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‘ Key achievements of RNTCP
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Since implementation
* > 42 million TB suspects examined
« >10.4 million pts placed on treatment
* > 1.85 million lives saved

Achievements in line with the global targets

India is the highest TB burden country accounting more than
one fifth of the global incidence

Global annual incidence = 9.23 million

India annual incidence = 1.96 million
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Source: WHO Geneva; WHO Report 2009: Global Tuberculosis Control; Surveillance, Planning and Financing

‘Chaﬂenges to TB Control

Wide variations in capacity of Health Systems
across the country (Map)

Burden due to TB-HIV Co-infection

Ensuring adherence of treatment for migratory
population

Large and unregulated Private Sector

= Limited availability of new rapid diagnostic
tools, drugs and vaccine

= Drug Resistance
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Global burden of MDR TB*

India is the highest TB

[ 4.000-95%8 >
O 16,000 38,559 burden country with an
B 40,000 - 99,889 estimated 131,000 MDR
W =100000 cases emerging annually
O Modsta
* WHO Global TB Report 2009 ‘!," ]
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Causes of drug resistance

Essentially a man made phenomenon
Inadequate Regimens

o Irrational use

o Inappropriate combinations

o Sub-optimal doses and duration

Inadequate supply or poor quality of drugs
Inadequate drug intake

Drug resistance TB in India

Prevalence of MDR
o India has the highest MDR TB burden in the world

o As per Drug resistance surveys (DRS) done in Gujarat
and Maharashtra (2005-06) prevalence of MDR is

<3% in new TB cases and 12-17% in previously treated cases
though low translates into large absolute numbers

As per WHO estimates 131,000 MDR (56000 detectable
cases) cases emerged in India in 2007

XDR-TB has been reported in India though the
data is limited and non-representative
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RNTCP Response to MDR/XDR-TB

Prevention of drug resistance through sustained high-quality
DOTS implementation

Promote rational use of anti-TB drugs in the country
Improve laboratory capacity: Diagnosing MDR-TB

Effective treatment of MDR-TB patients through
implementation of RNTCP DOTS Plus (Category IV services)

Evaluate the extent of the threat of second-line anti-TB drug
resistance and management of XDR-TB
®
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‘Status of RNTCP Category IV services

National level DOTS-Plus Committee established in 2005 and meeting regularly

Status of RNTCP DOTS Plus

SCWICCS = First MDR-TB suspects enrolled in March 2007 and first MDR patients initiated
treatment in August (Gujarat) and Sept (Maharashtra) 2007

= RNTCP DOTS-Plus Guidelines developed and available from 2006

= Lab status

o RNTCP has 12 (9 Govt + 3 private) laboratories accredited; 5 under accreditation process
= MDR-TB treatment on-going in 9 states with >650 patients on treatment

o Guijarat, Maharashtra, Andhra Pradesh, Kerala, Delhi, Haryana, West Bengal, Tamil Nadu and
Rajasthan

= On-going research into newer more rapid diagnostic tests

RNTCP Culture & DST Labs
(July 2009)

Status and plan- DOTS Plus
(August 2009)
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States with Accredited IRLs

WALs:a %

Intermediate Ref Labs (13Ls): 27
Accredited: 9

Under PT: 5+(1)

Procuring equipment: 13+(1)
Medical colleges/Private labs: 12
Accredited: 2

States with IRLs under Accreditation

States For which C&DST equipments being procured
IRL (Accredited)

IRL (Under Accreditation)

IRL (Equipments being procured)

Med Col / NGO / Private Labs (Accredited)

Med Col / NGO / Private Labs (Under Accreditation)

[ Implementing
[ Planned 2009-10

Preparatory: 4+(3]
% AlINRLS would have solid, liquid and LPA
units. 43 oflabs (including all NRLS) would

extress DO

R LPxunts Ao 7 AL woutdnae | % Med Col/ NGO  Private Labs (Preparatory) Iy :
LPA units. Out of which 20 IRLs vill have National Reference Labs © KER o
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Patient flow under DOTS Plus

sample sent to laboratory for

MDR TB Suspect identified and
diagnosis

Programmatic management

of MDR TB

[ Patient diagnosed as MDR TB ]

Site for evaluation and initiation
of treatment

!

Patient discharged to home district
for daily ambulatory DOT

[ Patient referred to DOTS PLUS J

+ Physical evaluation monthly during IP and Quarterly during CP

Follow up Protocol
+ Smear and Culture monthly during IP and Quarterly during CP
+ KFT and other investigations at regular intervals

RNTCP DOTS Plus Vision ......

= By 2010, RNTCP Category IV services introduced in all states
s with complete geographical coverage by 2012
DOTS Plus Vision .
= By 2012, access to laboratory based quality assured MDR-TB
diagnosis and treatment for
o all smear positive re-treatment TB cases and

o new cases who have failed an initial first-line drug treatment

= By 2015, access to MDR-TB diagnosis and treatment for all
smear positive TB (new and re-treatment) cases registered
under RNTCP

= RNTCP plans to initiate at least 30,000 MDR cases on
treatment annually by 2012-13
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Multi-year plan for patients to be tested for MDR-TB and Strategies for achieving the vision
number of MDR-TB cases to be detected

= Enhancing the laboratory capacity

100% T T 160,000

= . .

Q 90% 1 1 140,000 0 ~ 43 laboratory units to be established

2 80% T 1 120.000 o Introduction of rapid diagnostics

2 70% +

E’ 0% | 1 100,000 = Molecular DST and liquid culture system

©

;’ 50% + + 80,000 a Purchase services from private/NGO laboratories

1)

g A0%T 1 60,000 = Scaling up treatment services

@ 30% +

S oot T 40,000 o Identification of DOTS Plus sites (~120 sites)

by

g 10% + T 20000 o Uninterrupted supply of adequate quality assured second line

0% 0 drugs
2009 2010 2011 2012 2013 2014
_ a Provision for daily DOT
—&— Patients tested for MDR-TB —4— MDR-TB detected
*Based on RNTCP 2012 goal of MDR diagnosis for all S+ retreatment patients. I
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Ensuring quality DOTS services
= Administrative Commitment
Challenges mn achlevmg thC o TB programme perceived as a vertical programme
. . = Involvement of general health system staff is poor
vision

o TB programme is not given priority during review
meetings

o Restricted administrative and financial powers of the
programme managers in some states/districts

= Vacancies of key staff

= Suboptimal involvement of NGOs and Private
practitioners
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‘ Challenges in diagnosis of MDR TB...

Delay in establishment of accredited state level
laboratories due to administrative reasons
Sub-optimal functioning of the accredited labs
o Non-availability of trained manpower
= Dedicated regular staff in addition to the contractual posts
o Uninterrupted power supply
Diagnostic delay with conventional method (3-4 months
turn around time)

Special requirements for introduction of newer rapid
diagnostics- laboratory infrastructure and training
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| Support required .....

Expedite the establishment of accredited culture and
DST facility in the State

Constitution of the State DOTS Plus Committee and
formulation of action plan

Ensuring initiation and scale up of DOTS Plus services
as per the time lines

o Achieve complete geographical coverage by 2012
Ensure treatment adherence
Ensure DOTS Plus does not compromise DOTS

o Regular Supervision and Monitoring from the highest level
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‘ Treatment Challenges

Long duration of treatment (24-27 months) with second line drugs
o Toxic, expensive (~2,000 $ per patient course) and short shelf life
Treatment given under daily ambulatory DOT
o Including 6-9 months of injectables
Availability of DOTS Plus sites (1 per 10 million population)
o Tertiary care centres with dedicated in-patient facility
o Trained manpower and facilities for
= undertaking pre-treatment assessment which include special tests

. management of severe adverse reactions
Extensive training, supervision and monitoring needed at all levels
Ensuring treatment adherence
o Regular and intensive counseling of patients and family members
o Timely retrieval of treatment interrupters
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‘Infection control

= Challenges
o Infection control considered synonymous with waste management
o Lack of National guidelines on Airborne Infection control in context of TB
o Overcrowding/lack of space at health facilities

o Lack of awareness and commitment of hospital administrators

= Steps taken by RNTCP
o National Airborne Infection Control Committee constituted
o “National guidelines for airborne infection control” under development

o Provision of support to upgrade IC measures at DOTS-Plus sites and
IRLs

o Collaboration with NACP to ensure infection control measures at ICTCs
and ART centres

o Encouraging Medical Colleges (through Task Force mechanism) to
develop and implement infection control measures |
0TS
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‘SLD market in India estimated at
USD $8M

Value Sales of SLDs*

2d line drugs
Led by Macleods

1 (#1) and Lupin (#2)
w 8 Mainly a private
5 sector market
= Growth between
E 2005 and 2006
Q 4 8.4 .
g driven by an
) increased use of
fluoroquinolones
[ s
2004 2005 2006
ot ot st ot 1 o anigs thes oy b e o e estment ofpatints (Go Back)

Source: ORG-IMS stockist data; RNTCP 2006 Annual Report; Interviews

Promoting Rational use of anti TB drugs

= Situation
o In 2006, 75% of FLDs and almost 100% of SLDs were sold and
used outside of RNTCP (link)
= Challenges
o Large unregulated private sector
o Conflict of Interest
o Easy availability of anti TB drugs
= Steps taken by RNTCP

o “Chennai Consensus Statement on the Management of MDR-TB outside of
RNTCP" developed and disseminated

o IMA on behalf of RNTCP interacting with MCI for guidelines to all healthcare
providers on rational use of anti TB drugs

o Interactions with office of DCGI to draft guidelines for the regulation of anti TB

drugs
“‘?f.’:.,li

o Encouraging additional manufacturers for pre-qualification
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Countries that had reported at least one 1 a—
XDR-TB case by September 2009 ek gty | RRY
.

Amgentina  Burkina Faso  Georgia' Kenpa Hepal Qatar Swailand

Amenia  Canada Germany Latvia Netherlands Republic of Korea  Swedkn
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New Smear Positive Cure Rate by district
Case Detection Rate (First Quarter, 2009)  (First Quarter, 2008)

RNTCP Culture & DST Labs
(August 2009)
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States with Accredited IRLs

States with IRLS under Accreditation

States For which C&DST equipments being procured
IRL (Accredited)

IRL (Under Accreditation)

IRL (Equipments being procured)
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Intermediate Ref Labs (IRLS): 27 &
Accredited: 9
Under PT: 5+(1)

Procuring equipment: 13+(1)
Medical colleges/Private labs: 12
Accredited: 2

Under PT: 6

50% - 69.9%

Preparatory: 4+(3)
30% —49.9% . 1 NRL woul v sl iguidand LPA Med Col / NGO/ Private Labs (Accredited)
<30% units. 43 of labs including all NRLS) would Med Col / NGO / Private Labs (Under Accreditation)
P o have LPA units. Al the 27 IRLS would have Med Col / NGO / Private Labs (Preparatory)
X by LPA units, Out of which 20 IRL will have -,
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