STDCs; states that have not yet 
established them are expected to obtain these services from public/private institutions in the state 
that are found to provide quality services. 

States have the responsibility to provide adequate space and human resources for the 

6.7 
DOTS centers and created task forces to address TB issues. Under the RNTCP II, more medical 
colleges would be expected to actively support the program. 

Medical colleges play an important role in the TB program and many have established 

6.8 District and Local  Level  Management. The DTC i s  the key administrative unit 
responsible for implementation o f  the TB program (municipal corporations in large metropolitan 
areas). I t  i s  headed by a DTO, assisted by a medical officer, a statistical assistant, a lab 
technician, a treatment organizer and other paramedical staff. The districts have one microscopy 
center (DMC) per 100,000 population (one per 50,000 population in hilly, difficult, or tribal 
areas). The DTC is the nodal point for TB control activities in the district and also functions as a 
specialized referral center. The districts also have T U s  that include STSs and STLSs, who do not 
always work full-time on TB program implementation (there is one T U  per 500,000 population 
overall, and one per 250,000 population in hilly, difficult, or tribal areas). A TU medical officer 
has overall responsibility for implementation, monitoring and supervision o f  TB control 
activities in i ts  designated geographical area, for maintaining TB registers, and preparing 
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quarterly reports. DOTS Centers consisting o f  public, NGO, community volunteers, or private 
providers function at the community level. 

Implementation arrangements 

6.9 
IDA’S fiduciary requirements”. I t  has a comprehensive management information system, 
satisfactory reporting system, procedures for budget control, internal control and financial 
reporting, and a system that supports accounting processes and transactions. Notwithstanding 
the above, the RNTCP II aims to address identified weaknesses in management and non-clinical 
areas o f  the program, and develop strategies to advance the advocacy and health communication, 
expand HN/TB coordination, introduce treatment o f  pediatric TB, and initiate a program to 
address drug resistant TB cases. 

Under the RNTCP I, CTD proved to have satisfactory management capacity and to meet 

6.10 Due to the rapid expansion o f  the program, there i s  a need for institutional strengtltiening 
at central and state levels. The center would be strengthened through the hiring o f  additional 
staff, including non-clinical staff, provision o f  equipment and adequate physical facilities. CTD 
would have units in the areas o f  advocacy and health communication, human resource 
management and development, finance, supervision and monitoring, and procurement and 
logistics. Additional staff to supplement the existing teams would also be contracted. WHO wil l  
continue to provide technical support to CTD, and to the states and the districts. I t  has also 
provided additional consultants to support large and poorly performing states. 

6.1 1. States would receive support from CTD and WHO technical assistance to begin 
implementation o f  need-based planning, budgeting and implementation. State public and non- 
public institutions are providing quality training to all levels o f  RNTCP staff and DOT providers. 
Also, agreement would be sought from the state governments to ensure that: (i) STO and DTO 
positions are filled with medical staff with background and experience in community health, 
public health, community health administration, social and preventive medicine, health 
administration, or health management, and that these officers remain in their position for at least 
3 years; and (ii) medical and laboratory personnel working in the program remain in their posts 
for at least two years. CTD would ensure that District Health Societies, responsible for financial 
resource management, allow transfer o f  100% o f  funds between budget heads in a given fiscal 
year. 

6.12 
treatment o f  choice for TB, and resources to provide training to their faculty. 

Medical colleges in the states would also receive support to incorporate DOTS as the 

6.13 
Procurement in Annex 8. 

The specific arrangements for Financial Management are detailed in Annex 7 and for 

6.14 
health communication, hard to reach groups and other social issues, and promotion o f  the 
involvement o f  private providers. 

Strengthening of  non-clinical areas of the RNTCP. These areas include advocacy and 

1 1 See h e x  8 for a detailed description of the procureme’nt arrangements 
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6.15 
IEC Unit within CTD to be responsible for strategic planning, relationships with contracted 
agencies, and strengthening state capacity in this area. The Unit would oversee the 
implementation o f  the communication strategy. Opportunities would be explored to strengthen 
staff capacity through international institutional linkages facilitated through bilateral support. 

Advocacv and IEC strengthening would start with the establishment o f  an Advocacy and 

6.16 
to RNTCP work. Further training o f  IEC officers would aim to maximize their potential. 
Institutional IEC capacity in each state would be assessed and resources available within the 
govement  and private sector would be identified. The network o f  WHO consultants who 
provide technical support to the program includes a number o f  consultants who have a public 
health background, field experience o f  health communication in community settings, and an 
interest in strategic planning for IEC. Options on how to tap this talent as an advisory resource 
would be explored. 

The State TB Cell would be responsible for state level IEC, with an E C  officer dedicated 

6.17 Districts would play an active role in developing plans for IEC activities with sufficient 
flexibility to allow for local initiatives and variations. Each district would establish networks o f  
local communicators according to available talent and interest, maximizing horizontal linkages 
with other programs and organizations to tap varied experience in community level health 
promo tion. 

6.18 Different ways to improve access to “hard to reach” groups would be defined by studying 
some o f  the working approaches that are currently in place and used successfully by some o f  the 
RNTCP units, NGOs, corporate sector, PPM projects and medical college initiatives, as well as 
international experience. Incentives and enablers in TB control would be considered (Le. 
transport passes, and financial subsidies as well as direct financial incentives which have been 
found useful in diverse settings). Their applicability in the Indian settings would be determined 
through focused intervention research within target populations. The results would then be 
shared with program personnel, NGO representatives, academia, researchers and international 
experts with the specific purpose o f  developing schemes that could be promoted to the public 
and private sector organizations. 

6.19 
being tried in 14 cities to reach out to diverse care providers and instituting collaboration with 
them. T h i s  work is being facilitated by a dedicated RNTCP PPM consultant for each city 
supported by two field supervisors. Careful documentation o f  the processes and outcomes o f  th is 
pilot scale up would be undertaken. By the end o f  2006, information collected from this 
initiative would be used to define strategies to engage different types o f  providers--public and 
private, to identify tools to facilitate collaborations, to design sensitization and training materials 
for both RNTCP staff and other providers, and to identify modifications required for the 
surveillance and monitoring system. All th is  would contribute to undertake countrywide 
expansion during and beyond the RNTCP II. 

To promote the involvement o f  Drivate Droviders, there i s  a proactive approach currently 

6.20 To enhance coordination between HIV/AIDS and TB activities, the RNTCP and NACO 
have developed a joint plan of action to ensure synergy between the two programs at the 
different levels. Implementation o f  this plan at the national level would be the responsibility o f  
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the L W C P  HIVIAIDS coordinator and the NACO HIV/TB coordinator, under the supervision 
o f  the respective national program directors. Under the RNTCP II, an additional eleven HNnB 
coordinators would be contracted to implement the joint action plan in the additional eleven 
States where joint activities were initiated in early 2005. Mer the coordinators are trained on 
HIV/TB, they would assist in implementing joint activities at the state and district levels. 

6.2 1 Implementation o f  integrated health communication would be shared by NACO and the 
RNTCP. The printing o f  HIVITB reporting formats would be the responsibility o f  NACO in the 
six GFATM states and the RNTCP in the other states. The RNTCP envisions fiuther expansion 
o f  the HN/TB collaborative activities to a total o f  eighteen states using similar implementation 
arrangements. Joint quarterly coordination review meetings between both national programs 
would continue under RTNCP II. The same mechanism would be used at the state and district 
levels, with the establishment o f  state and district joint coordination committees. These 
committees would meet quarterly to review progress and facilitate effective implementation o f  
the joint national action plan. 

6.22 For the treatment o f  Pediatric TB, specific guidelines were developed under the RNTCP I 
following several consultations with national and international experts during 2003-2004. 
Following the model for adult cases, boxes with drug regimens containing pediatric dosages have 
been developed. The countrywide introduction o f  the new drug boxes, differentiated by color, i s  
anticipated for 2006. The RNTCP reporting forms have already been modified to allow a 
detailed analysis o f  case finding and treatment outcomes in pediatric cases. RNTCP training 
materials are now based on the new forms. All new staff would be trained with the material, 
while already trained staff would receive refresher training to get acquainted with the new 
pediatric drug boxes and the modified reporting system. 

6.23 Details o f  the proposed strategy to implement DOTS Plus were discussed during a 
national DOTS Plus Committee meeting in April 2005, after which national guidelines for the 
treatment o f  MDR cases are being prepared. TRC Chennai i s  working with the STDCs initially 
in Gujarat and Maharashtra to accredit them for quality assured DST. Th is  capacity in other 
states wi l l  gradually be developed so that by the end o f  the RNTCP II, a network o f  I R L s  capable 
o f  doing quality assured DST wi l l  be available throughout the country. RNTCP i s  also exploring 
the availability o f  drug sensitivity testing facilities at medical colleges and private laboratories. 

6.24 The Go1 recently launched the NRHM with the goal to improve the availability o f  and 
access to quality health care by people, especially for those residing in poor states and in m a l  
areas, the poor, women, and children. The program will integrate easily with the NRHM in two 
areas that wi l l  directly affect it: (i) transfer o f  funds through a single health society at the state 
and district levels; and (ii) incorporate “ASHAs” (female health volunteers) as DOT providers at 
the village level. 
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Institutional Organogram for 
Revised National Tuberculosis Control Program 
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RNTCP Institutional Organogram for the States 
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Annex 7: Financial Management and Disbursement Arrangements 
INDIA: Second National Tuberculosis Control Program 

7.1 The program has a satisfactory financial management system to adequately account for 
and report on the program expenditures incurred by the program. The support provided by DFID 
through WHO and the WHO assistance wil l be accounted for separately by these two agencies 
through annual reports. 

Country issues 

7.2 Generic country level issues and specific resolutions under the program: 

GoI's existing accounting system concentrates mainly on book keeping and transactional control 
over expenditures and there i s  little in the way o f  a concept o f  financial management information 
being used for decision making. Also Go1 considers all releases as expenditure. 

A separate program financial management system has been designed for the program under the 
ongoing Tuberculosis Control Project, which enables the generation of reliable financial reports 
for enabling timely managerial decision making. 

Quality and timeliness o f  audit reports: as the audit o f  the CTD will be conducted by the 
Comptroller and Auditor General (C&AG), India for the expenditure incurred by the CTD. 

It has been agreed with the MOHFW and C&AG's offices that the program financial statements 
generated by the program for the expenditure incurred at the CTD would be audited in 
accordance with the TOR agreed to with IDA and consented to by the C&AG's office. 

The audit of the state societies at the states and districts would be carried out by independent 
chartered accountants firms empanelled with the C&lG and one consolidated report for each 
state wil l be received. The CTD wi l l  consolidate al l  such reports andprovide one consolidated 
report on audits. 

The (merged) state and district societies are required to prepare financial statements which wi l l  
be audited by an independent chartered accountantfirm. CTD will also maintain books of 
account based on which a statement of sources and applications of funds wi l l  be prepared for the 
expenses incurred at the CTD. 

The following country issue, with respect to non-availability o f  the program financial statements, 
does not apply in this program: 

The issue of availability offirnds on a timely basis to the program implementing entity does not 
apply to this program as the finds to meet the expenditure at the states wi l l  be remitted directly 
to the State TB Control Societies/State Health Societies. 

I 
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Strengths 

7.3 The program has the following strengths in the area o f  financial management: 

0 The finance cell in the CTD is fully staffed with 4 consultants who are well versed 
with the Go1 financial regulations as well as IDA requirements. 

0 An updated draft Finance Manual has been prepared which details the budgeting and 
planning processes, accounting policies, procedures and internal control processes 
financial reporting and audit arrangements. 

Weaknesses 

7.4 In centrally sponsored programs the flow o f  h d s  tiom the center to the states and the 
District i s  not normally linked to meeting financial reporting targets (i.e. timely submission o f  
SOEs, FMRs and Audit Reports). I t  has been agreed and included in the Finance Manual that 
the flow o f  h d s  will be linked to adherence to financial reporting conditions. 

Implementing Entity 

7.5 
implementation o f  the program including i ts  financial management. The Joint Secretary, 
MOHFW (Administrative Head) and the Deputy Director General, (TB) (Technical Head) would 
have overall responsibility for the proposed program. One o f  the four Deputy TB Program 
Managers o f  the CTD i s  responsible for financial management aspects. 

The program wil l be coordinated by the MOHFW. The CTD i s  responsible for overall 

7.6 At the state and district levels, State and District TB Societies are already in existence 
and have been implementing the program for a number of years. The officer in-charge o f  the 
State TB Society i s  responsible for financial management o f  the program within the state, state 
level procurement, annual work plans, management and technical support to the districts and 
annual progress review in the state. 

7.7 The MOHFW has decided that all the individual program specific state and district 
societies should be merged into one implementing entity at the state and district level under the 
umbrella o f  the NRHM. The MOHFW has however agreed, that the financial management 
arrangements o f  the TB project (separate financial reporting, finance staff and audit 
arrangements) would continue. In addition, IDA would continue to be proactively engaged with 
the MOHFW in facilitating merger process from a financial management perspective. I t  may be 
noted that the State Societies o f  Uttaranchal and West Bengal were merged two years ago and 
implementation o f  RNTCP in these states through a single society has not faced problems due to 
the merger. 

Finance Staffing and Training 

7.8 
state level accountants are already in place. In nine large states a.provkion for additional sl&T to 

In addition to the Finance Unit o f  the CTD, headed by a Deputy Program Manager, the 
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support the existing accountant wil l be made under RNTCP II. A training plan, which is detailed 
in the PIP, aims at providing dissemination of the finance manual to the finance staf€. 

Budgeting and Fund Flow Arrangement 

7.9 
a separate budget head (minor head) at the national level; th is account would be operated by the 
CTD. The annual budget o f  the program would be allocated as per National PIP. The budget 
would be allocated to each state based o n  state annual work plans and the utilization o f  fimds 
released. As this i s  a centrally sponsored scheme, funds would be made available to the state 
societies o n  a full grant basis. 

The funding o f  the RNTCP II would be  through the budget o f  the MOHFW. RNTCP has 

7.10 
normally in two installments based on the annual work plan and expenditure incurred. The state 
society in turn would release necessary funds to district level societies based on their work-plans 
and requirements. Release o f  second installment funds from the central to the state level would 
be incumbent on the receipt o f  the audit and utilization certificates. No further release o f  funds 
would be made to the concerned units f i o m  centraystate level until audit and utilization 
certificates are received. 

Funds required to implement the program wil l be released by Go1 to the state societies 

Books o f  Accounts and Accounting Policies and Procedures 

7.1 1 
Agent, IEC consultants and training would be  recorded in the books o f  the CTD at MOHFW in 
accordance with procedures and policies prescribed in the General Financial Rules (GFR). The 
accounting policies and procedures and the formats for existing financial reports for the Go1 are 
captured in the various accounting forms (‘Books o f  Forms’), cash book, the reports and the 
GFR. These guidelines also lay down the internal control procedures and the formats o f  the 
reports and books o f  accounts. 

The program costs incurred at the CTD and costs incurred by the Central Procurement 

7.12 
the central level implementing units are recorded as expenditure in the books o f  the GoI. For the 
purpose o f  the program however, the Accounting Policies as documented below will be 
followed. 

As the Go1 follows a Cash Accounting System, al l  funds transferred to the states and to 

Level 
Central Ministry 

Activity 
Centralized 
Procurement 
including ICB, 
Training, 
Monitoring and 
Evaluation and 
IEC. 

Mainstream Go1 
Canied out by designated 
procurement agents and IEC 
consultants who receive advances 
from the CTD; training which i s  
carried out by NTI and LRS and 
other administrative costs of CTD. 
The books of account for this are 
maintained by the Chief Controller 
o f  Accounts (CCA). Advances to 
the procurement agencies are. 
recorded asexpenses (Non plan) 
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For Program 
The CTD (Finance Cell) will 
monitor advanced settlement 
to the various central 
procurement agents and 
training institutes. For the 
purpose of financial reporting 
to IDA only the actual 
expenditure as reported by the 
various agents and institutes 
will be recognized as 
expenditure and the balance 



State Society All program 
incremental 
activities 

and transferred to Plan expenditure 
once the procurement process is  
completed i.e. proof of  delivery i s  
provided by the agents. The 
advances to the training institutes 
and for IEC are recorded as 
expenditure when h d s  are 
released and Utilization 
Certificates are required to be 
prov ided by such agencies. 
Fund releases to state societies are 
also recorded as expenditure in 
GoI's books with a requirement 
that the Utilization Certificate (UC) 
be submitted within 9 months from 
the end o f  the financial year. 

wil l be recognized as advance. 

The actual expenditure 
incurred and reported by the 
state and district societies 
(based on accounting policies 
prescribed in the Financial 
Management Manual) will be 
the basis both for reporting and 
for the financial statements 

.'.13 A Financial Management System, based on a manual system (with support by way o f  
Excel spreadsheets) i s  already in use by the program. Expenses would be recorded on a cash 
basis and would broadly follow the program activities for ease in reporting to various 
stakeholders. Standard books o f  accounts on a double entry basis (cash and bank books, 
journals, fixed assets register, ledgers, work registers, contractor registers etc.) will be 
maintained under the program by the state and district societies. A Finance Manual laying down 
the financial policies and procedures, periodic and annual reporting formats including financial 
statements, flow o f  information and methodology o f  compilation, budgeting and flow o f  funds, 
format o f  books o f  accounts, chart o f  accounts, information systems, disbursement arrangements, 
internal control mechanisms, and external audit for the program has been prepared for guiding 
the program personnel. 

Information Systems 

7.14 Only manual books o f  account are proposed for the program in view o f  the low level o f  
capacity at the districts and varying s k i l l  sets f iom state to state. Most o f  the states 'and districts 
send their financial reports electronically to the CTD. 

External Audit 

7.15 

e 

e 

The requirements for external audit are: 

One audit report in respect o f  CTD (including program financial statement- sources and 
uses o f  funds) audited by C&AG, who shall be acceptable to IDA as an independent 
auditor, under terms o f  reference agreed with IDA; and 

One consolidated audit report (including program financial statements) for each state. 
This  consolidation at the state level will be based on the hdividual audit reports received 
fiom the district societies. The audit will be carried in out in line with the terms o f  
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reference (both for the stand alone audit o f  the district and state society and the 
consolidation) approved by IDA. Based on the state audited Gnancial statements, the 
CTD will consolidate and provide a consolidated report on audits. 

Implementing Agency Audit 

CTD, MOHFW (1 audit report) 

Consolidated report on audits o f  

Program Audit for central 
level activities 
Program Audit for state 

7.16 One auditor wil l be appointed for each state. Th is  auditor wil l have the responsibility for 
audit o f  the state society and all the district societies in the state and also the consolidation o f  all 
the individual audit reports. Th is  will serve the purpose o f  achieving uniformity and consistency 
in financial statements and audit opinions across the state. In larger states, joint auditors will be 
appointed. 

Auditors 

Comptroller & Auditor General o f  
India 
Private Chartered Accountants 

all state societies (1 audit report) 
DEA / Go1 

lev; activities 
Special Account Comptroller and Auditor General 

Internal  Audit 

7.18 As the program i s  widely spread (being implemented in all districts o f  the country) i t  will 
not be possible to have a meaningful and comprehensive internal audit. The CTD carries out an 
intensive review o f  two districts per quarter in which financial management i s  also reviewed. 
Similar reviews are also required to be carried out by the states. I t  was agreed that in addition to 
the existing review, a management audit would be carried out by the financial management unit 
o f  the CTD and the state finance officer would be included as an integral member o f  the review 
carried out by the states. A financial management checklist has also been developed against 
which six monthly reviews would be conducted by the state society accountant and also by 
supervision teams from the CTD and IDA. T h i s  checklist has been made an integral part o f  the 
Financial Manual. 
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Disbursement and Payment Arrangements 

7.19 
bilatdmultilateral agencies and the total expenditures incurred by the program rather than 
specific percentage for each activity. The activities in some states and the central procurement of  
drugs related to those states (currently Haryana, Jharkhand, Chhattisgarh, Uttaranchal, Andhra 
Pdesh, Orissa and some districts in Uttar M e s h  and Bihar) are financed by GFATW USAID. 
The CTD has a separate budget head for the GFATWSAID funds and funds are released into a 
separate bank account and separate books of  account are maintained to avoid duplication. For 
central procurement also separate contracts are made for the procurement. These states would 
however be eligible for financing from IDA credit as and when the GFATM/USAID/DANIDA 
grants close. I t  may be mentioned that while there are more than one development partner and 
pooling o f  funds i s  not envisaged, the financial management arrangements have been made 
uniform for all the states regardless o f  financing source. 

I t  i s  proposed that IDA will finance up to 80% o f  the gap between funding by al l  

7.20 
expenditure report by activity -interim financial statements- , and any excess or deficit in 
between the expenditure report and consolidated audited financial statements would be adjusted 
in the subsequent disbursement. 

I t  i s  proposed to disburse the IDA credit on a six monthly basis against a consolidated 

Disbursement Schedule 

I Expenditure Period I Expenditure I Disbursement I Audit I Adjustment I 

* Th is  year the excess, if any, will have to be refunded by the GoI. 

Other Disbursement Features: 

0 Disbursement would be subject to receipt o f  the consolidated report o f  audits due by 
September each year. If this report i s  not received by January o f  the following year, no 
further disbursement would be made until the report i s  received. The Go1 would however 
s t i l l  be required to submit the Financial Monitoring Reports (FMRs) on the due dates, i.e. 
November and May each year. 



0 I f  the audit reports indicate higher levels o f  eligible expenditure as compared to the 
FMRs for the Same period, the excess wi l l  be  added to the next report based 
disbursement; and 

0 When the audit reports indicate lower levels o f  eligible expenditure against the relevant 
FMRs, an adjustment will be made to the next disbursement by way o f  a reduction. 

Financial Reporting and Monitoring of  Program Expenditures 

7.2 1 The FMR formats (expenditure reports) are being mainstreamed with the program 
internal reporting. The reporting from the districts to the states wi l l  be on a monthly/ quarterly 
basis and from the states to  the C T D  on a quarterly basis. IDA will receive ha l f  yearly progress 
reports !?om the CTD which wil l also be a basis for  disbursement. The outputlactivity reports 
wil l be monitored separately by way o f  monitoring and logistics reports. The FMRs will include 
a comparison o f  budgeted and actual expenditures and analysis o f  major variances. These 
financial reports will also form the basidformat o f  the annual financial statements to be prepared 
by the state/district societies and the CTD. The financial reporting wil l be done o n  a semi annual 
basis by way o f  FMRs (for the period ending September and March e very year) and will be 
submitted by M a y  3 1 and November 30 o f  each year to  IDA. 

Advance for Go2 an advance wil l be provided to  the project representing six months o f  
expenditure. The initial advance is expected to be  approximately US$15 million. 

Retroactive financing: n o  retroactive financing i s  envisaged under this project. 

Public Disclosure 

7.22 
is  already available. The following financial information wil l be included in the annual report: 
information o n  release o f  f h d s  under the program, actual expenditure, audit reports and 
utilization certificates. In addition the states will also prepare an annual report in an acceptable 
format. The annual reports prepared by the states will be introduced in a phased manner. 

The CTD prepares an annual report which i s  put up on their website; the report for 2006 

Supervision Plan 

7.23 The program would require in depth supervision in the initial year, especially for 
ensuring successhl implementation o f  the state level financial management and fund f low 
arrangements. Mid term review would be conducted after two and a ha l f  years o f  the program to 
comprehensively review the financial management performance o f  the program. 
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Annex 8: Procurement Arrangements 
INDIA: Second National Tuberculosis Control Program 

General 

8.1 The Central TB Division, Ministry o f  Health and Family Welfare (CTD) in consultation 
with IDA has prepared a “Procurement Manual” for Revised National TB Control Program 
(RNTCP 11) for guidance o f  the procuring agencies at al l  levels under the project. T h i s  manual 
gives details o f  various methods o f  procurement agreed for the program along with steps and 
thresholds to be followed under each method. T h i s  manual will be issued to the states for 
carrying out procurement under the project and will apply to all procurement done by the CTD, 
states or districts. Procurement thresholds for International Competitive Bidding (ICB), National 
Competitive Bidding (NCB), Direct Contracting @C), Shopping for works and goods and Hiring 
o f  Consultants Services agreed with CTD are mentioned below. Goods and Works following 
ICB procedures, contracts valued more than US$ 100,000 for NCBLIB  and consulting services 
(i) above US$ 100,000 for firms; and (ii) above US$50,000 for individual consultants wil l  
follow the World Banks’ procurement/consultant guidelines respectively. All other methods 
would follow procurement procedures stipulated in the CTD Procurement Manual 

13 ~ ~ 1 4  - ICB NCB’~ Shopping 

equivalent* US$2.00 million equivalent equivalent or less 
Works > US$2.0 million US$50,000 to < US$50,000 US$lO,OOO 

equivalent* 

*Most works will be procured following shopping and direct contracting. Procurement o f  
works under NCB and ICB i s  not expected. However, should the need for larger value works 
contracts arise, the above thresholds will apply for NCB/ICB. 

Goods/ > US$l.OO million > US$50,000 up to < US$50,000 < US$lO,OOO 
Equipment equivalent U S $ l  .OO million equivalent equivalent 

equivalent 

12 For NCB up to US$lOO,OOOCTD Procurement Manual wil l  be followed. 
13 For this method of procurement, CTD Procurement Manual will be followed. 
14 For this method of procurement, CTD Procurement Manual will be followed. 

’ 
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Consultancy 
senices 

Quality and Cost Based Selection (for selection o f  Firms) 

estimated to cost > US$500,000 equivalent : international shortlist. 
estimated to cost USS 500,000 equivalent or less : short l i s t  may 
comprise national consultants only. 

Single SourcdLeast Cost Selection: 
- With f i rms when cost i s  estimated at 

- Individual Consultants, irrespective o f  value. 
US$50,000 equivalent per contract; and 

8.2 Invitation for Bids (IFB) for Works, Goods and Equipment for all ICB contracts and 
advertisement for calling o f  Letters o f  Expression o f  Interest (EOI) for short listing o f  
consultants for services costing more than US$200,000 equivalent w i l l  be published widely 
including in UNDB and dgMarket. 

Procurement o f  Civil Works 

8.3 N o  major construction work i s  envisaged in the project. Most o f  the civ i l  work involves 
repairs, modifications, additions and alterations to the existing buildings such as the laboratories 
in rural and urban peripheral health institutions, drug storage areas at sub-district, district and 
state level, microscopy centers, district TB Center and upgradation o f  laboratories and training 
facilities in the State TB Training and Demonstration Centers (STDCs). Since all the c iv i l  
works are o f  small value, these w i l l  be procured under shopping procedures or in special 
circumstances by Direct Contracting by the state societies and/ or by the district societies. 

8.4 Works estimated to cost less than US$15,000 equivalent may also be procured by 
Panchayat Raj Institutions (PRIs). Wherever works are executed by PRIs, the states would 
ensure that these institutions are able to obtain contributions from the community and that 
adequate arrangements for supply o f  standardized designs, preparation o f  estimates, supervision 
o f  construction, maintenance o f  quality control, and rendering appropriate accounts are either in 
existence or the states would provide necessary technicaVmanageria1 assistance through NGOs 
or individual experts. 

8.5 
expected to fall in the category o f  NCBDCB. Total approximate cost o f  procurement o f  c iv i l  
works indicated by CTD i s  US$2 million. 

Since the value o f  each civil works contract is  generally small, there are no civ i l  works 

Procurement o f  Goods 

8.6 
culture and sensitivity equipment for the STDCs, office equipment such as computers, fax 
machines, photocopiers, scanners, LCD projectors etc., vehicles (€our and two wheelers), anti- 

The program includes procurement o f  binocular microscopes for microscopy centers, 
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TB drugs in combi-packs as well as lose drugs and laboratory materials, printing of treatment 
cards, patient identity card, TB register, mining modules and other formdformats. 

8.7 Procurement of gooddequipment may be undertaken at the statddistrict level following 
Shopping procedures and in exceptional cases by Direct Contracting. Total estimated value o f  
procurement of gooddequipmentlvehicles etc. is  expected to be USS63 million approximately. 

8.8 
(NS), and Direct Contracting @C). In exceptional cases, where (i) there are only a limited 
number of suppliers of the particular goods or services or (ii) demand i s  urgent in nature or (iii) 
exceptional reasons exist justifying departure fiom advertised open tender, Limited Tender 
System, which i s  nothing but NCB without advertisement and by inviting bids fiom qualified 
suppliers as per the MOHFW list and other known suppliers, can also be adopted, up to the 
procurement threshold applicable to NCB. Rate contracts of the Directorate General o f  Supplies 
and Disposals (DGS&D) shall also be an appropriate method of procurement under Shopping i.e. 
under US$ 50,000. State governments’ rate contracts may be taken as one of the quotations 
under shopping. For NCB for Works /Goods Equipment Drugs, CTD i s  planning to adopt 
Government o f  India (GoI’s) Task Force bidding documents as modified fiom time to time. 
These documents have been approved by the Bank and have been used for several years for all 
Bank financed procurement. 

Gooddequipment under the project wil l be procured following ICB, NCB, LIB, Shopping 

8.9 
quantity of pharmaceuticals and medical goods supplied under Bank financed health sector 
projects. The findings of this review will be used to improve quality o f  pharmaceuticals and 
medical goods to be procured by MOHFW under Bank supported projects. 

MOHFW has agreed to appoint a qualified agent to conduct a review o f  the quality and 

Good Manufacturing Practice (GMP) certificate as per WHO certification scheme for 
procurement of pharmaceuticals and vaccines: 

8.10 
described in the GAAP in Annex 11. 

Good Manufacturing Practices (GMP) certificates will be issued as per the procedures 

8.1 1 
NCB and shopping only after the recommendations of the Bank DIR are incorporated into the 
GAAP and the concerns regarding revised Schedule M have been addressed in a way that i s  
satisfactory to the Bank. 

The World Bank will support procurement of pharmaceuticals or medical supplies under 

Selection of  Consultants 

8.12 Consultant services include training of staff, specialized training for financial 
management, IEC, HIV-TB coordination, inter-personal communication, private sector 
participation, management information system (MIS), review meetings for monitoring and 
training, hiring o f  procurement agency and any other agency including for drug quality 
monitoring, for IEC (media plan for TV, Radio and Press, advocacy, awareness, sensitization of 
health providers, wall paintings, banners, hoardings and kiosks etc.), hiring of contractual stafT 
for medical colleges and staff at central, state, district, sub-district and peripheral levels, hiring of 
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services o f  NGOs and private sector, and o f  consultants to conduct research and studies relevant 
to improve implementation o f  the program. Total estimated cost of consultancy services is 
USS139 mil l ion approximately. 

8.13 
Based Selection (QCBS), Single Source, least cost and selection o f  Individuals. All consultant 
services costing more than US $100,0o0 equivalent each for f i rms would be procured following 
Quality and Cost Based Selection (QCBS) and individual consultants costing more than US$ 
50,000 equivalent each would be procured in accordance with the Wor ld  Bank’s “Guidelines: 
Selection and Employment o f  Consultants by Wor ld  Bank Borrowers’’ dated M a y  2004 and 
World Bank’s standard request for proposals (RFP). Consultant contracts costing less than US$ 
100,000, Single Source selection o f  h s  below USS50,OOO and selection o f  Individuals below 
US$50,000 equivalent shall be awarded as per the procedures prescribed in the C T D  
Procurement Manual. 

For hiring o f  consultant services, the method o f  selection would be - Quality and Cost 

Assessment o f  the Agency’s Capacity to Implement Procurement 

8.14 The Constitution o f  India (Seventh Schedule) lists specific subjects in which the Union 
Government or  the State Government alone can make laws and concurrent subjects in which 
both the Union and State Government can make laws. Procurement under contracts falls in the 
concurrent list. 

8.15 Procurement o f  GoodsAVorks and Services by C T D  and the State Government i s  
regulated by the General Financial Rules o f  the Government (GFR), Indian Contract Act 1872 as 
amended to-date, Sales o f  Goods Act  and, in special cases, by the Essential Commodities Act. 

8.16 A task force to improve public procurement rules has been set up with the CPAR as one 
o f  the inputs. Revised General Financial Rules (GFR) have already been issued. Specific issues 
relative to the health sector and directly relevant for the project are intended to be addressed 
through the Governance and Accountability Act ion Plan (GAAP), CTD procurement manual and 
the C T D  action plan. 

8.17 All states and union temtories will be participating in the RNTCP 11. A review o f  
existing procurement policies and procedures was carried out through a consulting firm in 
respect o f  C T D  at the central level and o n  a sample basis for the three states o f  Assam, 
Maharashtra, and Uttar Pradesh, selected with the agreement o f  CTD, to identify areas for 
strengthening o f  the State Procurement Systems, to allow their use for procurement under the 
program. 

8.18 
o f  the R C H  Project II and the assessment o f  the above mentioned three states, procurement risk 
is considered to be substantial. 

Based o n  the findings o f  the CPAR, the SPARS, the assessment carried out in preparation 

8.19 
assessment of the CTD and the three states, and these have been reflected in the GAAP. The 
GAAP focuses o n  the following f ive k e y  areas: improving Good Manufacturing Practice (GMP) 

The areas for strengthening have been identified in the report o f  the procurement capacity 

60 



certification process, increasing competition and mitigating collusion, strengthening procurement 
implementation and contract monitoring, handling procurement complaints, and disclosing 
information and promoting oversight by the c i v i l  society. The GAAP shall be further 
strengthened as necessary, based on the risks identified and the recommendations o f  the RCH-I 
review, the Detailed Implementation Review [DIR], the procurement review by international 
consultants supporting EPW, and the report o n  the assessment o f  quality and quantity o f  
pharmaceuticals and medical goods under the Bank supported projects. 

8.20 MOHFW has established an Empowered Procurement Wing (EPW) with appropriate 
technical expertise in pharmaceuticals, biomedical equipment, quality assurance and supply 
logistics, to professionalize the procurement o f  health sector goods and services. The 
procurement activities o f  both Health and Family Welfare Departments including the CTD wil l  
be overseen by th is  wing. The EPW will ensure better competition and transparency in 
procurement o f  health sector goods, drugs and services in India, for delivering quality products 
in time. I t  would also support the development and implementation o f  new policies and actions 
which w i l l  enhance procurement practices and supply chain management. After strengthening 
the capacities at the central level, the MOHFW would support the states in strengthening their 
procurement and supply chain management. A consultancy assignment is being commissioned 
by M O H F W  with support from DFID to review the supply chain logistics for the health sector 
and recommend improvement. The Bank wi l l  undertake the Detailed Implementation Review 
(DIR) o f  procurement as per the agreed terms o f  reference to identify bottlenecks and help CTD 
to resolve them. 

8.21 As an interim arrangement until such t ime as the Bank and the Government agree 
otherwise, al l  I C B  procurement, contracts estimated to cost more than US$ 100,000 for (i) goods 
and works under NCB; and (ii) consultancy services for firms, and individual consultants costing 
more than US$ 50,000 will be carried out by a qualified procurement agent or alternatively an 
appropriate UN Agency sole sourced to perform this function. The procurement agent will be 
selected through Quality and Cost Based Selection (QCBS) following the Wor ld  Bank 
Consultant Guidelines. The procurement agent (commercial or UN Agency including GDF) wil l 
follow the Wor ld  Bank Procedures and Guidelines o f  M a y  2004. However, UN Agencies and 
GDF acting as suppliers wil l follow their own procedures. The intention is to sh i f t  procurement 
implementation to  relevant Indian institutions, including the PSAs, as soon as the Bank and GO1 
agree that they have the requisite capacity. The determination o f  features and duration o f  the 
transition towards full reliance on these institutions would need to be based on the outcome o f  
the Detailed Implementation Review (DIR), the procurement review by the EPW consultants, the 
report on quality and quantity o f  pharmaceuticals and medical goods, and progress in 
implementation o f  the GAAP. Procurement o f  goods, works and services below the 
aforementioned thresholds will be conducted by CTD - at the central level under the oversight o f  
the qualified consultant hired by MOHFW to support capacity development - and the states, 
following the CTD Procurement Manual. 

8.22 Pending the appointment o f  the procurement agent, agreed urgent procurement during the 
interim period could be carried out byhhrough an entity under TORs and arrangements 
satisfactory to the Association. Procurement Support Agencies will not be used except as the 
Bank and Go1 may  agree. 
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8.23 Only drugs and medical supplies purchased &om UN Agencies and GDF, or following ICB 
or LIB procedures with prior approval o f  the Bank will be financed tiom the IDA credit until the 
recommendations of the Bank DIR are incorporated into’the GAAP and the concerns regarding 
revised Schedule M have been addressed in a way that i s  satisfactory to the Bank. 

Procurement Plan and Manual 

8.24 As stated earlier, procurement under shoppingldirect contracting will be carried out at 
stateidistrict level, while ICB and NCB will be carried out as stated in Para 8.2 1 above. In the 
event that IDA and Go1 agree that a state has the requisite capacity to carry out ICB and NCB 
procurement, i t  wil l be allowed to undertake such procurement. The state level financing under 
the project i s  linked to their annual work plans which makes it difficult to precisely detennine the 
quantity and the value o f  goods, works, and services to be procured by states and districts at th is  
stage. MOHFW will be asked to provide aggregate values under shopping and DC under 
different categories of items, which wil l be reflected in the procurement plan with a note that 
these shall be procured by the states and value o f  each contract will be below the threshold for 
shopping/direct contracting. 

8.25 
copy o f  th is manual i s  available with the task team and CTD. CTD has also prepared annual 
plans for the full project period for contracts to be awarded under NCB and ICB, and 
procurement schedules for 2006-07 and 2007-08 for ICB/NCB which are attached to the PIP 
(dated 3 1/05/2005). These schedules specify the time required to cany  out each activity from 
invitation o f  bid till delivery of goods and were approved by IDA on 31/05/2005. Year-wise 
procurement plans for the entire period have been prepared by CTD and incorporated in the PIP. 
The procurement plans are available in the RNTCP website and in IDA’S database. 

CTD has finalized its Procurement Manual dated July 15 after consultation with IDA. A 

8.26 
total value o f  the bid, rather than the value o f  each individual contract,’ schedule/ lot/ slice. 
Threshold values for prior review by IDA are:- 

Method o f  procurement as well as thresholds for procurement review will be based on the 

Works/Goods: Al l  contracts more than US $1 .O million equivalent; 

Consultancy Services: >US$200,000 equivalent for firms; and 
>US$50,000 equivalent for individuals 

These thresholds are also indicated in the procurement plan. The procurement plan will be 
updated annually including prior review thresholds, i f necessary, in agreement with the project 
team or as required to reflect the actual project implementation needs and institutional capacity. 

Post Award Review 

8.27 
or directly by the CTD/states wil l be subject to periodic post review which will cover (i) centre 

All contracts below prior review threshold procured either through the procurement agent 
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and at least two states every year, and (ii) a minimum of 10% of contracts awarded under the 
program. These reviews are meant to ensure that the laid down agreed procurement procedures 
as per procurement manual are being followed. 

8.28 
firms hired by the Bank in accordance with Paragraph 5 of Appendix 1 to the Bank’s 
Procurement Guidelines. 

The ex-post review by the Bank will be conducted either by Bank staff or by independent 

8.29 In addition to the above reviews, all the procurement done by the central and state 
governments are subject to post audit by the Comptroller and Auditor General (CAG)/ State 
Audit Departments. Ex-post review would also be carried out by the CAG empanelled chartered 
accounts who will be carrying out the financial audit and their terms of reference would include 
procurement audit also for a minimum of 10% of contracts. 

Mis-procurement 

8.30 
procedures outlined in (i) the Bank’s Procurement Guidelines for all ICB and contracts 
estimated to cost more than US$ 100,000 for goods and works under NCB; (ii) the Bank’s 
Consultancy Guidelines for consultancy services for f i rms and individual consultants costing 
more than US$50,000; and (iii) CTD’s Procurement Manual for RNTCP 11 for other methods of 
procurement, IDA will declare mis-procurement and will cancel i ts portion of the credit allocated 
to the goods and works that have been mis-procured. 

In case goods, works and services are not procured in accordance with the prescribed 

Frequency of Procurement Supervision 

8.3 1 
review and supervision plan. The GkAP has been agreed during the negotiations between the 
GoI, and the development partners including the Bank, and i ts  implementation constitutes one o f  
the legal covenants for the TB II project. In addition to regular monitoring and prior reviews, the 
designated procurement specialist will be participating in the 6 monthly joint review missions. 
Further, the periodic ex-post reviews, the ongoing procurement review by the international 
consultant supporting EPW and the report of the agent reviewing the quality and quantity o f  
pharmaceuticals and medical goods will provide updates on implementation o f  agreed 
procurement processes. 

Monitoring the implementation of the GAAP would be an integral part o f  the project 
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Annex 9: Economic and Financial Analysis 
INDIA: Second National Tuberculosis Control Program 

9.1 
involvement; (ii) cost effectiveness o f  the program interventions; (iii) financial sustainability o f  
program interventions. 

The economic analysis o f  the program covers the following: (i) rationale for public sector 

Rationale for Public Sector Involvement 

9.2 The objective o f  a public health service is to increase the health and welfare o f  the public 
in a manner that no person would be excluded f rom accessing health services. However, as all 
countries, especially developing countries face budget constraints, investment o f  public resources 
for health services must be justified based on efficiency and public priorities. Regarding the TB 
Control Program in India, public sector investment i s  more efficient than most other public 
interventions in the health sector. 

9.3 There are considerable externalities associated with TB detection and treatment because 
o f  i t s  contagious nature. According to the RNTCP, one untreated smear positive TB patient can 
infect 10 persons in a year. TB prevention and treatment would therefore have large positive 
externalities since the non-infected population will indirectly benefit from TB patients being 
cured, as their chance o f  being infected wil l decline. 

9.4 Due to the high financial burden associated with different treatment regimes, public 
involvement would provide TB patients with not only the most appropriate treatment but also 
reduce the financial burden on them, especially important for the poor. Patients are generally not 
sufficiently well-informed about the disease and availability o f  DOTS to make informed choices 
about health needs. The result is that a significant segment o f  the population i s  st i l l  seeking TB 
treatment from the more costly and often less effective private sector. A study undertaken by the 
World Bank in three RNTCP implementing states, namely Karnataka, Madhya Pradesh and West 
Bengal, concluded that the percent contribution o f  states (for infrastructure, staff  time, etc.) to the 
total cost o f  RNTCP was about 66%. In the year 2004-05, the cost per patient incurred at central 
level, based on total program expenditure by the Central TB Division has been calculated as 
approximately Rs. 1,000 per patient. Adding the state component o f  expenditure to it, the total 
cost per patient is  approximately Rs. 2,940 per patient &JS$65.0). In addition, TB households 
also incurred other opportunity costs in terms o f  days lost and school discontinuation o f  their 
children, etc. (Rajeswari et. al, 2000). Findings f i o m  studies based on two p i lo t  programs in 
India indicate that TB patients pay significantly more for TB treatment by non-RNTCP providers 
than in the public sector or PPM scheme (Figure 1). Treatment in DOTS programs provided by 
the public sector facilitate a substantial reduction in costs compared with those associated with 
treatment by non-RNTCP providers, thus lessening the economic impact o f  TB o n  households. 
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Figure 1: Average cost per patient treated, and who bear costs, in selected PPM-DOTS projects, the RNTCP 
public sector DOTS program, and the private non-DOTS sector (*) 
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9.5 The DOTS i s  technically efficient and cost-effective as it relies on ambulatory short- 
course chemotherapy. Table 2 shows estimated average (total, incremental, and marginal) costs 
per case treated by different treatment regimes for TB patients in Malawi, Mozambique, and 
Tanzania. The ambulatory short-course chemotherapy i s  not only less expensive but also has 
higher compliance rates and leads to higher cure rates (from 85 % to 90%). A significant 
difference in preventing deaths due to  TB in India between DOTS and non-RNTCP schemes i s  
shown in Figure 2. I t  should be stressed that the regime with higher compliance rate and thus 
higher cure rate (as those used under the RNTCP) leads to  a more rapid reduction in the 
infectivity o f  active TB. Under the RNTCP, TB chemotherapy i s  provided for free. However, 
further improvement in spatial and temporal ease o f  access to treatment could help to maximize 
both case detection and compliance. 

1 )le 2: Estimated cost per case treated in Malawi, Mo; 
Treatment regime 

Short-course chemotherapy with hospitalization 
Average cost 
Average incremental cost 
Marginal cost 

Average cost 
Average incremental cost 
Marginal cost 

Average cost 
Average incremental cost 
Marginal cost 

Average cost 
Average incremental cost 
Marginal cost 

Standard chemotherapy with hospitalization 

Ambulatory short-course chemotherapy 

Re-treatment chemotherapy with hospitalization 

mbique, and Tanzania (198 
Malawi I Mozambiaue 

US dollars) 
Tanzania 

174 
127 
101 

72 
63 
37 

50 
41 
15 

252 
182 
146 
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9.6 A full TB treatment requires extended drug therapy over 6-8 months; incomplete 
treatment contributes to MDR-TB. Treatment costs for h4DR-TB are far higher than a normal 
TB case, at about USS2,OOO a patient. Thus for every MDR-TB case averted, USS2000 i s  saved. 
A poorly performing program would create drug-resistant cases at a faster rate than these cases 
can be cured, even if unlimited resources are available. Approximately 5,000 TB cases in India 
develop MDR-TB per year, defined as resistant to at least isoniazid and rifampicin, the two most 
powe f i l  TB drugs. 

9.7 
an effective part o f  a poverty reduction program. The current DOTS has dramatically reduced 
more than a half o f  the financial burden o f  TB treatment for patients (Figure 1). If the poor are 
getting equal access to RNTCP services (through a well-designed, targeted RNTCP), the public 
intervention would clearly be an effective measure to protect them from financial hardship. 
Figure 1 also shows that although treatment i s  provided for free by the RNTCP, patienuattendant 
s t i l l  incurs an average expenditure o f  US$50 per person for transportation, food, and loss o f  
earnings. In the coming phase, the RNTCP services would be targeted to harder-to-reach TB 
patients, including the poor, tribals, migrant laborers, in order to optimize the benefits from the 
program and reduce the opportunity costs to the patients. 

TB i s  a disease o f  the poor and public intervention in its detection and treatment could be 

Cost effectiveness o f  the RNTCP interventions 

9.8 Cost-effectiveness of  the RNTCP interventions i s  analyzed in terms o f  lives saved and 
smear positive TB cases averted. These are direct benefits and do not take into account indirect 
benefits ( M e r  deaths prevented and additional smear-positive TB cases averted) associated 
with secondary infections. Other benefits not quantified here include cost savings from lower 
health care treatment costs, psychological benefits o f  a healthy population, poverty reduction, 
and improved productivity and efficiency among current and future workers, preventing children 
from dropping out o f  school, etc. 

9.9 The concept o f  Disability-Adjusted L i f e  Years (DALY)’’ i s  used in th is  analysis to 
measure the total number of  healthy lives lost to al l  causes, whether f ron  premature mortality or 
from some degree o f  disability. The cost per DALY i s  used to measure cost-effectiveness o f  the 
RNTCP as compared to non-RNTCP. The number of  smear positive TB cases which could be 
averted by TB treatment depends on the capacity to detect TB patients and the efficacy o f  the 
treatment followed. In the absence o f  information on efficacy o f  treatment provided by the 
private sector, information on the government’s National Tuberculosis Control Program (NTP) 
prior to the introduction of  DOTS i s  used for non-RNTCP. Detection rate o f  30% in non- 
RNTCP i s  used as compared to 70% in the RNTCP. As cure rates were not assessed in the NTP 
before DOTS, the rate o f  patients collecting medicines for the prescribed duration i s  used to 
compare with the cure rate o f  85% in the RNTCP. Under IRNTCP, it i s  assumed that the smear 

15 

DALY i s  a measure for effectiveness. The DALY gain associated with averting a death i s  the number of  years 
between the age at which the death would have occurred and the individual’s e*ected age at death, given survival 
to the given age, with years gained in future years discounted back to the present at a discount rate of 3 percent per 
annum. 
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positive TB incidence rates would fall by about 5% per year, as was found in the first half of  
2000. 

9.10 
patients died (Datta et al. 1993). Data fiom the National Tuberculosis Institute, Bangalore and 
the Tuberculosis Research Center, Chennai suggest that approximately 10%-12% o f  smear- 
negative TB patients died. I t  i s  M e r  assumed that death rates in non-RNTCP areas would 
decline 2% per year as has been recorded elsewhere (in China). In the RNTCP, death rates are 
4%. Thus, taking a weighted average o f  smear-positive and smear-negative TB patients, the 
differential mortality in the period from 2005-2010 between non-RNTCP and RNTCP would be 
about 1 1-1 2%. That is, for every hundred patients treated under the RNTCP instead o f  non- 
RNTCP, at least eleven lives would be saved. 

A systematic evaluation o f  outcomes in the NTP indicated that 29% o f  the smear-positive 

Figure 2: DOTS prevents deaths in India 

DOTS prevents deaths in India 
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9.1 1 
positive TB cases and prevent an estimated 600,000 deaths as compared to the situation without 
the RNTCP. I t  i s  M e r  assumed that the number o f  DALY reduced per smear positive TB 
cases averted i s  two monthsI6 o f  a healthy l i f e  and that the number o f  DALY reduced per death 
averted i s  16 years”. Between 2006 and 2010, the effect would be a reduction o f  11.8 million 
DALYs at a cost o f  US$34.01 per DALY reduced”. Most o f  the gain i s  achieved from deaths 
averted (99%). Results o f  risk-sensitivity analysis show that a 30% reduction in program 
benefits would result in 8.3 million DALY reduced at a cost o f  US$48.59 per DALY reduced. A 
50% reduction in program benefits would result in 5.9 million DALYs reduced, at a cost o f  
US$68.03 per DALY reduced. TB control i s  therefore one of  the most cost-effective 
interventions in the health sector, as seen from the data in Table 3. 

Under these assumptions, the RNTCP could avert about 2 million additional smear 

16 Assumed i s  equivalent to the intensive phase o f  TB treatment under DOTS 
17 Calculated using current life expectancy at 43 years o f  63 years for TB patients and assuming TB patients live at 
least two years after the onset o f  the disease, discounted at a rate o f  3%. Based, on these assumptions, averting an 
adult death would result in reducing 16.76 DALYs. 
18 Total cost o f  the RNTCP over this five year period is projected as o f  US$336 million with the assumption that 
the average costs per treatment are US$60. 
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Table 3: Cost Effectiveness of  Different Interventions 

S25 per DALY 

Breast-feeding promotion 
TB and mcasles immunization 
Malaria control with chemical pesticides 
Blood screening for HIV 
Condom use to prevent excess births and STDs 

$25-75 per DALY 

Use o f  ORS 
Food supplements for children 
Food supplements for pregnant women 
Improved antenatal care by upgrading facilities and providing family planning 

$75-250 per DALY 

Cholera immunization 
Medical treatment o f  tetanus 
Onchocerciasis control with chemical pesticides 
Malaria control with passive case finding and chemical pesticides with treatment 

$250-$1000 per DALY 

Improved dengue case management through education o f  health care providers 

>$1000 per DALY 

Dengue control with chemical pesticides, with or without improved case management 
Dengue control by drainage and land management, with or without improved case 
management 

(World Bank, 1997: Table 3.1). 

Risk-sensitivity Analysis 

9.12 The program could face the risk o f  a reduction in expected benefits due to less than 
expected number of cases averted and mortality reduced. This would result in a lower than 
expected effectiveness in the TB program. There are a number o f  other factors influencing the 
expected benefits, and thus cost-effectiveness o f  the program. As the program has expanded to 
more remote areas and harder-to-reach population, all output indicators in the new areas such as 
detection rate and cure rates may be lower while average cost per treatment may be higher. With 
the presence o f  HIVIAIDS, TB incidence may not decline at the same rate as assumed above. 
Finally the quality and capacity o f  program management may be stretched as the program i s  
expanded to the entire country. These risks were highlighted in the 2003 Joint International 
Program Review. 

9.13 As it i s  not possible to quantify the potential reduction in benefits o f  the program in the 
above hypothetical conditions, simulations are presented to predict changes in effectiveness o f  

68 



the program in the worst case scenario. A 30% reduction in program benefits due to a lower than 
expected number o f  cases averted and mortality reduction would result in 8.3 million DALYs 
reduced at a cost o f  USs48.59 per DALY reduced. A 50% reduction in program benefits would 
result in 5.9 mill ion DALYs reduced at a cost o f  USS68.03 per DALY reduced. Even with this 
calculation o f  lower benefits o f  the program, the investment in the RNTCP is  still highly cost- 
effective. 
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9.14 Between 2006 and 2010, the program would reach a population o f  1.2 billion. The 
RNTCP has been successful in more than tripling treatment success rates from 25% in the earlier 
program to 86% in the RNTCP in 2004. Future costs o f  the program would depend very much 
on its long-term outcome, namely the impact on incidence, the cost o f  treatment, and the ability 
o f  the program to sustain the present level o f  detection and treatment. Studies have suggested 
that if the WHO target o f  TB control i s  met, a decrease in the incidence o f  smear positive 
pulmonary TB annually o f  5% may be expected (Figure 3). With such a decrease i t  may be 
expected that within a 12-13 year period, the incidence o f  TB should be halved. With 
improvement in program management, detection rates may even be increased beyond the target 
o f  70%. However, as the program is expanding to more remote and hard-to-reach areas, 
detection rate in these new areas may not be as high, thus the rate o f  70% i s  used for the current 
analysis. Based on these assumptions, the RNTCP i s  expected to treat not less than one mi l l ion 
TB patients annually between now and 2010. 

Figure 3: Projection o f  incidence of  smear-positive TB cases and total annual treatments 
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9.15 There are several estimates o f  treatment costs recently carried out in India. The per 
capita cost i s  US$O.OS for TB treatment for the whole population; the cost per TB case treated 
varies from US$46 to US$60 per case. The former approach i s  less relevant for long-term 
projection o f  total cost o f  TB treatment as it relies only on the size o f  the population and does not 
take into account changes in other important factors such as incidence, program capacity in 
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detecting and treating TB cases, and program effectiveness. As incidence is expected to decline 
at a faster rate than population growth, while the program i s  expected to be more efficient, the 
approach o f  using cost per case treated is used. Total financing need for the RNTCP up to 2010 
is thus projected both in absolute value and as percentage o f  GDP. 

9.16 Total financing need for the RNTCP in the coming five year period (2005-2010) i s  an 
estimated US$67 million per year, including infrastructure. I t  should be noted that th is is  based 
on the total cost o f  the program at the central level and i t  excludes state in-kind contributions. 
RNTCP expects to cover the whole country by the end o f  2005 (which i s  feasible given current 
progress), and i t  is possible that the unit costs increase slightly as the program reaches more 
challenging segments o f  TB patients such as the poor, migrant, mobile laborers, TB-HIV 
patients, etc. The table below presents a cautious projection for RNTCP that takes into account 
improvements in current absorptive capacity by strengthening the program’s financial 
management and implementation capacity at both central and state levels to ensure that available 
funding can be effectively used for program expansion, especially in under-served and more 
challenging areas. 

Table 4: Projection o f  annual financing need for the RNTCP (US$ million) 

Estimated annual costs of  
RNTCP expenditure 
US$60 per US$46 per US$60 per US$46 per 

As ‘YO of health 
Year 

treatment treatment treatment treatment 
2005 73 56 1.3 1 .o 
2010 62 48 0.8 0.6 
2017 50 38 0.4 0.3 

9.17 Assuming that public spending o f  0.9 % o f  GDP for health and that real GDP growth o f  
6% per year i s  maintained, the total cost o f  the RNTCP (excluding the costs funded by the states) 
could account for between 1 .O-1.3 % o f  total government health expenditure between 2005 and 
2010. Assuming there are efficiency gains and a reduction in incidence o f  TB by 2017, the total 
cost o f  the RNTCP could account for between 0.5% - 0.6 % o f  total government health 
expenditure. Given very strong commitment to combating TB by GoI, and recent achievement 
o f  the RNTCP, i t  i s  likely that the government would continue to sustain the benefits o f  the 
RNTCP. 

9.18 Future continuous involvement o f  state government in providing TB services could argue 
for more sustainable finance o f  the RNTCP. Further study on contribution o f  centraystate 
governments in financing RNTCP services i s  necessary and can help to confirm this. Currently, 
i t is  unofficially estimated that their contribution in terms o f  fixed costs o f  infrastructures, staff, 
etc. could well account for over 50% o f  total expenditure. As primary health care infrastructures 
already exist, and the majority o f  the national program’s staff i s  in place, i t  i s  likely that the 
government can gradually take over financing o f  the variable costs o f  the RNTCP. 

70 



Annex 10: Safeguard Policy Issues 
INDIA: Second National Tuberculosis Control Program 

Environmental Issues 

10.1 Under this program, the main environmental concerns are related primarily to clinical and 
infectious health care wastes (primarily needles, sputum cups and slides) given the infectious, 
communicable nature o f  tuberculosis. Whi le the RNTCP is implemented through the state health 
system and forms a small component o f  a multi-pronged infrastructure, the management o f  waste 
generated from TB clinics i s  critical given its infectious nature. The focus therefore should be on 
handling o f  these waste materials and establishing strict quality control measures to mitigate 
risks. 

10.2 
India’s Bio-Medical Rules (prepared in 1998 and amended in 2000). The Rules address 
administrative issues and technical matters and address bio-medical waste produced in health 
care facilities, which can be adequately managed, treated and disposed o f  to reduce adverse 
impacts on public health and the environment. 

The overall context for health care waste management is provided by the Government o f  

10.3 
basic steps o f  treatment and disposal o f  infectious waste. It recommends that a l l  infectious 
laboratory waste be disinfected in 5% hypochlorite/phenol solution, after which they can be 
autoclaved, or  as a last resort burnt in a pit. Whi le provision o f  autoclaves in all facilities is not a 
feasible solution, i t must be recognized that slow-burning o f  plastic waste i s  not an 
environmentally sound option as there i s  the high r isk o f  toxic f ines,  depending on the chemical 
components o f  the waste being burnt which can cause occupational and community risk. 

Under the RNTCP, there is a Manual for Laboratory Technicians which incorporates the 

10.4 A draft Infection Control and Infectious Waste Management Plan has been prepared for 
the RNTCP II. The Plan delineates guidelines for  management o f  infectious wastes, including 
management o f  sharp items and wouid comprise clear protocols for segregation, treatment and 
disposal o f  such waste in accordance with size and location o f  facilities. An institutional 
framework for the management o f  the plan, along with a training plan, monitoring and reporting 
system, implementation schedule and time-frame for implementation have been detailed. The 
main modality o f  implementation o f  the plan would be by imposing compliance with the 
technical guidelines for disposal o f  bio-medial wastes as per revised RNTCP guidelines. 
Specifically the guidelines would encourage use o f  bio-degradable plastic l i ke  polypropylene, 
discourage incineration o f  plastic waste, discourage open dumping o f  slides and sharps, adoption 
o f  universal precautions and encouiage waste reporting o f  centers to their prescribed authority. 
The plan wil l try to ensure ‘behavioral changes’ in the staff handling bio-medical wastes through 
training and repeated reminders for compliance with biomedical waste management guidelines 
during supervisory activities. 
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The plan includes the following key activities: 
0 Up-gradation o f  existing training modules 

Implementation of  Universal Precautions 
Capacity building o f  laboratory technicians, medical officers, STLS, Class IV employees 
and other health care workers 

0 Review o f  procurement arrangements 
Supervision, monitoring and evaluation 

10.5 Before finalization and implementation o f  the Plan, the CTD has undertaken consultation 
with state-level stakeholders, health care personnel, communities, NGOs, and other stakeholders 
such as Common Treatment Facilities and Pollution Control Boards to enhance ownership and 
involvement. Integration with existing waste management systems set up in each health facility 
w i l l  be undertaken. 

Indigenous People 

10.6 
the terms “Indigenous peoples,” “Indigenous ethnic minorities,” “tribal groups” and “scheduled 
tribes” describe social groups with a social and cultural identity distinct from the dominant 
society that makes them vulnerable to being disadvantaged. In accordance with this policy, the 
project has developed a Tribal Development Plan (TDP) to ensure that the tribal community 
would have better access to TB treatment and quality and efficient TB treatment services will be 
available in tribal areas. The TDP i s  based on primary data, review o f  available experience and 
consultations with tribal communities, women, NGOs and other development institutions, as well 
as other civil society representatives and health staff. Tribals constitute about 8.1 % o f  India’s 
population and largely inhabit geographically isolated, remote and inaccessible areas. The tribals 
are among the population groups with the poorest human development indicators and are among 
the poorest o f  the poor in India. The present poorly developed health infrastructure would 
require concerted efforts by RNTCP to improve the access and utilization o f  T B  services by the 
tribals. 

In IDA’S policy on indigenous peoples outlined in its Operational Directive (OD) 4.20, 

10.7 Among the major issues identified in providing TB services to the tribals are (i) 
inadequate health service provisioning in tribal areas, total absence o f  private sector and high 
dependence on Traditional Healers; (ii) inadequate accountability and monitoring o f  health 
service delivery to tribals in remote areas; (iii) poorly staffed facilities with unhelphl attitudes o f  
staff; (iv) lack o f  effective IEC in tribal areas; (v) limited extension services and limitations o f  
non-tribal staff to communicate with tribals; and (vi) poor transportation infrastructure and high 
cost o f  reaching health facilities. 

10.8 
tribal population, the TDP has incorporated an action plan with salient features as presented in 
Table 1. 

In order to increase case detection and treatment success in districts and regions with high 
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Table 1: Tribal Action Plan 

Objective 
Improve ScrYice coverage and 
provide quality RNTCP 
SerYiCeS 

Improve accessibility, 
acceptability, and utilization 
o f  services 

Promote community 
participation and inter- 
sectoral coordination 

Operational research 

Actions 
0 

0 

0 

0 

0 

0 

0 

0 

0 

Provide staff incentives in tribal areas 
Support travel cost for patients to reach health facilities 
Improve staffing and infriistruchne at PHC level 
Provide IPC training for all staf'f to ensure attitudinal change 

Util ize mobile units for increasing DOTS outreach 
Establish a system o f  sputum collection and transportation by 
tribal youth and outreach workers 
Train Tribal volunteers in case detection and case holding 
Sensitize Traditional Healers and seek their support 
Involve NGOs, traditional healers, outreach workers, youth, 
cured patients and other community based organizations in IEC 
activities and DOTS provision 
Involve PRIs, Tribal leaders, Self Help Groups and Community 
Based Organizations in supervision and monitoring o f  DOTS 
Use locally and culturally relevant IEC material 
Use non-traditional DOTS providers: chemists, local shop 
owners etc. 
Use local village fairs, festivals and weekly markets for IEC 
Carry out quantitative research to understand barriers in 
utilization o f  RNTCP services in tribal areas 
Evaluate IEC effectiveness and redesign if necessary 
Study effectiveness o f  the incentives provided under the 
program 
Study case detection and treatment outcomes in tribal areas 

0 

0 

0 

0 

0 
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Annex 11 : Governance and Accountability Action Plan 
for 

Centrally Sponsored Health and Family Welfare Programs 
INDIA: Second National Tuberculosis Control Program 

Introduction: 

The Ministry of Health and Family Welfare (MOHFW) i s  fully committed to ensuring better competition 
and transparency in procurement and supply of  health sector goods and services required for delivery of 
quality services in all  its programs. An Empowered Procurement Wing (EPW) has been established in 
MOHFW to support this process. To strengthen the capacities of the EPW in al l  aspects of procurement, 
the Department for International Development (DFID) i s  funding Technical Assistance. 

Scope and Purpose: 

The MOHFW has developed this Governance and Accountability Action Plan (GAAP), in consultation 
with the Bank, to address critical operational concerns in Bank and pooled partner funded procurement of 
health sector goods and services. The key issues and actions to address these concerns are included in the 
matrix below. 

The GAAP applies to al l  centrally sponsored health and family welfare programs supported by the Bank, 
articulating the specific roles and responsibilities of  different stakeholders (public, private and c iv i l  
society institutions) in ensuring timely supply of quality commodities at a competitive price. 

The GAAP will be strengthened, as necessary, based on risks identified and the recommendations of the 
RCH I investigations, the DIR, the procurement review by the EPW consultants, and the report on the 
quality and quantity of pharmaceuticals and medical goods. 

The Bank financed “Food and Drugs Capacity Building project (Credit No. 37770)” would also support 
some of the broader issues related to strengthening o f  regulatory institutions especially effective 
implementation of GMP in the pharmaceutical sector as envisaged under the GAAP. 
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Issue 

I. Improving GMP 
:dca t ion  
?recess for 
?harmaceuticals 

Agreed actions 

i. Making WHO GMP (TRS 863) 
certification mandatory for ICB 

ii. Pending new cemfcation procedures 
(see next bullet) ensuring 1 00% post 
cemfication o f  all successful bidders 
recommended for award o f  the 
contract on the basis of  existing WHO 
GMP certificates. 

iii. (a) Issuing WHO GMP cemficates in 
future only after a satisfactory joint 
inspection by the center, state and an 
independent expert; and @) carrying 
out random post WHO GMP 
certification audits (covering about 
10% awards in each year). 

iv. Making list o f  companies with valid 
WHO GMP cemficates available on 
public domain. 

v. Agreeing on actions for GMP 
certification process and 
implementation arrangements 
satisfactory to IDA for non-ICB 
procurement o f  pharmaceuticals and 
medical supplies under Bank 
financing. 

Implementation Status 

[IIlplemented 

Implementation will start from first 
Bank financed project after the date 
of  this plan 

A panel o f  six independent experts 
has been identified in August 2005 
and this panel will be updated on a 
regular basis with the inclusion of  
experts adequately covering all 
regions o f  the country. 

The GO1 has disclosed the l ist  o f  
over 600 manufacturers in February 
2006 at the website of  Central Drug 
Standards Organization. 

Completing the agreed actions and 
incorporating recommendations 
fiom the detailed implementation 
review in the GAAP will make non- 
ICB procurement eligible for Bank 
financing. 

Pe&n/agency 
responsible for 
implementation 
' Drugs 

Controller 
G e n d  o f  India 
JointSecretary 
and Project 
Director, Food 
and Drugs 
Capacity 
Building Project 

. Joint Secretary 
and Project 
Director, Food 
and Drugs 
Capacity 
Building Project 
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h u e  

I. h a s i n g  
:ompetition and 
nitigating 
:allusion 

Agreed actions 

i. Finalizing future lot size, estimated 
prices and qualification criteria for 
procurement o f  pharmaceuticals and 
medical supplies based on 
manufacturers and market surveys 
about availability o f  products, costs of 
production and prices, and production 
capacity of manufactures. 

ii. Including a qualification requirement 
of minimum share o f  at least 20% 
revenue to be derived from nonBank 
financed contracts in bid documents. 

iii. Seeking “list o f  references” in the 
form o f  an affidavit in case o f  supplies 
made to public sector in past contracts. 
In the case o f  supplies made to private 
sector in the past, affidavit as well as 
supporting evidence will be sought. 
However, no bid would be rejected on 
the basis o f  non submission o f  
documents on past performance above 
referred to. 

iv. Including “independent experts” in the 
bid evaluation process. 

v. Sharing record of public opening o f  
bids for a l l  contracts with the Bank 
within 2 working days. 

vi. Ensuring payment within 30 working 
days of receiving the bi l l  with 
supporting documents from the 
suppliers or communicating deficiency 
in the Bill within 15 working days. 

vii. Establishing clear and concise bid 
evaluation criteria. 

viii. Evolving generic and broad 
technical specifications 

Implementation Status 

: % Y w  
Based on roo1 kit“ developed by 
the Bank, the DFID has awarded the 
contract for market sweys and the 
results from first round are expected 
by . . . . . . . , . 

1 Include qualification requirement 
immediately and implementation 
to start from the first Bank 
financed project after the date of 
this plan. 

1 The MOHFW will verify the 
authenticity o f  referred documents 
on past performance only for the 
successfi l bidder 

1 Implementation to start from fmt 
Bank financed project after the date 
of this plan. 

1 Implemented 

1 Effective immediately, stamng with 
f i rst  bids for FY 2005-06. 

1 Implementation to start from f i r s t  
Bank financed project after the date 
of this plan. 

1 Effective as o f  April 19,2005. 
1 Implementation to start from f i rs t  

Bank financed project after the date 
of this plan. 

1 Effective as o f  April 19,2005. 
1 Implementation to start from f i rst  

Bank frnanced project after the date 
of this plan. 

1 MOHFW i s  establishing a database 
of generic technical specifications 
for commonly procured equipment 
which wil l be disclosed at their 
website by 

Persodagency 
responsible for 
implementation 

D EPW/CTD, 
M O W  

0 EPW/(;TD, 
MOHFW 

0 EPW/CTD, 
MOHFW 

0 EPW/CTD, 
MOHFW 

0 EPW/CTD, 
MOHFW 

0 E P W / O ,  
MOHFW 

0 EPW/CTD, 
MOHFW 

0 EPWICTD, 
MOHFW 
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Issue 

III. Strengthening 
procurement 
implementation and 
contract monitoring 

* The data base should spel 

Agreed actions 

i. Strengthening procurement 
supervision capacity at Empowered 
Procuremcnt Wing (One JS, Two 
Directors and 10 Dy/Asst Directors 
with support staff and infrastructure) 
including engagement o f  an external 
consultant firm selected through 
international selection process for 
capacity building and development of 
procurement monitoring and 
complaints data base. 

ii. Establishing a "procurement 
monitoring and complaints" database* 
to monitor adherence to the standards 
listed in RCH Program Procurement 
Manual. This database would be 
online with restricted access. 

iii. Developing and deploying a software 
for the early identification o f  
indicators o f  hudu len t  or corrupt 
practices 

Implementation Status 

Underway . The MOHFW has constituted 
an Empowered Procurement 
Wing (EPW. which oversees 
the TB-specific procurement 
carried out by CTD) with 
specific Terms o f  Reference. 
An International external 
consultant firm (Ms. Crown 
Agents) was selected to support 
EPW/CTD in the 
implementation o f  the GAAP. 

supported by DFID TA. 
The f i s t  training in health 
sector goods procurement for 
the EPW/CTD staff, 
procurement consultants and 
state procurement officers was 
organized during January 16-25, 
2006. A series o f  similar 
programs at regional and state 
levels are being planned. . Manual database established in 
MOHFW and computerized 
database is expected by March, 
2007 

This  consultancy is being 

. To be completed by July 1, 
2008 

Persodagency 
responsible for 
irnplernenta tion . National 

Program 
Coordination 
Committee, 
National 
Rural Health 
Mission 
WHW . EPW, 
M O W  

m EPW/CTD, 
MOHFW 

EPW/CTD, 
MOHFW 

fically allow: (i) complete and adequate record keeping and retrieval o f  a l l  documents supporting 
each bid including unit prices quoted and prices at which contracts are awarded; (ii) Quantities and dates o f  supply as per the 
contract and actual; (iii) Rejection o f  supplies, if any, with reasons; (iv) Date bill received, value, and date o f  payment and (v) 
complaints received, responses sent and actions taken by dates. 
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Issue mnd 8CtiOIlS 

i. Updating the "Procurement monitoring IV. Handling 
procumnent 
complaints 

Implementation Status 

. Manual database established in 

ii. Listing and discussing all complaints 
received and actions taken in the bid 
evaluation report. 

and complaints" data base on a 
monthly basis. 

M O W  and computerized 
database to be operational by 
March, 2007 . Implementation to start from first 
Bank financed project after the date 
o f  this plan 

iii. Providing details of the administrative 
process for the disqualification of 
bidders who engage in 
misrepresentation in the bid process or 
in contract execution. 

iv. Reporting the status of  investigation o f  
complaints and measures taken in 
monthly progress reports to the 

Committee o f  the NRHM. 

Bank once every quarter 

National Program Coordination 

v. Sharing complaints status with the 

. Implemented 

. Agreed. 
Implementation to start from first 
Bank financed project after the date 
o f  this plan. 

. Agreed . Implementation to start from first 
Bank financed project after the date 
o f  this plan. 

Persodagency 
responsible for 
implementation . National 

hgam 
Coordination 
committee, 
National 
Rural Health 
Mission 

. EPW/CI'D, 
MOHFW 

0 
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h u e  

V. Disclosing 
Information and 
promoting oversight 
by the civil society 

~ 

Agreed actions 

i. Making publicly available all annual 
procurrmcnt schedules promptly a h  
!hahtion on the M O W  website. 

ii. Posting all bidding documents and 
requests for proposals on the MOHFW 
website. 

iii. Making available to any member of the 
public promptly upon request al l  
shortlist of consultants and in case of 
prequalification, l ist  of prequalified 
contractors and suppliers. 

iv. Disclosing information on 
prequalification, all bids received 
reasons for rejections, and award of 
contracts at the MOHFW website and 
sharing the same with the Bank to 
disclose at their preferred Websites. 

v. Posting annual progress and Mid Term 
Review reports of the program on the 
MOHFW website. 

vi. Moving to e-procurement 

Implementation Status 

. A g m d  . Implementation to start from b t  
Bank financed project after the date 
of this plan. 
Agreed . Implementation to start from first 
Bank financed project after the date 
of this plan. . Agreed . Implementation to start fiom fkst 
Bank financed project after the date 
of this plan. 

. Agreed . Implementation to start from first 
Bank financed project after the date 
o f  this plan. 

. Agreed . Implementation to start from first 
Bank financed project after the date 
of this plan. . Will be developed under the Bank 
supported E-Bharat project 

Persodagency 
responsible for 
implementation 

National 
Program 
coordination 
committee, 
NRHM 
EPWICTD, 
MOHFW 
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Annex 12: Supervision Strategy 
INDIA: Second National Tuberculosis Control Program 

12.1 During this second phase o f  the RNTCP, the focus o f  the program i s  on expanding 
coverage to the weaker parts o f  the country, particularly areas where performance is below the 
national average. Further, IDA is  providing broad support for the W C P  rather than narrowly 
financing a set o f  activities or geographical areas. The RNTCP receives financial and technical 
assistance from a number o f  partners including: DFID, USAID, GFATM, GDF and WHO. Joint 
supervision missions would be a mechanism for facilitating increased coordination among 
partners and between government and partners to ensure that all efforts are channeled towards 
the same program objectives and to reduce the burden on the CTD o f  separate missions and 
reporting formats for different development partners. 

12.2 The RNTCP has in place a robust recording and reporting system, which monitors the 
overall program regardless o f  financing source. See details in the PAD Section C3, Monitoring 
and Evaluation of outcomedresults. The system i s  based on quarterly and annual cohorts o f  TB 
patients registered for treatment. CTD M e r  strengthened the surveillance system in the second 
quarter o f  2005 with additional indicators and revised reporting formats. At the national level, a 
quarterly and annual performance report i s  generated with state and district performance 
indicators, and placed on the program website (www.tbcindia.org). The  program also plans to 
develop a web based Tuberculosis Program Information System. 

12.3 Each year, CTD holds two review meetings at the national level, quarterly state level 
program review meetings (usually chaired by the Secretary Health as the Chairman o f  the Health 
and Family Welfare Society), internal evaluations performed on two districts every quarter, and 
periodic supervisory vis i ts and reporting carried out by STOs, DTOs, and TUs.  The results o f  
the reviews, visits and analysis o f  the reports are fed back to the relevant uni ts  to take corrective 
measures. 

12.4 During the program preparation i t  was agreed that a system o f  “joint program review” 
would be institutionalized for the RNTCP II incorporating the following principles: 

0 Participatoly: The joint review process would be led by the Go1 with active participation 
o f  the states and all development partners 

0 Strategic focus on weaker states: Whereas some partners may select to supervise the 
states they directly support, there would be overall priority attention to improving 
program performance in EAG or other under-performing states and among the most 
vulnerable, hard-to reach populations 

0 Results oriented: The program will have strong results focus and achievement o f  agreed 
results would be monitored using the overall results fiamework, outlined in Annex 3. 
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12.5 The proposed supervision strategy would include the following: 

(i) Continuous program support by IDA and development partners through ongoing 
interaction with government and field visits, in particular to weaker states. IDA is in 
the process o f  setting up a HNP Results Technical Support Activity (HNPRTSA) in 
the New Delhi office that could provide some additional resources to strengthen 
performance orientation o f  the weaker states. HNPRTSA can provide technical 
assistance to national and state counterparts in monitoring and evaluation, financial 
management, procurement, technical aspects and general program management. 

(ii) Regular program review at the national level with a special focus on EAG states by 
CTD. Performance on agreed benchmarks would be assessed at semi-annual national 
level meetings and quarterly state-level review. These benchmarks would reflect 
performance on program management including financial, procurement, and service 
delivery improvements. Included in such reviews would be a review o f  fiduciary 
issues such as financial management and procurement. The CTD would undertake 
quarterly reviews of program implementation in EAG and other below average 
performing states with a specific focus on building institutional capacity and reaching 
hard-to reach populations. The objective is to identify implementation bottlenecks, 
and assist states to resolve them. 

(iii) Joint donor review missions would initially be held at a mutually agreed fiequency. 
IDA would undertake at least bi-annual supervision. During these missions, the 
program would be monitored based on the overall results framework and a review o f  
technical, managerial and fiduciary aspects; data i s  available for the entire country in 
the quarterly report posted on the CTD website, and would be supported by financial 
management and procurement reports. Wh i le  some donors would make field visits to 
the specific areas they support, others would monitor states/districts with below 
average performance andor issues that require additional attention. A joint Aide 
Memoire would highlight progress o f  the overall program and include specific issues 
for the states under review as well as technical issues that may require additional 
technical assistance, supervision or review. 

(iv) Workshops to exchange lessons learned and best practices between states and to 
promote coordination with other health programs 

(v) Special studies and assessments. When required, special surveys and/or assessments 
(e.g. IEC, public-private mix) would be commissioned by Go1 prior to, or during, 
each mission and/or for the Mid Term Review. A central level internal evaluation o f  
randomly selected districts will be done quarterly. Joint International Evaluation 
would be conducted every 2-3 years. 

12.6 During supervision, there would be specific focus on: 
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0 States and districts which have below average performance in the form o f  case detection 
rate below 70% andor cure rate below 85% 
Information Education and Communication capacity, products and processes 
Improving access for population groups such as tribals, rural poor and urban slum 
populations who face difficulties in accessing correct DOTS TB treatment 

0 Expansion o f  public - private partnership for including non-public providers in RNTCP 
and increasing provision o f  DOTS 

0 Increasing coordination between RNTCP and HIVIAIDS control programs to ensure that 
HN positive persons suspected o f  TB have access to diagnosis and treatment 

0 Ensuring multi drug resistant patients receive quality treatment 

12.7 There would initially be two supexvision missions each fiscal year (see above 12.5 (iii)); 
during the c o m e  o f  the program the fiequency could be adapted as per program needs. The 
mission composition would be determined according to the thrust o f  that mission as well as the 
program needs at that point o f  time. All development partners would be represented with one or 
more participants in the missions. The status of the agreed indicators would be assessed and a 
summary o f  progress and issues recorded in an Aide Memoire which would comprise a general 
part addressing overall program progress and annexes addressing specific issues and 
observations from the states visited. 

12.8 A Memorandum o f  Understanding, describing this supervision mechanism, would be 
signed by all development partners, thereby confirming their participation in the same. 

12.9 Overall, the IDA team will proactively coordinate with other relevant IDA-supported 
health programs in India. These include the HIV/AIDS Control Project, state-level Health 
Systems projects (currently in the states o f  Maharashtra, Orissa, Rajasthan, Tamil Nadu, 
Uttaranchal, Uttar Pradesh and planned for Karnataka and West Bengal), the Integrated Disease 
Surveillance Project and the Reproductive and Child Health Program. 

12.10 In addition, the IDA team will coordinate closely with the National Rural Health Mission 
(NRHM), a recent initiative of the Government of India to promote convergence o f  severally 
sponsored schemes including the RNTCP. 
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Annex 13: Indicators and Performance of  the RNTCP 
INDIA: Second National Tuberculosis Control Program 

Introduction 

13.1 The two core issues o f  T B  control are (i) to identify patients with symptomatic 
tuberculosis, especially those that represent the highest risk o f  transmitting TB disease (sputum 
smear positive pulmonary cases), and (ii) and to treat these patients in a way that they get cured. 

13.2 
sputum smear positive lung TB patients (S+ve). Approximately 40% are sputum smear negative 
lung TB patients and some 15% have extra pulmonary TB (e.g. lymph gland TB, bone TB). 
Whereas sputum microscopy i s  the diagnostic criterion for S+ve cases, diagnostic procedures 
(e.g. Chest X-Ray) and algorithms are followed to establish the other forms o f  TB. 

Diagnosis i s  b y  means o f  sputum microscopy. Lit t le less than half o f  all TB patients are 

Calculating Expected Incidence 

13.3 
by TB bacilli and the number o f  new cases o f  S+ve pulmonary TB. By s k i n  testing large groups 
o f  non-BGC vaccinated children following a standard design o f  survey (Tuberculin Surveys) the 
annual risk of TB infection (ARTI) may be calculated. Tuberculin Surveys in India in 2000-2003 
arrived at an  average Indian ARTI o f  1.5%, varying somewhat between regions and between 
urban and rural areas. The accepted relationship between ARTI  and the number o f  new S+ve 
lung TB cases is that an ARTI  o f  1% translates into an incidence o f  50 S+ve new cases per 100 
000 population (1 lakh) per year. The variation o f  ARTI  between regions means that the basis 
for calculation o f  incidence also varies e.g. in Orissa the incidence o f  S+ TB is 85 per 100 000, in 
Maharashtra 80, in Punjab 75 etc. I t  i s  also estimated that incidence in urban areas i s  double that 
o f  rural areas 

There i s  an internationally accepted relationship between the number o f  people infected 

Evaluating Treatment Results 

13.4 Sputum smear positive patients put on treatment w i l l  gradually be cured and the acid fast 
bacilli wil l  disappear from their sputum. By the third month o f  treatment, the sputum should 
ideally be smear negative when examined by microscopy. Th is  is  an important parameter for the 
effectiveness o f  the DOTS. 

13.5 A positive sputum after the fifth month of treatment signifies treatment failure. Ideally 
all patients should have their sputum examined by the end o f  treatment after s i x  months. If the 
smear i s  negative the patient i s  per definition cured. If no sputum is done for various reasons, 
but the patient appears cured, the outcome is  qualified as treatment completed. Alternative 
outcomes are death, that the patient has defaulted, or that the patient has been transferred out 
(and outcome thus was not registered by the Tuberculosis Unit). The combination o f  cure and 
completion rate is called “treatment success rate”. The treatment outcomes are available for 
groups (cohorts) o f  new S+ve patients started a year previously. 
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Targets and Monitoring 

13.6 The two most important and internationally accepted targets for diagnosis and treatment 
are case detection rate o f  70% or above and a treatment success rate o f  85% or above o f  new 
S+ve cases. To this can be added the sputum conversion rate at three months, which i s  expected 
to be 90% or above. 

13.7 The RNTCP reports quarterly from all districts on a number o f  parameters in a 
standardized manner. Both detection and treatment outcome data are monitored and available in 
the quarterly and annual reports from the RNTCP. From 2005, the treatment outcome o f  S-ve 
patients, extra pulmonary and various groups o f  re-treatment cases is also available in the 
quarterly report. 

Explanatory notes of  Performance Data o f  the Quarterly Reports of  the RNTCP 

13.8 Population: Given in 100 000 s (= lakhs) 

Number of suspected examined and number of suspects examined per 100 000 (Lakh) 
13.9 All persons with chronic cough > 3 weeks should be suspected o f  having TB and hence 
have their sputum examined. However, only one in ten would be expected to have S+ ve TB. 
The number o f  suspected examined would ideally then be the expected incidence x 10, or 75 / 
100 000 x10. Thus, on average 750 persons per 100 000 in India. 

13.10 The findings reflect the effectiveness by which the general health system come into 
contact with and recognizes possible TB cases, and subsequently succeeds in having sputum 
examinations done. 

Number of  smear positive patients diagnosed. 
13.1 1 Ideally th is  f igure should equal the assumed incidence calculated on the basis o f  the 
population o f  the area in question. 

Percentage of  S+ cases among suspects 
13.12 Generally the f igure would be expected to be around 10%. Higher values could indicate 
that only very advanced cases reach the microscopy center or that there is s t i l l  a considerable 
backlog o f  old S+ ve cases in society. 

Percentage smear positive patients living in the district placed on DOTS 
13.13 All patients with infectious TB (= S+ ve cases) must be treated to control transmission. 
T h i s  percentage should be loo%, as there would in principle be no geographical problem in the 
case holding or finding and retrieving o f  patients, who may have disappeared after diagnosis. 

Total Patients initiated on treatment 
13.14 These are absolute numbers o f  allpatients with all fonns of TB started on DOTS, and 
would be expected to be roughly double the number o f  all sputum' smear positive cases. 
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Annualized total case deteetion rate 
13.15 Based on the quarterly results the expected number of all TB cases per 100 OOO (lakh) 
population in one year is  calculated (projected) for this particular area. 

New Smear positive patients initiated on treatment 
13.16 Ideally this number should be identical to the total number o f  new S+ ve patients 
detected, However, some o f  these persons may live in another area and will not report for 
treatment in the district where dhe was detected and thus not be registered in that district. A 
number o f  people will take up treatment in the private sector and are thus normally lost to follow 
up in the RNTCP system. This explains part o f  the discrepancy o f  those diagnosed compared to 
those treated. 

Annualized new sputum smear positive cases detection rate (%); this i s  one of the main 
target indicators 
13.17 Th is  i s  the incidence figure o f  new sputum smear positive cases per 100 000 calculated (= 
projected) for the whole year based on the actual number found in that particular quarter. The 
percentage (%) given in this column i s  the percentage that this projected incidence figure 
constitutes compared to the theoretical S+ ve incidence. 

For example: 
In the 4’ Quarter o f  2004 the annualized new sputum smear positive cases detection rate (%) in 
India as a whole was 48 S+ ve cases / 100 000. Th is  i s  (64%) o f  the theoretical and expected 
incidence o f  75 cases / 100 000. Thus the target o f  70% case finding i s  not quite met for that 
quarter. 

Percentage sputum positive of total new pulmonary cases 
13.18 The expected % would be approximately 60%. Low figures could indicate that too many 
sputum smear negative cases were diagnosed due to poor clinical practices, or that too few TB 
patients have their sputum properly examined (“under-reading= low sensitivity). Too high a 
figure could be due to poor sputum microscopy (“Over-reading” = low specificity) or that the 
patients that reach the microscopy centers come in advanced stages o f  disease. 

Three months conversion rate 
13.19 SO% o f  S+ ve patients should become sputum smear negative within three months o f  
treatment (= sputum conversion). Failure to do this might be due to drug resistant TB or poor 
patient adherence to treatment due to faulty supervision. 

Cure rate of new sputum smear positive patients 
13.20 185% o f  those patients who manage to give in a sputum control sample at the end o f  
DOTS after 6 months would normally have become sputum negative and thus per definition be 
cured. Low figures would either indicate poor treatment adherence /supervision or problems 
with MDR TB or a combination, 
Success rate of  new smear +ve patients; this i s  the main target indicator for treatment 
13.21 The percentage o f  the combined cure and completion rate (successfully completed 
treatment without sputum examination at the end o f  treatment). The target i s  185%. For 
interpretation o f  lower value see comments in the paragraph above. 
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Number o f  new smear negative cases initiated on treatment 
13.22 Ideally th is  figure should be equal to all the sputum smear negative cases detected ( a 
figure that i s  not reported in the quarterly report but may be derived h m  the total number o f  
sputum+ cases and the percentage o f  pulmonary cases that are sputum smear positive). 
Deviations may be due to patients not coming back for DOTS because they have moved to 
another district, have been treated in the non public sector, or have been lost to treatment in other 
ways. 

Number of new extra pulmonary cases initiated on treatment 
13.23 The number o f  all extra pulmonary cases o f  TB (e.g. glandular, bone, meningeal, etc.) 
started on treatment. Again the total number diagnosed o f  this group o f  TB patients i s  not 
independently reported in the Quarterly Report but may be calculated fkom the next column. 

Percentage of new extra pulmonary cases out o f  all cases 
13.24 The expected figure would be 10-1 5%. A high proportion may be seen in places where 
there is a high prevalence o f  HIV infection among TB patients. 

Number o f  smear positive re-treatment cases initiated on treatment 
13.25 TB patients who have been previously treated and now are found to be sputum smear 
positive must be put on a re-treatment regimen (Category 2 treatment) for 8 months. Among 
previously treated and apparently cured TB patients, a certain number - around 10%) may later 
relapse. Depending on the size o f  the problem o f  MDR a number o f  patients treated with DOTS 
will become failure cases. Those who have been treated more than a monthhave defaulted 
more than two months from treatmedare found sputum smear +ve, must also be put on re- 
treatment. The percentage o f  failure cases in India so far has been in the rage o f  2-3 % (should 
o f  course ideally be 0%). Defaulters in 2003 were in the range o f  5-7%. 

Percentage of  re-treatment cases out o f  all smear positive cases 
13.26 The 10% relapse cases (those cured previously but now again with S+ ve TB) i s  probably 
an inevitable proportion, where the quality o f  DOTS and drug resistance plays a very minimal 
role. Additional re-treatment cases will depend on the quality o f  supervision and adherence and 
also reflects the problem o f  MDR in society. 
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Case Detection Rate 
AP- Andhra Pradsh; ARANMchal Rad&; AS-Assam; BcBihac CKChandigarh; CGChhatisgarh; DL-Delhi; GAGoa: GUGujaaf HR-Haryana; 
HPHimachal M e s h ;  JK- Jamnu 6 Kashmir; JHJharkhend; KAKamabka; KE-Kerab; MP-hbdhya M e s h ;  MH-MaharaJhta; MNManipur: 
MGMeghabya; MZ-Mboram, NG-Nagabnd; OR-Ofissa, PD-Pondicheny; PKPunjab; W-RajasIbn; SKSikkim; TKTamil Nadu; TR-Tnpura; 
UPUltaf Ptadesh; URUttaanchal: WBW& Bengal 

Note: There i s  a seasonal variation in the case detection with frrst and second quarter being lower and third and 
fourth being higher. 
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Annex 14: Incentives and Enablers for Improved DOTS Performance 
INDIA: Second National Tuberculosis Control Program 

14.1 
DOTS and case detection through a variety o f  incentives and enablers provided for TB patients 
and DOTS providers. Since 2001, an international team with participation from USAID, STOP 
TB and IDA has attempted to look at the design, feasibility, effectiveness, and impact o f  
incentives and enablers. The findings presented here are based on evidence gathered from: a 
literature review, an ongoing survey o f  global experiences, motivations mapping workshops 
conducted in three countries, technical assistance to the development o f  operations research (OR) 
studies o f  incentives and enablers, workshops on incentives and enablers held in global forums, 
and ongoing dialogue with country-level TB control programs and projects. 

Many TB programs throughout the wor ld are seeking to improve patient adherence to 

14.2 A range o f  variables affect the ability and motivation o f  stakeholders at all levels to 
engage in the DOTS approach. These variables include norms and knowledge, fimctional inputs, 
financial interests, social interests, and regulatory/management fiameworks. 

14.3 Incentives exist for al l  stakeholders, whether intended or unintended, and some may 
create motivations that may not h l l y  support the objectives o f  TB control. Well-designed 
incentives and enablers schemes can overcome motivational barriers that may interfere With 
individual stakeholders’ contributions to TB control goals. Disabling and de-motivating factors 
may disproportionately affect the poor and otherwise marginalized patients or providers. I t  i s  
important that a well-functioning DOTS program is already in place, and that health systems 
strengthening interventions are not bypassed in favor o f  incentives and enablers. No set o f  
incentives and enablers is l ikely to be appropriate, feasible, and/or effective across al l  countries 
or programs. Those schemes adopted should depend heavily on the underlying socioeconomic, 
health system, and DOTS expansion context. 

14.4 
implemented to increase treatment adherence; some were designed to target hard-to-reach 
populations. Increasingly, case detection i s  becoming the focus o f  incentives and enablers as 
treatment adherence levels reach the global target. A range o f  incentives and enablers schemes 
are being used, which may target patients or  providers (e.g., public or private health workers at 
al l  levels, D O T  providers, lab technicians), in some cases, programs combine patient and 
provider schemes. Importantly, many o f  the schemes in use are non-monetary, even for 
providers, both public and private. Both patient and provider schemes are most often based on 
performance. 

Globally, a wide variety o f  incentives and enablers schemes are in use. Most have been 

14 5 ExDerience and evidence. Overall, evaluation o f  ongoing incentives and enablers 
schemes has been insufficient. Most o f  the evidence available i s  anecdotal or based on program 
data that measures performance improvements in incentives and enablers areas overall, Without 
the capacity to separately measure incremental benefits o f  using incentives and enablers. 
However, i t must be pointed out that incentives were perceived to contribute to improved 
performance by nearly al l  programs implementing such schemes, whether they were monetary or  
non-monetary, or for patient or providers. There is sufficient evidence to suggest potential roles 
for incentives and enablers in improving various aspects o f  TB program performance, and to 
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identify the relevance o f  incentives and enablers to particular DOTS expansion strategies. Key 
findings most relevant to the proposed activities o f  the RNTCP Phase 11 are presented below. 

14.6 
to measurable performance improvements are more effective than unlinked measures. 
Improvements in core DOTS practice and health system functioning are themselves seen as 
critical enablers and motivators for both providers and patients. Data fkorn 50 schemes in 25 
countries show associations between patient I&E schemes and improved treatment adherence; 
between provider incentives and enablers schemes and increased case detection; and between 
DOTS-strengthening interventions and improvements in both outcomes. 

Documented experiences indicate that incentives and enablers which are directly linked 

14.7 Most incentives and enablers for providers are aimed at increasing capacity and 
willingness to seek out and serve patients beyond traditional DOTS clinics and are often linked 
to explicit performance measures. Providing incentives for the community health worker is the 
most common type o f  provider-targeted scheme. Rewards may be based upon referrals, 
diagnosis o f  sputum-positive patients, or  cured patienutreatment completion, depending on the 
b c t i o n  o f  the community worker. PPM experiences demonstrate that non-monetary, non- 
material rewards can also serve as powerful incentives for private providers; networking, 
recognition, and certification can motivate PPs to provide or link with DOTS programs. Scheme 
design must ensure that the objective o f  the incentive or enabler is clear to patients, providers 
and program managers. The choice o f  beneficiaries also must be carefully thought out, as it can 
affect scheme success. Needs-based assessments prior to implementation were shown to be 
usehl  for identifying both target groups and the most appropriate type o f  incentive or enabler. 
There are significant management and administration requirements for al l  incentives and 
enablers schemes, especially for food support, and in particular for preventing and/or controlling 
for unintended perverse effects. 

14.8 The RNTCP II offers several opportunities to apply lessons learned from global 
experiences o f  using incentives and enablers to improve TB program performance. The 
strongest global evidence to date suggests that the impact o f  incentives and enablers i s  greatest 
if: 

0 Lncentives are linked directly to performance, for either patients or providers 
0 Schemes build on ongoing health systems and DOTS strengthening initiatives 
0 Scheme evaluations are designed to provide solid evidence for scaling up decisions 
0 Several stakeholders are linked through the scheme to take advantage o f  any potential 

synergies: e.g., patient; public and private DOTS providers; RNTCP managers. 

14.9 
elements in order to maximize their potential impact. Among the variety o f  challenges that the 
RNTCP II proposes to address, five identified strategies present good opportunities to include 
some form o f  incentives and enablers: 

The proposals to include incentives and enablers in the RNTCP 11 incorporate these 

0 Increasing urban DOTS effectiveness 
0 ExpandingPPM 
0 Targeting hard-to-reach populations 
0 Strengthening the performance of weak states/districts 
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0 Greater involvement of  medical colleges and operations research 

Private 

14.10 Increasing urban DOTS effectiveness is an area where incentives and enablers can be 
used to potentially great effect, to improve program performance. A comprehensive urban 
DOTS strategy that includes incentives and enablers for patients and providers could also 
address three other key areas: expanding PPM in urban areas, targeting the hard-to-reach urban 
poor and homeless, and strengthening the performance o f  municipalities (Figure 1). The strategy 
to improve urban DOTS effectiveness could first be tried as an operations research study, 
managed by one o f  the medical colleges. 

resident 

Figure 1. Potential Roles of Incentives and Enablers in Improving Urban DOTS Effectiveness 

Plus: 
*Incentive to TB 
supervisors for 
defaulter tracing 

*Performance reward to 
municipality 

I 

partner T 
I 

DOTS I 
center I microscopy TB patient 

t 

Incentive to show 

14.1 1 In addition, RNTCP II offers several other opportunities to implement incentives and 
enablers to strengthen overall DOTS performance (Table 1). Incentives and enablers could be 
effective for targeting tribal populations. In addition to providing incentives to NGOs or private 
providers to cover tribal areas (as part o f  PPM expansion), which i s  already being considered, 
provider incentives to districts based on case detection among the SC/ST (scheduled 
caste/schedule tribe) population and patient incentives, such as transport subsidies, to suspects 
and patients f?om tribal populations, could also be considered. 
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14.12 Budget allocation to states and districts could be partially tied to performance 
achievements as an incentive, for example, a fixed amount per cured patient could be distributed 
between district and state, which they could use as they see fit for DOTS activities. Other forms 
o f  reward, such as sponsorship to attend workshops or training; hiring o f  consultants to conduct 
workshops or evaluations; or support to produce papers for publication or presentation at 
conferences may also be effective. The incentives and enablers design could also support PPM 
by tying rewards to increased involvement o f  the non-public sector. Medical colleges should 
take the lead to undertake OR on the impact and cost-effectiveness of  different incentives and 
enablers schemes, to inform decisions to scale up. 

Transport subsidies/ food 
for diagnosis andor for 
registration 

Cash reward upon 
treatment completion 

Patient deposit (returned 
upon treatment 
completion) 

Transport subsidy for 
diagnosis and treatment 

Table 1. Summary of Potential Incentives and Enablers for RNTCP Phase I1 

Payment as per Payment per Payment to municipal- 
current guide- patient ities for cured patienu 
lines completing completed treatment 

Voucher-based Payment based on 
subsidy for Incentives for engagement o f  PPs 
referral o f  (successful) 
suspects defaulter tracing 

treatment 

Contracts/ Payment per Payment to districts 
payment to completed based on performance 
cover tribal treatment improvements 
areas 

Payment or reward based 
on performance 
improvement 

WHAT 

Improving urban 
DOTS 
effectiveness 

Reaching t r i ia l  
populations 

Strengthening TB 
control 
performance 

HOW 
Incentives Incentives 

Managers 
Incentives to to TB Control 

IneentivestoPatients 1 PPsorNGOs 1 I!:oz& 1 
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Annex 15: Program Preparation and Supervision 
INDIA: Second National Tuberculosis Control Program 

Planned Actual 
PCN review June 2004 
Initial PID to PIC June 2004 
Initial ISDS to PIC June 2004 
Appraisal August 2005 April 2005 
Negotiations August 2005 November 8,2005 and 

BoarcVRVP approval August 2006 
Planned date o f  effectiveness 
Planned date o f  mid-term review 
Planned closing date 

July 12,2006 

October 1,2006 

March 30,20 12 

Key institutions responsible for preparation o f  the project: MOHFW, WHO, IDA. 

IDA staf f  and consultants who worked on the project included: 

Name Title Unit 
Birte Holm Sorensen Senior Public Health Specialist SASHD 
Alejandro Welch Information Assistant SASHD 
Anthony D'Souza Management Specialist, Consultant 
Esben Soenderstrup Management and Institutional Consultant 

Hadi Abushakra Chief Counsel LEGMS 

Hugo Dim-Etchevehere Lead Operations Advisor SASHD 
Joan McNeil Senior HIVIAIDS Specialist HDNHE 
Mam Chand Senior Procurement Specialist SARPS 
Maria Elena Anderson Implementation Specialist Consultant 
Men Heleranta Junior Professional Officer WBI 
Mohammad Khalid Khan Program Assistant SASHD 
Mohan Gopalakrishna Senior Financial Management SARFM 

Specialist 

Nira Singh Program Assistant SASHD 
Nga Nguyet Nguyen Senior Economist EASPR 
Peter Berman Lead Economist, Health SASHD 
Philip Beauregard Senior Legal Counsel LEGMS 
Rashmi Sharma Operations Specialist Consultant 
Ruma Tavorath Environment Specialist SASES 
Shellka Arora Legal Assistant LEGMS 
S. Sahu TB Specialist WHO 
Soren Thybo "'€3 Specialist, Consultant 
T u s h  Kanti Ray Social Development Specialist, Danida 
Varalakshmi Vemuru Senior Social Development SASES 

Specialist 
Victoria Francis Communications Specialist Consultant 

Development Specialist, 

Holger Sawert TB Specialist WB/WHO 

M. Uplekar TB Specialist, WHO 
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Bank funds expended to date on project preparation: 

1. Bankresources: US$254,985.19 
2. Trustfunds USS155,511.74 
3. Total: U S S 4  10,496.93 

Estimated Approval and Supexvision costs: 

1. Remaining costs to approval: US$ 50,000 
2. Estimated annual supervision cost: us$loo,ooo 
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Annex 16: Documents in the Program File 
INDIA: Second National Tuberculosis Control Program 

GoIDOCUMENl3 

Revised National Tuberculosis Control Program (RNTCP) Phase II, National Implementation 
Plan 2005, MOHFW, India, draft, January 2005 

Strategic Vision for Tuberculosis Control in India up to 201 5, MOHFW, India, December, 2004 

Strategic Vision for Tuberculosis Control up to 2015 for the States o f  Andaman and Nicobar, 
Andhra Pradesh, Assam, Bihar, Chandigarh, Chhattisgarh, Goa, Gujarat, Maharashtra, Mizoram, 
Tamil Nadu, Tripura, Uttaranchal, Uttar Pradesh, West Bengal., December, 2004 

PROJECT B A C K G R O ~ D  PAPERS 

Options for Developing a Communication Strategy for the Revised National Tuberculosis 
Control Program (RNTCP) Phase 11, India. Victoria Francis, Working Paper, January, 2005. 

Management and Institutional Issues for the Revised National Tuberculosis Control Program 
(RNTCP) Phase 11, India. Tushar Kanti Ray, Esben Sonderstrup, Draft Working Paper, January 
2005 

Incentives and Enablers for Improved DOTS Performance. Sangeeta Mukhejee, Background 
Paper , Management for Science Foundation, January 2005 

EVALUATIONS AND STUDIES 

Joint Tuberculosis Programme Review, World Health Organization Regional Office for South- 
East Asia: New Delhi. Report No. SEA-TB-265,2003. 

Availability of  Anti-TB Drugs in Medical Shops: A Study in Six RNTCP Districts of  Orissa. 
Asian Information Marketing and Social Research: Bhubaneswar. DANTB, 2002. 

Effectiveness o f  Gender Sensitisation Strategies in RNTCP: A Comparative Study in Orissa. 
Indian Institute of  Health Management Research: Jaipur. DANTB, 2002 

Field Supervision in RNTCP: 
Management: Bhubaneswar. DANTB, 2002. 

An Assessment of  the Workload. Xavier Institute o f  

Interaction Meetings under RNTCP: An Assessment New Delhi: New Concept Information 
Systems. DANTB, 2002. 

Low Utilisation of  TB Services by Women: Study in Six Districts o f  Orissa. New Concept 
Information Systems: New Delhi. DANTB, 2002. 
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Impact of National Consultants on Successll Expansion of Effective Tuberculosis Control in 
India. Frieden, T.R and Khatri, G.R International Journal of Tuberculosis and Lung Disease. 
7(9):837-841,2003 

RK Swamy BBDO Advertising Pvt.LtdJCentre for Media Studies. Baseline KAP Study under 
RNTCP Project: New Delhi, 2003 

GoI, 2003, Central Tuberculosis Division, “Accessibility and utilization of RNTCP services by 
ST/SC population ”. 
Singh et. Al., 2002, TB controls, poverty and vulnerability in Delhi, India Tropical Medicine 
and International Health, Vol. 7 No. 8, pp. 693-700. 

RNTCP Documents and Manuals are available on (Webpage: www.tbcindiaorg) 
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Annex 17: Statement of Loans and Credits 
INDIA: Second National Tuberculosis Control Program 

~079708 2006 
~083780 2006 
p o w 1 4  2006 
PO92735 2006 
PO93720 2006 
wnsn 2005 
~077856 2005 
PO75058 2005 
PO94513 2005 
PO73651 2005 
PO73370 2005 

PO84632 2005 
PO84790 2005 
PO84792 2005 
PO86518 2005 
PO73776 2004 
PO73369 2004 
PO78550 2004 
PO55459 2004 

PO79865 2004 
PO82510 2004 
PO50655 2004 

PO76467 2003 
PO75056 2003 
PO73094 2003 
PO72123 2003 
W506.19 2003 
PO67606 2003 
PO71272 2003 
PO50668 2002 

Po50653 2002 
PO72539 2002 
Po40610 2002 
PO50647 2002 
PO74018 2002 

PO69889 2002 
PO71033 2002 

TN Empm & Pov Reduction 
TN urban Ill 
P o w  System Dcvelopmcnt h j c c t  Ill 
NAlP 
Mid-Himalayan (Hp) Watasheds 
Rural Roads Project 
Lucknow-Muzaffarpur National Highway 
TN HEALTH SYSTEMS 
India Tsunami ERC 
DISEASE SURVEILLANCE 
Madhya Radah Water Sector 
Resrmcturin 
Hydrology I1 
MAHAR WSIP 
Assam Agric Competitiveness 
IN SME Financing & Development 
ALLAHABAD BYPASS 
MAHAR RWSS 
Uttar Weshed 
ELEMENTARY EDUCATION 
PROJECT (SSA) 
GEF Biosafety Project 
Kamataka U W S  Improvement Project 

RAJASTHAN HEALTH SYSTEMS 
DEVELOPMENT 
Chan DRPP 
Food & Drugs Capacity Building Project 
AP C o r n  Forest Mgmt 
TechEngg Quality Improvement Project 
TN ROADS 
UP ROADS 
AP RURAL POV REDUCTION 
MUMBAI URBAN TRANSPORT 
PROJECT 
W V A T A K A  RWSS I1 
KER4L.A STATE TRANSPORT 
RAI WSRP 
UP WSRP 
Gujarat Emergency Earthquake 
Reconsmct 
MIZORAM ROADS 
KARN Tank Mgmt 

216.00 
0.00 

300.00 
400.00 

0.00 
0.00 

99.50 
620.00 

0.00 
0.00 
0.00 

394.02 

104.98 
325.00 

0.00 
120.00 
240.00 

0.00 
0.00 
0.00 

0.00 
39.50 
0.00 

0.00 
0.00 
0.00 
0.00 

348.00 
488.00 

0.00 
463.00 

0.00 
255.00 

0.00 
0.00 
0.00 

0.00 
0.00 

Diffcrrmv betweal 
arpfftcdmdMIol 

dirkuvmcn ts Original Amwnt in U S  Milliars 

RojcctID FY Purpase DBRD IDA SF GEF Cmccl. Undisb. Orig. FmRev'd 

PO7%75 2006 KunYunicipalRcfam 0.00 0.00 
120.00 

0.00 
0.00 

200.00 
60.00 

300.00 
0.00 

110.83 
465.00 
68.00 

0.00 

0.00 
0.00 

154.00 
0.00 
0.00 

181.00 
69.62 

500.00 

0.00 
0.00 

89.00 

112.56 
54.03 

108.00 
250.00 

0.00 
0.00 

150.03 
79.00 

151.60 
0.00 

140.00 
149.20 
442.80 

60.00 
98.90 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

1 .00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 

0.00 216.00 0.00 
0.00 110.61 
0.00 283.29 
0.00 400.00 
0.00 200.02 
0.00 56.13 
0.00 280.01 
0.00 524.23 

20.06 83.48 
0.00 393.97 
0.00 63.03 
0.00 371.58 

0.00 104.46 
0.00 293.18 
0.00 142.94 
0.00 19.40 
0.00 176.04 
0.00 145.18 
0.00 64.23 
0.00 98.45 

0.00 0.76 
0.00 29.61 
0.00 78.46 

20.06 88.45 
0.00 45.18 
0.00 57.15 

40.11 167.55 
0.00 271.73 
0.00 355.53 
0.00 54.33 
0.00 377.90 

15.04 85.81 
0.00 138.78 

15.04 86.19 
40.11 103.34 
80.23 149.28 

0.00 34.60 
25.07 61.69 

4.98 
737 
0.00 
0.00 

-2.64 
-26.99 
45.77 

5.1 1 
137.87 
13.07 
32.70 

24.32 
-2 1.48 
11.46 
1.07 

94.44 
12.64 
-2.33 

-105.68 

0.71 
16.60 
32.72 

34.27 
2 1.33 
-5.69 
52.12 
60.77 

154.36 
12.27 

150.21 

54.49 
29.12 
46.93 

102.13 
1 53.74 

10.37 
49.18 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0 .00 
8.63 
0.00 
0.00 
0.00 

0.02 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

-27.10 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

10.22 

0.00 
-5.16 

98 



PO35173 
PO%58 
poios66 
~ 0 5 5 4 5 4  
w7 1244 
~07042 1 

~ 0 3 8 3 ~  
~ 0 5 9 2 ~ 2  
~055455 
~059501 
~050657 

Po67216 

Po49770 
Po45049 
w I 0505 

~ 5 0 6 4 6  
PO09972 

2001 
2001 
2001 
2001 
2001 
2001 
2001 
2001 
2001 
2001 
2000 
2000 
2000 
2000 
2000 
2000 
1999 

POWERGRID 11 
TECHN EDUC nr 
GUJARAT HWYS 
KERAU RWSS 
GldTnmLROdhnproVmrntROjCCl 
W !  HWYS 
KAR WSHD DEVELOPMENT 
RAJ POWER I 
MP DPP 
RAJ DPEP n 
IN-TA for Econ Reform Project 
UP Health Systems Development Project 
REN EGY Il 
AP DPP 
WASTHAN DPP 
NATIONAL HIGHWAYS 111 PROJECT 
UP Sodic Lands 11 

450.00 
0.00 

381.00 
0.00 

589.00 
360.00 

0.00 
180.00 

0.00 
0.00 
0.00 
0.00 

80.00 
0.00 
0.00 

516.00 
0.00 

0.00 
€4.90 
0.00 

65.50 
0.00 
0.00 

100.40 
0.00 

110.10 
74.40 
45.00 

110.00 
50.00 

111.00 
100.48 

0.00 
194.10 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 0.00 
0.00 0.00 
0.00 101.00 
0.00 1227 
0.00 0.00 
0.00 0.00 
0.00 20.06 
0.00 2.02 
0.00 20.06 
0.00 0.00 
0.00 12.03 
0.00 30.09 
0.00 18.00 
0.00 0.00 
0.00 0.00 
0.00 0.00 
0.00 0.00 

43.02 
14.43 
38.76 
18.36 

236.51 
89.32 
52.42 
35.25 
16.35 
27.42 
19.47 
38.32 
41.69 
16.17 
40.76 

168.24 
9.02 

41.29 
1.49 

13921 
1629 

231.85 
62.46 
58.45 
3727 
21.70 
16.99 
26.72 
57.77 
57.98 
6.54 

3 1.42 
168.24 

5.28 

6.08 
-3.83 

110.88 
1.87 
0.00 
0.00 

41.48 
26.11 

-1 1.09 
0.00 
0.8 1 

-0.94 
56.98 
0.00 

25.28 
54.91 
-6.89 

Total: 6,969.00 5.139.45 0.00 1.00 471.25 7,118.08 2.090.76 288.26 

INDIA 
STATEMENT OF IFC’s 

Held and Disbursed Portfolio 
In Mil l ions o f  US Dollars 

Committed Disbursed 

IFC IFC 
FY Approval Company Loan Equity Quasi Partic. Loan Equity Quasi Partic. 

2005 
2006 
2005 
2005 
2002 
2003 
2005 
2003 
2004 
2001 
2003 
2001 
2005 
1984 
2001 
2003 
1990 
1992 
2004 

ADPCL 
AHEL 
AP Paper Mills 
APIDC Biotech 
ATL 
An.  
ATL 
BHF 
BILT 
BTVL 
Balrampur 
Basix Ltd. 
Bhamt Biotech 
B i h r  Sponge 
ccn 
ccn 
CESC 
CESC 
CGL 

40.77 
0.00 
35.00 
0.00 
14.15 
1 .00 
9.69 
10.64 
0.00 
0.72 
12.41 
0.00 
0.00 
5.83 
6.00 
1 S O  
6.81 
9.82 
15.00 

7.00 
5.08 
5.00 
4.00 
0.00 
0.00 
0.00 
0.00 
0.00 
5 .00 
0.00 
3.98 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

10.64 
15.00 
0.00 
0.00 
0.00 
4.50 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
9.36 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
5.75 
0.00 
0.00 

2 1.89 
0.00 

0.00 
0.00 

15.00 
0.00 

14.15 
0.68 
0.00 

10.64 
0.00 
0.72 

12.41 
0.00 
0.00 
5.83 
6.00 
0.59 
6.87 
9.82 
8.00 

0.00 
5.08 
5.00 
1.24 
0.00 
0.00 
0.00 
0.00 
0.00 
5.00 
0.00 
0.98 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

10.64 
15.00 
0.00 
0.00 
0.00 
3.30 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
9.36 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
5.75 
0.00 
0.00 

21.89 
0.00 
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2001 
2002 
2005 
2005 
2003 
2005 
2003 
2006 
200 1 
2006 
1994 
2003 
1998 
2006 
1998 
2005 

2006 
1995 
2006 
1996 
2001 
1992 
2006 
2005 
2005 
2003 
2002 
2003 
200 1 

1996 
1999 
2000 
2001 

2003 
2004 
2003 
200 1 
1997 
2006 
2004 
1995 
2004 
1995 
2004 
2005 
2005 

CMSconpllen 
COSMO 
COSMO 
DCM Shrinm 
DQEL 
Dabur 
Dcwrn 
Fedcnl Bank 
GTF Fact 
GTF Fact 
GVK 
HDFC 
IAAF 
IAL 
IDFC 
IDFC 
IHDC 
IHDC 
I U F S  VC 
Indecomm 
India Direct Fnd 
Indian Seamless 
Indus VC Mgt Co 
JK Paper 
K Mahindra INDIA 
WIT 
U T  
MMFSL 
MSSL 
MahInfra 
Montalvo 
Moser Baa 
M o w  Baa 
Moser Baer 
NIIT-SLP 
Ncvis 
NewPath 
NewPath 
Niko Resources 
Orchid 
Owens Coming 
PSL Limited 
Powerlinks 
Rismcemmt 
RAK India 
Ram Calcining 
Ram Calcining 
Ramky 
Ruchi soya 

0.00 
3.75 
0.00 
30.00 
0.00 
0.00 
10.75 
0.00 
0.00 
0.00 
0.00 
100.00 
0.00 
0.00 
0.00 
50.00 
7.16 
8.15 
0.00 
0.00 
0.00 
6.00 
0.00 
15.00 
22.00 
11.00 
50.00 
8.69 
0.00 
0.00 
0.00 
0.00 
0.00 
12.41 
8.37 
0.00 
0.00 
0.00 
24.44 
0.00 
6.83 
15.00 
75.34 
5.54 
20.00 
0.00 
10.00 
3.86 
10.00 

10.00 
0.00 
3.73 
0.00 
1.50 

14.09 
0.00 

31.50 
1.20 
0.00 
5.00 
0.00 
0.47 
9.86 

10.82 
0.00 
0.00 
0.00 
0.03 
2.57 
1.10 
0.00 
0.01 

11.50 
0.00 
2.50 
0.00 
0.00 
2.29 

10.00 
3.00 
0.82 
8.74 

10.54 
0.00 
4.00 
9.31 
2.79 
0.00 
0.73 
0.00 
5.19 
0.00 
0.00 
0.00 
2.30 
0.00 

10.61 
10.00 

250 
0.00 
0.00 
0.00 
150  
0.00 
0.00 
0.00 
0.00 
0.99 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
7.76 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0 .00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

100.00 
0.00 
0.00 
0.00 

100.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
1 S O  
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
3.75 
0.00 

30.00 
0.00 
0.00 

10.75 
0.00 
0.00 
0.00 
0.00 

100.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
6.00 
0.00 
0.00 

22.00 
4.00 

50.00 
8.69 
0.00 
0.00 
0.00 
0.00 
0.00 

12.41 
0.00 
0.00 
0.00 
0.00 

24.44 
0.00 
6.83 
0.00 

66.24 
5.54 

20.00 
0.00 

10.00 
0.00 
0.00 

0.00 
0.00 
3.73 
0.00 
1 5 0  

14.09 
0.00 

27.43 
1.20 
0.00 
5.00 
0.00 
0.30 
7.70 

10.82 
0.00 
0.00 
0.00 
0.03 
2.57 
0.66 
0.00 
0.0 1 

11.26 
0.00 
0.00 
0.00 
0.00 
2.20 
0.79 
1 .OS 
0.82 
8.14 

10.54 
0.00 
4.00 
8.3 1 
2.49 
0.00 
0.73 
0.00 
4.98 
0.00 
0.00 
0.00 
2.30 
0.00 
0.00 
7.50 

0.00 
0.00 
0.00 
0.00 
150 
0.00 
0.00 
0.00 
0.00 
0.99 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
7.76 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

100.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.E 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
1 SO 
0.00 
0.00 
0.00 
0.00 
0.00 



2001 SBI 50.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 
1997 SREl 321 0.00 0.00 0.00 321 0.00 0.00 0.00 
2000 SREl 7.00 0.00 0.00 0.00 7.00 0.00 0.00 0.00 
1 993 Sara Fund 0.00 3.43 0.00 0.00 0.00 3.43 0.00 0.00 
2004 SaLiar 4.54 0.00 0.00 0.00 4 . 9  0.00 0.00 0.00 
2001 S p Y u K e  0.00 1.90 0.00 0.00 0.00 1.90 0.00 0.00 
2003 SprYuKe 0.00 0.95 0.00 0.00 0.00 0.95 0.00 0.00 
2004 SundrnmFinrnce 44.32 0.00 0.00 0.00 44.32 0.00 0.00 0.00 
2000 Sundanm Horn 0.00 2.18 0.00 0.00 0.00 2.18 0.00 0.00 
2002 Sundanm Home 739 0.00 0.00 0.00 7.39 0.00 0.00 0.00 
1998 TCWlIClCI 0.00 0.80 0.00 0.00 0.00 0.80 0.00 0.00 
2005 n x o  100.00 0.00 0.00 300.00 0.00 0.00 0.00 0.00 
2004 UPL 16.48 0.00 0.00 0.00 16.48 0.00 0.00 0.00 
1996 United Riceland 625 0.00 0.00 0.00 6.25 0.00 0.00 0.00 
2005 United Riceland 8.50 0.00 0.00 0.00 3.00 0.00 0.00 0.00 
2002 Usha Manin 0.00 0.72 0.00 0.00 0.00 0.72 0.00 0.00 
200 I Vysya Bank 0.00 3.66 0.00 0.00 0.00 3 '66 0.00 0.00 
2005 vysya Bank 0.00 3.51 0.00 0.00 0.00 3.51 0.00 0.00 
1997 W N  0.00 0.37 0.00 0.00 0.00 0.37 0.00 0.00 
1997 Waldcn-Mgt India 0.00 0.01 0.00 0.00 0.00 0.01 0.00 0.00 

Total portfolio: 931.38 230.79 42.89 538.50 563.55 175.61 39.19 138.50 

2004 
2000 
2004 
2006 
2001 
2006 
2001 
2004 
2005 
2006 

Approvals Pending Commitment 

company Loan 

CGL 0.01 
APCL 0.01 
CIFCO 0.00 
IDFC B Inc 0.00 
Vysya Bank 0.00 
FederalBank . 0.01 
GI Wind F m  0.01 
Ocean Sparkle 0.00 
Allain Duhangan 0.00 
Lok Microfinance 0.00 

Equity 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

Quasi Partic. 

0.00 
0.00 
0.02 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.10 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

~~ 

Total pending commitment: 0.04 0.00 0.02 0.10 
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Annex 18: Country at a Glance 
INDIA: Second National Tuberculosis Control Program 

POVERTY 8nd SOCIAL 

2004 
India 

PoprlliDn.m&pa (m&m) 1079.7 
GNIperca@a(Afmsrnr(hod,LSS) 630 
CNI (Afba mothod. (SS &Eons) 
Avorage annual growth, to98.04 

Popluion pU 18 
Labor force OQ 10 

Most r o o n t  ostimrfe (Irtrst p a r  ~ l i l 8 b l O .  to98-04) 
P o v ~ ( K o f ~ p u r u b n b w M f b ~ ~ v ~ ~ )  29 
Utmn populatun(Koffofdpop&ion) 29 
Life m u m y a t  M h  @mj 63 
hfant mortality [psr ;WQYve Mha) 62 
Child malrutrition (Kof chWm un&r5) 47 
ACCW to an impovedderwurcr (96ofpopu/Uion) 68 
Litencyp6ofpopu*fionrge 8+) 61 
O o s s  primaryeNoliment p6ofschookagepopbtion) 0 7  

M* m 

6603 

Female 04 

KEY ECONOMIC RATIOS and LONG-TERM TRENDS 
to84 to94 

GDP (USS bJlionsj 206.5 322.6 
Gross capital fonation/GDP 216 23.4 
bpons of goods and serviceslGDP 6.5 a 0  

Gross Mtionai savings/GDP 8.4 26.0 

hterest paynentslGDP 0.5 13 

Gross domestic savings/GDP 18.0 24.0 

Current account halance/GDP -14 -iZ 

TotaldeWGDP 8.5 318 
Total debt s~~vicBIeqwI1s 8.3 28.6 
Present value of debUGDP 
Present value of debUeqwrts 

(avemge annual gromth) 
1984.94 ~ 4 . 0 4  2003 

GDP 5.4 5.0 0.3 
GDP per capita 3 3  4.1 6.7 
bpor ts  ofgoods and services 9.0 0.3 5.0 

South L o r  
Asla Incomo 

w7 
so 
859 

17 
2.1 

29 
e3 
68 
49 
04 
61 

03 
08 
97 

2003 

800.7 
272 

28.9 
32.0 

17 
8.4 
82 
0.6 . 8.7 

87.4 

n.0 

W 
5 0  

t88 

10 
2 2  

31 
Ea 
79 
43 
75 
61 

W 
0 5  
94 

2004 

894.7 
30.1 
8.0 
29.1 
3 14 

-10 
8.8 
n .5  
7.3 

2004 2004-08 

0.5 6.9 
7.0 5.5 

39.3 

Devolopmonf dhmond' 

Gm ss 
may 

c a w  enmlimrnt 

Access + to unpoved water source 

- h d m  --- Lowincomegmup 

Economic ratios' 

Trade 

DomestiC Capital 
savings 

I 1 

Indebtedness 

-hdia Lowincomegmup 

STRUCTURE Of the ECONOMY 
to84 t994 2003 2004 

(%of GDPj 

hdustry 262 27.1 

services 

Household Rnal consumption expenditure 
G e n d  gov9 finalconsumption eqmUiiture 08 D.7 
hpor ts  of goods and services 7.9 D.3 8 .1  210 

Agriculture 352 30.4 

Manufacturing 8 .4  8 .9  

to8444 to94-04 2003 
(average annualgronth) 

7 2  

AgricUltUN 3.4 2.1 D.0 
hdustry 0.3 5.7 7.6 

Manufacturing 0 2  5.5 7.1 
Services 0.7 8.1 82  

Household final consumption expenditure 8.7 5.3 8.9 
G e n d  gov9 final consumption expenditure 4.8 6.0 2.4 9 2  
Gross capital formation 5.0 0.1 8.8 8.0 -Expons -Inports 
hports of poods and services 8.4 no 8.8 419 

Note:2004dataarepreliminaryestimates.~ represents !ndianFiscalYear2004-05,~ich runsfrom April l to  March31 
'Thediamondsshowfour keyindicators inthecountry(inbold)compared~as incOmegroUPavenge.ndataaremissing,IhedamondwiU 

be incomprete. 
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India 

PRICESJndCOYLRIlYEllTfllUHCE 

bomaket&a 
IW-1 
conwwpnsr 
tmmDld GDP &maat 
OonmmVnIhuK. 
(% d COP, ndudss e guts) 
Currant mmnw 
Cunent bw$pt balam 
owmu wrpkrydaliclt 

TRADE 

( U S  mlhI~J 
Total cum (fob) 

T M  
lrOn 
Manufactums 

Total imporh, (ut) 
Food 
Fuel and energy 
capttal poods 

Export price lndax (2044;fOoj 
ImPgtl m e  index (200C=f~Wj 
T e r n  of trade (2ooo=lW) 

BALANCE of PAYMENTS 

( U S  rn/ / IcnS) 
EXpwts Of QoodS and SBMCeS 
ImpOrtS of Roods and servres 
Resource balance 

Net incme 
Net current transfen 

Current account balance 

Fimncing items (net) 
Changes in net meawes 

Memo: 
Reserves including pold ( U S  m//ions) 
Converwon rate (DEC. /ocavVSS) 

EXTERNAL DEBT and RESOURCE FLOWS 

(US rnllions) 
Total debt outstanding and disbursed 

IBRD 
IDA 

Total debt service 
IBRD 
IDA 

CompoJmon of net rescum 
Wlal arants 
rnlalCmditDm 
Pnvate callton 
Forem d~rect investment (net ~nfiaws) 
FomdK, WUdy (net Infiowc) 

WorM Bank DlOQram 
Commrtments 
DlSbUrJementS 
PnnuPal r e m e n f s  
Net Aows 
Interest Payments 
Net bansfem 

1w lser 

4.3 7.6 
7.4 9.7 

.. 1a.o 

.. -3.7 

.. -7.6 

1984 1994 

10,061 26.855 
321 1,126 
4 5 3 9 6 8  

5,614 20.404 
15.715 35.904 
1 , w  1,144 
4,596 5,921) 
2,546 7.838 

103 115 
122 106 
e4 109 

1984 1994 

13.508 32,990 
18,065 41.437 
4.557 6.447 

436 -3.431 
2,496 8.093 

-2.899 -3.785 
2,516 9,526 

383 5,741 

5.952 25.186 
11.9 31.4 

5984 1994 

34,036 102.483 
1.688 11244 
8,545 17,758 
2,973 10,951 

257 1,641 
109 325 

483 418 
1,363 970 
1.895 1,438 

0 9 8 3  
0 3,824 

2.651 2.064 
1,114 1.783 

129 1.062 
985 721 
237 904 
748 -183 

3.7 4.Q 
4.1 4.2 

17.9 19.6 
4.4 4 . 2  
-9.0 -7.9 

m m  
64.723 80.831 

1,329 l S 8  
2,369 4,193 

48,492 58.168 
8 o . m  i i a w  

3.073 3,014 
20,570 29.844 
18279 22.367 

106 107 
loo 101 
107 107 

2003 2004 

89.672 132,157 
98.535 155,657 

-3.972 -3.979 
22,833 20,459 

-8,863 -23,500 

9.998 -7,020 
25.560 35,143 

-35.558 -28,123 

11 1,648 140,076 
48.0 44.9 

2003 2004 

115.277 121.458 
4.126 4.865 

22,351 23,662 
14.469 11,337 
2.079 288 

771 755 

563 589 
2,231 
8,565 
3.420 3,037 

11,356 8.907 

1,600 2.705 
1.717 1.835 
2.468 784 
-751 1,051 
381 259 

-1.133 792 

Ite.m 7 I 

I Current account balance to GDP (x) 

Composition of 2004 debt (US$ rnlll.) i- G 4.819 K4'885 

B: 23.W 

D: 3.572 

F: 62.550 I:) E 21,888 

~ 
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