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ACRONYMS
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COVID-19 Coronavirus Disease
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DOT Direct Observation of Treatment
DR-TB Drug-Resistant Tuberculosis
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EXECUTIVE SUMMARY

PROJECT OVERVIEW

The MSF-OCB Mumbai Project aims to improve outcomes of patients with DRTB within targeted
areas/facilities within Mumbai, India, working in collaboration with the Public Health Department of
Greater Mumbai and the National TB programme. By providing DRTB patients with appropriate
treatment and support, the project aimed to reduce DRTB-related mortality and morbidity. Through
these interventions, the project ultimately aimed to demonstrate an effective and replicable model of
care for DRTB patients which would influence relevant policies at national and global level, and thus
achieve improved results for patients within and beyond the project area.

EVALUATION PURPOSE, APPROACH AND METHODOLOGY

The evaluation focused on reviewing the Project’s relevance and appropriateness, coordination,
efficiency, effectiveness and sustainability, all within the context of the extent to which the Project
contributed to policy change. The evaluation utilised mixed methods, and primary and secondary data
collection. The evidence base is summarised below:

EVIDENCE-BASE FOR EVALUATION:

39 Interview/ Focus Group Participants 135 Documents Reviewed
= 16 MSF India based stakeholders (current/former) = 50 MSF documents
= 6 MSF stakeholders based outside India = 9 Gol documents
* 9 Government of India & affiliated organisations = 24 WHO documents

= 3 WHO stakeholders
= 5 NGOs/ CSOs, Academic/ research organisations

Findings and conclusions were presented to MSF and used as the basis to jointly identify actionable
recommendations for any future phases of the Project.

FINDINGS

Given the Project’s overall objective to influence policies in India in beyond, we outline below the key
findings under effectiveness, which relate to the extent of the Project’s success in this area:
= The Project’s operational research activities directly influenced five WHO publications and
indirectly influenced four Gol guidelines around the use of new drugs in children and the use of
bedaquiline and delamanid in combination.
= The Project’s contribution to the 2020 WHO DRTB treatment guidelines was significant, as
patients from the Mumbai project comprised more than half of the cohort used by WHO to inform
the use of bedaquiline and delamanid in combination.
= The significance of the Project’s contribution to other WHO guidelines could not be established,
but it did not appear to directly influence any Gol guidelines
=  Stakeholders felt the Project could have done more to actively advocate for priority
interventions at both a national and international level, and thus the Project’s contribution was
not as significant or catalytic as it could have been.

The overall theme which reappeared across each of the evaluation criteria was the limitations of the
Project’s advocacy approach, and the impact which this had on Project results as a whole.
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CONCLUSIONS AND RECOMMENDATIONS

Evaluation conclusions were cross-cutting and are framed below against the evaluation criteria, with
the related recommendation. We have indicated which criteria apply using the following coding:

n Relevance Coordination a Effectiveness a Efficiency Sustainability

Recommendation 1:
Build on the Project’s
adaptability

Recommendation 2:
Develop a more strategic
approach to advocacy

Recommendation 3:
Ensure a balanced Model of
Care

Recommendation 4:
Develop more strategic
partnerships

The Project’s strategy and interventions were seen as
highly relevant and adaptive to the TB context in Mumbai,
to MSF’s experience and expertise, and to the overall
objective to influence DR-TB policy.

Build on the Project’s adaptability by making it an explicit part of
future strategies; and ensure that robust M&E systems are in place
to support timely adaptation by capturing contextual changes and

preliminary results.

The approach to influencing policy was pragmatic rather
than strategic. There were missed opportunities to identify
and prioritize the guidelines being targeted and the
stakeholders that could support influencing of those

gquidelines.

0o

Utilise a more strategic approach to advocacy through a process
which includes regularly updated stakeholder mapping, prioritisation
of policy interventions in line with MSF’s expertise and experience,

and updated plans.

The advocacy approach was dependent on demonstration
of an effective and replicable model of care. The model of
care was effective, but its ability to drive policy change
was constrained by its complexity, limited replicability and
thus lack of sustainability.

E
R

S

Regularly review the Model of Care to ensure that it considers the
wider health system context in order to strike the right balance
between providing an evidence base for new interventions, while
demonstrating affordability, replicability and thus sustainability.

There were missed opportunities to build relationships with
other key internal and external stakeholders which would
have improved the Project’s ability to advocate for policy
change and improved sustainability

The project directly influenced key WHO DR-TB treatment
policies and thus indirectly influenced DR-TB policies in
India and beyond, but there were missed opportunities to
improve the catalytic effect through improved advocacy
and collaboration with others.

Forge new and leverage existing partnerships with government-
affiliated institutes such as NITRD in order to magnify MSF’s reach

and influence and counteract the limitations of limited
organisational size and government mistrust of NGOs
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The lack of focus on efficiency and sustainability in the
O ON 6 Project resulted in unintended consequences and affected
overall Project results.

Embed sustainability and efficiency in the project through ensuring
transparency and effective communications over HR and strategic
and operational decisions. In the longer term, outline the relative
cost-benefit of different interventions, and ensure a timebound exit
strategy is in place

Recommendation 5:
Embed efficiency and
sustainability in the Project
design
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INTRODUCTION

TUBERCULOSIS IN INDIA AND MUMBAT!

India has the highest burden of tuberculosis (TB) and multi-drug resistant TB in the world with an
estimated 2.6 million people with TB and 124,000 people with drug-resistant (DR-TB) or multi-drug
resistant TB (MDR-TB) in 2019. It is estimated that 436,000 people died of TB in 2018, but only around
66,000 MDR-TB cases were diagnosed. This indicates that there are large numbers of people with
undiagnosed MDR-TB, leading to onward transmission, further aggravated by low treatment success
rates of 49% for MDR/DR-TB cases started on second line treatment. The First National Anti-
Tuberculosis Drug Resistance survey conducted by the Indian Government in collaboration with the
World Health Organization (WHO) and the United States Agency for International Development
(USAID) showed that close to 23% of new cases show resistance to any drug, with MDR-TB detected in
3% of cases, and high levels of resistance to first line drugs among patients previously treated for TB.
Mumbai in particular is a hotspot for TB and DR-TB, with an estimated 45,000 new TB and 4,500-5,000
DR-TB infections annually. High population density, over-crowded housing and inadequate access to
safe water all contribute to the city’s high TB burden.

CHANGES AND CHALLENGES IN THE GLOBAL DR-TB
LANDSCAPE

The global landscape for diagnosis and treatment for DR-TB has seen several changes in recent years.
The 2020 update to the WHO Consolidated Guidelines on Tuberculosis, recommended the use of
bedaquiline in place of the injectable agent in the 9- to 12-month standardized regimen and supported
the use of other bedaquiline-based shorter regimens?. Similarly, there have been advances in TB
diagnostics with more options for rapid molecular tests® replacing sputum smear microscopy, including
in India where cartridge-based nucleic acid amplification tests (CB-NAAT) are widely available.

Challenges though remain in the implementation of new technologies and treatment regimens. More
recently, the WHO has also updated the definitions of TB treatment outcomes as well as the definition
of pre-Extremely Drug Resistant (XDR) and XDR-TB based on the shorter treatment regimen for DR-TB.
In addition to the challenges around poor availability of resources for diagnostics and drugs, there is
often a lack of appropriate psychosocial support and treatment adherence counselling provided to
people with TB, especially people with DR-TB. MDR-TB treatment is long and painful and adverse drug
reactions are common in the treatment, yet many people with DR-TB must go through the treatment
experience all alone without much support.

1 WHO (2020): WHO Global TB Report 2020; Chatterjee S, Poonawala H, Jain Y. (2018): Drug-resistant tuberculosis: is India ready for the
challenge?; Parmar MM et al (2018): Unacceptable treatment outcomes and associated factors among India's initial cohorts of multidrug-
resistant tuberculosis (MDR-TB) patients under the revised national TB control programme (2007-2011): Evidence leading to policy
enhancement; (MSF, 2016 Project Document Mumbai 2016)

2 https://www.who.int/publications/i/item/9789240007048

3 For example, Truenat MTB/MTB Plus, GeneXpert Ultra/XDR module

7(65)




MSF-OCB The Catalytic Role of Mumbai Project with Regards to Policy Changes by Stockholm Evaluation Unit

PROJECT OVERVIEW

The MSF-OCB Mumbai Project aims to improve outcomes of patients with MDR- or XDR-TB within
targeted areas/facilities within Mumbai, working in collaboration with the MCGM (Public Health
Department of Greater Mumbai) and the national TB programme. By providing MDR/XDR-TB patients
in the project area with appropriate treatment and support, the project aims to improve their quality
of life. While these results within the project area are important, the project ultimately aims to
demonstrate an effective and replicable model of care for MDR/XDR-TB patients, that can influence
relevant policies (within MSF and, perhaps most importantly, within other key institutions at local,
regional and national level) and thus reduce morbidity and mortality for patients within and beyond
the project area*. The MSF model of care has several different components:

1. Upfront rapid diagnostics using the GeneXpert platform followed by culture/drug sensitivity
testing to ensure that the person with DR-TB is diagnosed quickly and accurately

2. Providing an individualised treatment regimen to people with DR-TB based on results of DST
and with the utilisation of new/oral drug regimens for improved treatment outcomes

3. Efficient management of co-morbidities and monitoring/management of adverse drug events

4. Providing community outreach, treatment adherence counselling, regular follow-up and
referral services for a more patient centred approach

5. Conducting operational research to inform advocacy for policy change and improvements in
diagnostic and treatment guidelines, which are integrated into clinical activities at the MSF
clinic

Across all of these components, the Project worked in partnership with Government of India and other
key stakeholders. The high-level conceptual framework in Figure 1 captures the Project and its model
of care, and reflects the more detailed Theory of Change developed during inception based on
preliminary document review and an interactive workshop (see later):

Figure 1: MSF Mumbai Project High-Level Conceptual Framework

The M5F Mumbai Project's People-Centred Model

[ iciwveL scrivinzs ] [ oacr |
 Comniry | | | |
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awareness, counselling and tRt el phi T Y TE " Improved DR- | Humii
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- care and support is provided fo SN, Target: guidelines are
CLINICAL DR-TB patients in the project adopted and | —
+ Provide appropriate/ area Relevant tuked:out by
odopted DR-TB diognosis, . | Support from national and national and
counselling, treatment and Evidence-based and people- Mok and other WHO DR-TE glcbal )
support centred model of care for DR-TA key policies and Hokehakden atient
* Support for improved developed, demonstrated and stakeholders guidelines are omfumes and
systems, processes and shared with CS0s, policy- for MSF model updated in More DR-TB quality of life
capacity at project sites makers and cther stakeholders of care is fine with adults and for DRTB
- Provide ?mwl\f and : - 4 strengthened evidence children patients at MSF
appropriate referral/ clinical Improved consensus,/ (guidelines on receive supported sites
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operational research studies opportunities pediatric beyond
including clinical trials MSF Mumbai Project's wark to share counselling
reaches a wider audience and model of care efc)
. Conduc%llr it st [ il viastrategic | -
ikt S i i global evidence base for DR-TB | meetings with
for shorter oral regimens — oy
+ Publish and actively Findings from pilats and stakehalders
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operational research and info model of care at MSF clinic | etg)
pilots |I |

4 (MSF, 2016 Project Document Mumbai 2016).
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EVALUATION PURPOSE AND SCOPE

The evaluation covers the period January 2016 — December 2020, although it should be noted that
MSF started working in Mumbai prior to 2016 and continue to work in the area.

The evaluation purpose as outlined in the ToR was “to document how catalytic (leading to change) the
DRTB intervention in Mumbai is, and determine its relative value or significance in terms of achieving
policy changes”. From the ToR, document review and discussions held during the inception period, it
was identified that while the focus of the evaluation is on the extent to which the project has achieved
results related to policy change, there is a need to simultaneously understand the effectiveness of the
Project’s DRTB model of care, as policy outcomes are heavily dependent on success in this area. In line
with this, the objectives of the evaluation from the ToR and an overview of how they have been
addressed are as follows:

= To systematically describe the DR-TB project approach (the strategy, the model, and activities) and
catalytic dimension and the expected outcomes
o This was completed during the inception phase of the evaluation through the co-creation of a
Project Theory of Change (See Annex 2)
= To evaluate results achieved in terms of policy changes and identify potential lessons learnt
o Addressed through the findings, conclusions and recommendations presented in this report

The evaluation focuses on reviewing its relevance and appropriateness, coordination, efficiency,
effectiveness, impact and sustainability, all within the context of to the extent to which the Project has
contributed to the central intermediate outcome around policy change (see Figure 1). The evaluation
seeks to provide clear evidence of what worked and under what circumstances and identify which
elements should be continued and replicated. MSF® plans to utilise the findings and recommendations
from the evaluation to inform future decisions and potential adaptations of the project. The complete
ToRs of this evaluation are available as annex in this report, in Annex 1.

METHODOLOGY

In order to answer the evaluation criteria of relevance, coordination, efficiency, effectiveness and
sustainability, the evaluation is theory-based, built around testing the Project’s Theory of Change
(ToC)® (see Annex 2), which lays out and unpacks the relationship between activities, outputs and
outcomes of the MSF Mumbai Project. The ToC was developed in collaboration with MSF during the
inception phase of the evaluation, to ensure that it was a fair reflection of the Project’s logic, with
sufficient detail for use as the basis for evaluative judgement. Prior to this, while the Mumbai Project
did have logframes in place, there was no over-arching Theory of Change which outlined how change
was expected to happen or the assumptions under-pinning the expected changes from activities to
outputs, outcomes and impact/objective.

The evaluation utilised mixed methods, including primary and secondary data collection and a range
of quantitative and qualitative analysis methods.

A set of reframed evaluation questions (EQs) under each of the above evaluation criteria were utilised,
with data collection and analysis framed against the evaluation questions. From these evaluation

5 Operational management (Project, Mission, Cell) and technical staff within the support departments
6 Which was developed collaboratively with the MSF team during the inception period of the evaluation
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questions, a full evaluation framework was developed, outlining the analytical methods and judgement
criteria for each of the EQs (see Annex 3).

DATA COLLECTION

The main data collection methods included secondary document review of MSF and wider stakeholder
documentation, and key informant interviews (KllIs), with a small number of focus group discussions
(FGDs). Secondary documentation was sourced from MSF (for internal documents particularly) and
also independently by the consultants. A full list of documents reviewed can be found in Annex 4.
Sampling of key informants for interviews was purposive, based on review of a list of stakeholders
provided by MSF to include a suitably broad cross-section of stakeholders, and some use of
‘snowballing’, whereby initial informants suggested other potential informants and to be contacted. A
list of key informants can be found in Annex 5. Interviews and focus group discussions were conducted
with the aid of a semi-structured interview guide, structured around the evaluation criteria, but
tailored for each category of informant. Due to COVID-19 travel restrictions and safety concerns, all
Klls and FGDs were conducted remotely.

SYNTHESIS AND ANALYSIS

Qualitative data was synthesised using a combination of deductive coding against the evaluation
guestions, followed by inductive coding against emerging themes. All findings were triangulated across
sources and stakeholder types, with strength of evidence ratings provided in line with the degree of
triangulation. The primary analytical methods used included standard qualitative analysis and
triangulation; benchmarking of strategies against established good practice; temporal mapping of
changes in Project strategy against wider policy changes; and contribution-inspired analysis to assess
contribution towards the Project’s central policy-related outcome.

ETHICS

The evaluation was conducted within the framework of the SEU Ethical Guidelines’, with the respect
and protection of all participants in mind. All interviewees were selected without discrimination on the
basis or any protected or other key factors, including gender, age, ethnicity, disability, caste, religion,
geographic location, ability, socio-economic status and hard-to-reach groups, and key informants are
representative of the full spectrum of stakeholders involved in the Project. Prior to arranging and
conducting all Klls and FGDs, background information on the evaluation and its scope was shared with
informants, to allow them to make an informed decision about participation and to make it clear that
they were able to withdraw consent at any time. Verbal consent was again obtained at the start of
each interview, and assurances provided on the anonymity and confidentiality of informants’
responses. All the qualitative data was collected directly by consultants without the use of translators.
The qualitative data was manually coded and, where necessary, translated from Hindi by our
consultant who is an Indian national. In order to protect the confidentiality of key informants while
being transparent about the strength of evidence of our findings, we refer to MSF key informants as
either general “MSF staff” where we mean MSF staff from all geographies, “MSF India” for staff based
in India (in Mumbai or Delhi), or “MSF International” for staff based outside of India, rather than
referring to Missions or offices.

7 (MSF-SEU 2020)
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LIMITATIONS

The key limitations were as follows?:

= Potential bias as a result of primary data collection methods: While key informant interviews
(Klls) went ahead smoothly for the most part, conducting interviews remotely did mean that it was
harder to judge where informants may have been providing the answers that they felt we wanted
to hear, i.e. confirmation bias. We consider this limitation minimal however as the findings
presented were well triangulated across stakeholder groups.

= Assessment of Project contribution to key outcomes: Our evaluation methodology proposed the
use of contribution-inspired analysis in order to assess the relative level of contribution by the
Mumbai project to changes in policy outcomes (compared to other stakeholders working in the
same landscape). This was not feasible as most stakeholders felt unable to ascribe any specific or
relative level of contribution from the Project to policy results. Our analysis is instead based on
review of cross-references to MSF research studies.

All of our findings are presented with a Strength of Evidence ranking in Annex 7.

8 Another limitation was that we were unable to talk to representatives of patient groups. As a result we were not able to gather any
immediate feedback on the Project’s support to patients, however as the evaluation is focussed on policy outcomes, this is not considered
a major limitation.
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FINDINGS

RELEVANCE

EQ1: How relevant and appropriate is the Project’s strategy (including advocacy strategy) in

terms of achieving the central policy-related outcome?

- EQL.1: How relevant are the objectives of the Project as outlined in the Project strategy to
achieving the central policy-related outcome?

- EQL.2: Does the Strategy consider established knowledge around how to affect policy
change and catalytic change in general?

Finding 1: Project objectives were broadly relevant to influencing DR-TB policies, but
there were gaps in outlining how these objectives would be achieved.
The Mumbai DR-TB Project outlined the following general and specific objectives®:
= General Objective: To reduce mortality, morbidity and increase quality of life for DR-TB, HIV
and HCV patients at MSF supported locations
= Specific Objectives: DR-TB, HIV and/or HCV patients make use of comprehensive, quality,
patient centred and innovative services at MSF supported locations leading to wider policy and
implementation improvements.

The general objective was highly relevant to the needs of the patients at the time and was based on
MSF’s thorough review and understanding of the DR-TB context within Mumbai at the time the project
was planned, which included stakeholder analysis and preliminary discussions with local and national
government®, The policy-focused specific objective was also seen as relevant, as it was deemed
necessary to demonstrate that the Project’s interventions were successful for them to be adopted into
wider policies.

While these broad objectives were considered relevant, the Project strategy did not clearly outline
how the planned interventions would contribute towards these objectives. Several “expected results”
were outlined at the outset of the Project!!, but there was no explicit Theory of Change (ToC) or
equivalent which laid out how it was expected that these output level results would contribute to
policy change. As a result, there were some critical gaps in the causal logic, especially around how the
Project’s advocacy, clinical and community-based activities were expected to work together to
influence policy?, and an incomplete assessment of the risks and assumptions implicit in the overall
Project strategy. More details on the main gaps in the causal logic in the initial Project strategy are
provided in Annex 6. In our findings under EQ2 and Annex 7 we provide more details of the extent to
which key assumptions in the causal logic held.

Finding 2: The Project strategy addressed two out of three key factors which support
policy change: evidence of the DR-TB problem; and of possible policy solutions to the
problem. It did not however sufficiently address the broader political context.

The Project strategy did not appear to explicitly consider established knowledge around how to affect
policy change but did provide valuable evidence towards two factors which are widely seen as critical
for this to occur: evidence of the extent of the particular problem that existed (DR-TB in Mumbai and

9 (MSF, 2016 Project Document Mumbai 2016)

10 (MSF, 2016 Project Document Mumbai 2016); Klls (MSF staff)

11 (MSF, 2016 Project Document Mumbai 2016)

12 Based on comparison with the ToC developed during the inception phase of the evaluation
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India); and evidence which outlined successful policy interventions that could address the problem?®.
The project provided valuable evidence of the extent of the DR-TB problem in Mumbai, India and
beyond prior to 2016 through its operational research activities'®. This work laid the foundation for the
current Project, and the Project continued to provide evidence of the nature and extent of the problem
from 2016 onwards®. Through the approach of demonstrating an effective model of care, the Project
strategy also laid out how it would share effective policy solutions to the problem that had been
identified?®.

Politically desirable
and technically

feasible, but difficult &
PO"ﬁCCIl to convince voters EffeCTlve
. . about the problem x H .
imperative? policy?

POLICY
WIN Dow Technically

feasible and

Politically
achievable and
publicly popular,
but ineffectivein
achieving
objectives

aligned with
political agenda

Perceived
problem?

Figure 2: Kingdon's Multiple Streams Framework applied to the Project

The Project strategy did not sufficiently outline and address how the broader politics around TB and
health in Indial” would affect the policy objectives®®. The strategy acknowledged a resistance to enter
into “direct conflict with the Department of Health (DoH)* but did not address how this would be
mitigated. The need for stronger political leverage and to foster more strategic alliances to mitigate
the challenges in advocating for policy change was clearly outlined at Mission level?’, but this was not
carried through to the Project level strategy?':

13 We have framed our own analysis within the context of Kingdon’s Multiple Streams Framework, which describes the need for three
streams to converge in order for a policy window to open: the Problem stream, the policy stream and the politics stream.

14 (MSF, 2016 Project Document Mumbai 2016); KlIs - MSF staff; WHO stakeholders; Gol stakeholders

5 bid

16 (MSF, 2016 Project Document Mumbai 2016)

17 The political context incorporates broad national mood around the particular or broader policy issue, the influence of the media or
special interest groups in addition to party politics.

18 Based on application of Kingdon’s framework

19 (MSF, 2016 Project Document Mumbai 2016)

20 |bid

21 (MSF, Country Policy Paper — India 2015 2015)
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“We have] limited political leverage to influence protocols and policy, which is
inherent to Indian context. Advocacy: as a choice mission, contributing to
changes in policy and practice is our objective (mostly in TB), however we aren’t

investing enough time and effort in advocacy to contribute to tangible change”
MSF, Country Policy Paper - India 2015

As a result of the above-described failure to address the political context in its strategy and approach,
the likelihood of achieving the desired policy changes was substantially reduced, as the Project was
reliant on other stakeholders working towards similar objectives who were more actively engaging in
this area.

- EQL3: Does the strategy and approach support adaptive management in line with
contextual changes in the (policy) environment?

Finding 3: The Project continuously adapted in line with the needs of patients on the
ground and the changing policy context, but changes were organic rather than based
on a planned adaptive approach.

The overall and specific objectives and the specific expected results as outlined in the original Project
documentation included a focus on both DR-TB but also HIV and HCV, in line with the needs and gaps
identified by MSF at that time?2. While the original project document clearly outlined the objective to
change key policies in these areas, there was little explicit consideration within Project or wider
Mission level documents of how and when the Project’s objectives and expected results would change
if policy or other key changes to the context took place during implementation?3. Despite this, changes
clearly did take place. For example, the Project’s focus shifted away from HIV as government capacity
increased in that area and towards other areas such as paediatric DR-TB?*, and the expected results of
the Project were adjusted in line with these changes®®. These changes ensured the Project’s ongoing
relevance, but changes appeared to be organic rather than based on any explicit adaptive approach?
outlined in the Project strategy or elsewhere.

EQ2: How relevant and appropriate are the activities and outputs of the project with regards

to leading to key policy-related outcomes and the overall project goal or impact, namely

catalytic changes in policy which lead to improved DRTB outcomes beyond the project area?

- EQ2.1: Is the project aligned with and influencing the most appropriate and relevant
policies (MSF, local, national, international)?

Finding 4: Relevant and appropriate policy gaps were identified in line with MSF’s
capacity and expertise, but there were missed opportunities to prioritize advocacy
activities and potentially advocate for other areas where MSF could have influenced
policy change.

22 (MSF, 2016 Project Document Mumbai 2016); (MSF, Country Policy Paper — India 2015 2015)

2 One exception is an acknowledgement that many HIV activities are dependent on approval of MoUs, and outlines those activities and
expected results would have to be updated if the MoUs do not materialise

24 (MSF, 2016 Report Summary Operations Update 2016); (MSF, 2017 Medical Report final 2017); (MSF, Project monitoring: Mumbai
Q4/Annual Report- 2020 2020) (MSF, Mumbai DR-TB/HIV Project Annual Report 2016 2016) (MSF, Project monitoring: Mumbai 2019
2019); (MSF, Concept note: Model of care for Drug resistant TB decentralization in MEW, proposal for MSF Mumbai project (2017) 2017)

25 (MSF, 2016 Report Summary Operations Update 2016); (MSF, 2017 Medical Report final 2017); (MSF, Project monitoring: Mumbai
Q4/Annual Report- 2020 2020) (MSF, Mumbai DR-TB/HIV Project Annual Report 2016 2016) (MSF, Project monitoring: Mumbai 2019 2019)
(MSF, Project monitoring: Mumbai 2019 2019)

26 Based on for example ongoing monitoring and evaluation and updated needs and gaps analyses
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The key DR-TB policy gaps that were identified at Project initiation included delay in effective diagnosis
due to challenges in drug susceptibility testing, long treatment duration with drugs that had higher
toxicity, lack of interventions specific to paediatric DR-TB and near absence of psychosocial counselling
and treatment adherence support for people with DR-TB?’. WHO guidelines during that time classified
anti-TB drugs into five main groups, based on safety and effectiveness considerations. At around the
same time, two new drugs (bedaquiline and delamanid) were in confirmatory phase 3 trials, having
received accelerated approvals for MDR tuberculosis based on phase 2 data in 2012, and 2014,
respectively®. In such an environment, the Mumbai project was aligned with and influencing the most
relevant policies nationally or globally, which included introducing upfront GeneXpert diagnostics,
new/oral drugs for DR-TB treatment, focus on paediatric DR-TB and psychosocial counselling for
clients. The Project’s planned interventions to address these policy gaps were based on a detailed
analysis of the identified needs, main gaps in DR-TB diagnosis, treatment and care at the time, the
response by other actors, the areas where MSF was best placed to intervene, and all stakeholders
interviewed agreed that the gaps identified were relevant %,

While the policy gaps identified were relevant and appropriate, the Project did not attempt to
influence policy in all of these areas, with advocacy and operational research focussed on specific DR-
TB treatment regimens?. The rationale for focussing on influencing DR-TB treatment rather than the
Project’s other clinical or community interventions was not clear, and some stakeholders felt there
were missed opportunities to prioritize which specific policy gaps advocacy activities should be
influencing®:

“[the Project] needed someone in the Mission, to .. analyse the policies in place to see
what we want to change. This basic step didn’t take place. ..[it’s] not just about
changing treatment [and] opening more clinics. If [we] don’t know policies, we will

end up with something that doesn’t make sense” (MSF staff)
MSF Staff

Due to the focus on advocacy activities related to treatment, several stakeholder groups felt there
were missed opportunities to advocate for other areas where MSF could have influenced policy®!. Key
examples shared included providing data on use of rapid diagnostics; and the importance of
psychological counselling, adherence support and socioeconomic support in improving DR-TB
treatment outcomes.

- EQ2.2: Are the project activities relevant in terms of influencing the desired policy
changes at MSF, local, regional, and national level?

Finding 5: Activities were seen as highly relevant and necessary for improving
treatment outcomes and demonstrating an effective model of care which could
influence wider policy changes.

Clinical and community-based activities were highly relevant in terms of influencing DR-TB treatment
guidelines. MSF clients were people with DR-TB who were failing treatment with the regular two-year
MDR-TB treatment utilising injectables in the public health system. These drugs had severe side effects,
were painful for adults and children and the long duration of treatment meant that psychological

27 (MSF, 2016 Project Document Mumbai 2016)

28 KlIs — MSF India and international staff

29 (MSF, Operational Research Repository DRTB 2011-2021 2021)

30 Klls - MSF India and international staff, WHO, CSO/NGO stakeholders
31 |bid
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counselling and adherence support was crucial®’. Therefore, stakeholders reported that MSF’s
approach in utilising oral drugs with adequate counselling and adherence support was very relevant in
tackling these challenges®.

WHO guidelines on the programmatic management of DR-TB include early diagnosis, effective
treatment, infection control, psychosocial support and palliative and end of life care. MSF activities
were in line with these recommendations and thus relevant. Specifically, the Project implemented
upfront rapid diagnostics combined with second line DST; use of a salvage regimen comprising of
new/oral drugs; infection control demonstrated through the MSF clinic at Govandi; provision of
psychological counselling and treatment adherence support and, to some extent, palliative care and
support. Given that MSF’s approach to influencing policy change was through leading by example, the
activities were necessary to generate data that could contribute towards influencing policy outcomes
in the form of new DR-TB treatment guidelines at the global level.

- EQ2.3: Are activities: a) necessary, and b) sufficient to contribute to project outcomes
and objectives and the intended catalytic change?

Finding 6: Some key gaps were identified in ferms of advocacy activities, which were
seen as overly focused on production and sharing of operational research.

In comparison to other Project interventions, advocacy activities were less relevant. Advocacy in the
project was not based on a situational assessment or felt needs of the clients that MSF Mumbai
supports. While stakeholder mapping and review of power dynamics was done at the start of the
project and reviewed in 20173t was not clear how this was taken forward. Several key organisations,
such as Global Fund, USAID and Bill and Melinda Gates Foundation, were identified but not considered
in the power mapping and appear not to have been engaged with. Highly influential groups, including
the Central TB Division and generic “policy makers” were identified but seen as being “strongly
opposed” to MSF’s work. This appears to have contributed to a decision not to directly lobby or
advocate the government for policy change, due to concerns about government antagonism towards
international NGOs and foreign influence in general and the legal situation. As a result, advocacy
activities focussed on the sharing of operational research at national and international forums and
utilising the voices of patients to indirectly influence the government. As a result, advocacy activities
within India were necessary, but not sufficient, as they did not target or reach many of the key policy
makers or other significant stakeholders within India®>®,

Below are some specific examples of additional advocacy activities suggested by various interviewees

including WHO, NITRD, Mumbai CTO and DFY*’;

= Consultations with the Central TB Division on a regular basis for sharing of activities and outcomes
would have been effective in gaining more acceptance with the MoH

=  Position papers on challenges with managing TB, especially DR-TB in India, would have informed
policy makers and provided a public image for MSF among ‘people who matter’

= Information sessions with parliamentarians would have provided more political support to MSF
locally

32 (WHO, Guidance for national tuberculosis programmes on the management of tuberculosis in children. Second edition 2014) (WHO,
WHO treatment guidelines for drug resistant tuberculosis. 2016 update 2016)

33 Klls — MSF India and international staff; WHO, Gol and affiliated organisations

34 (MSF, Advocacy and Communications strategy 2019 2019); (MSF, Advocacy and Communications strategy 2017 2017)

35 For example, Global Fund

36 Klls — MISF India and International staff; WHO; Gol and affiliated organisations; NGO/CSO stakeholders

37 Klls — MSF India; WHO; Gol and affiliated organisations
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= Briefings for bureaucrats/ministers in preparation for the Moscow Ministerial Conference on TB
in 2017 or the UN High Level Meeting on TB in 2018 could have influenced the country’s
participation

- EQ2.4: What assumptions underpin the intervention logic, and have they been upheld?

Finding 7: Project assumptions mostly held, with the exception of those related to
advocacy, where assumptions were only partially upheld due to a lack of effective
engagement with the key stakeholders starting at the activity level.

As part of the ToC development process during the Inception phase of the evaluation, a list of indicative
assumptions based on document review and preliminary key informant interviews were drafted. A full
qualitative analysis of the extent to which these assumptions held is provided in Annex 7. A majority
of assumptions at the activity to output level held, but at the output to outcome level and beyond
some of the assumptions only partially held. The main area of concern in terms of assumptions was
those related to advocacy, which only partially held from activity level onwards, which had implications
in terms of being able to ascribe the Project’s level of contribution towards outcome level results (See
Limitations and Annex 8).

COORDINATION

EQ3: To what extent does the MSF Project work complement and coordinate their work with
other key stakeholders?
- EQ3.1: How effective is the Project’s coordination with other actors, including wider
MSF, civil society, TB treatment providers and Ministry of Health?
- EQ3.2: How sustainable is the collaboration with other actors?

Finding 8: MSF built successful relationships with institutions linked to the central
government, such as NITRD and WHO, and was effective in influencing the Central TB
Division through these partnerships.

The MSF project’s association with institutions linked to the central government, for example the
National Institute of TB and Respirator Diseases (NITRD), ensured that MSF activities and approaches
were a part of discussions at the central level despite the fact that MSF was not in any of the technical
working groups®®. MSF was sharing its approaches and results with the local WHO office in New Delhi
as well as with the NITRD. These organisations would then provide the MSF related evidence in the
meetings of the technical working group on MDR-TB of which they were a part®.

Finding 9: The Project built an effective partnership with the local government in
Mumbai through the City TB Officer, which supported interventions and thus improved
care and freatment outcomes for DR-TB patients in Mumbai, but this was not
replicated at national level.

MSF also coordinated very well with the Mumbai City TB programme through the office of the City TB
Officer and the District TB Officers. This ensured that; a). some of the approaches from the MSF clinic,
for example infection control measures, were taken on by the TB programme locally; and b). prevented
duplication of efforts through coordination meetings where all actors working on TB in the M East
Ward, which is MSF’s operational area, attended.

38 KlIs — MISF India staff; WHO; Gol and affiliated organisations
39 |bid
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At the national level, there was limited interaction with the Central TB Division, which other partners
saw as a missed opportunity for MSF since it could have helped MSF influence the MoH*. The
government in general is sensitive to NGOs, especially international NGOs with foreign staff, and their
activities and has in the recent past taken steps to monitor their activities, e.g., through making FCRA
regulations more stringent. Therefore, it is wrong to assume that engagement with the government
would have guaranteed acceptance of MISF or changes in policy.

Finding 10: Partnerships with CSOs were limited, with little sharing of practices
especially in counselling and psychosocial support, which could have ensured
continuity of support for patients in the longer term.

MSF partnered with local non-governmental organisations (Foundation for Medical Research and
Doctor’s for You) who were highly appreciative of the work that MSF implemented and saw their
partnership with MSF as an opportunity to learn. MSF also partnered with local private sector actors,
especially for drug susceptibility testing. MSF however failed to share and learn in partnership with the
Tata Institute of Social Sciences (TISS) project that was also providing psychosocial counselling which
was perceived by the government as being more efficient and cost effective and hence replicable.

At the local level there was also a gap in partnering with local civil society and non-governmental
organisations in Mumbai. People with DR-TB undergoing long periods of treatment require long term
support, sometimes even after the person has been cured. Gol and CSO stakeholders felt that local
NGOs/CSOs that implement projects to improve the social and economic situation of poor people,
especially in the area of nutrition and vocational training and support, would have been good partners
for MSF to support so that MSF clients receive long term support*.

Finding 11: There were several missed opportunities to collaborate with advocacy-
focused NGOs, with the MSF Access Campaign, or with other influential stakeholders
such as the Global Fund.

A broad range of stakeholders felt that MSF could have partnered with and supported local/national
activist and advocacy organisations which would then have passed on the responsibility for actions
seen to be anti-government to these organisations/activists that would not be perceived as
controversial®. It was reported that activism by the Access campaign led to mistrust by the Ministry of
Health, which appears to have affected the extent to which the Project subsequently worked with the
Access Campaign and its overall approach towards advocacy®. It was also seen by some as a missed
opportunity that MSF also did not engage with the Global Fund through the Country Coordinating
Mechanism**, or other influential stakeholder referenced in Gol guidelines such as USAID or CHAI®.

EFFECTIVENESS

EQ4: Has the DRTB model of care effectively supported the central policy outcome the project?
- EQ4.1: Does the model of care align with established good practice and latest
evidence?

40 Klls — MSF India staff; WHO; NGO/CSO stakeholders

41 KlIs — Gol and affiliated organisations; NGO/CSO stakeholders

42 Klls - MSF India and international staff; WHO; NGO/CSO stakeholders

4 Klls — MSF India and international staff

4 Klls — MSF India and international staff; WHO

4 (Government of India/Central TB Division, Guidelines on Prevention and Management of TB in PLHIV at ART Centres 2016); (Government
of India/Central TB Division, Guidelines for Programmatic Management of Drug Resistant Tuberculosis in India 2021); (Government of
India/Central TB Division 2021); (Government of India/Central TB Division 2021); (Government of India/Central TB Division 2017)
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- EQ4.2: Have the results, in terms of DR-TB treatment outcomes, supported effective
advocacy for policy change?

Finding 12: The model of care effectively supported changes to relevant DR-TB
guidelines by demonstrating best practice in improving treatment outcomes for
'‘complex’ DR-TB clients and aligned with good practices at that time.

The MSF model of care targeted clients who had failed the old MDR-TB treatment regimen in the public
health system and were thus ‘complex’ DR-TB clients. The components of the model of care included
effective upfront diagnosis using GeneXpert, individualised treatment regimens using new/oral drugs,
adverse drug surveillance and management, community outreach for counselling and adherence
support; operational research and cross-cutting use of partnerships, especially with state actors®.
These are as per good practice outlined in the Companion handbook to the WHO guidelines for the
programmatic management of drug-resistant tuberculosis and now also outlined in the 2021
Guidelines for Programmatic Management of Drug Resistant TB in India®’.

Finding 13: Areas for improvement included improved provision of palliative care and
long-term support to address socio-economic and psychological factors.

Key informants, especially from within MSF and from TISS, outlined areas of improvement in the model
of care. These were palliative care for people on long term treatment for DR-TB as well as people on
DR-TB treatment where the treatment is not effective, including those with co-morbidities and severe
adverse drug reactions. This is substantiated through latest evidence of good practice in palliative care
which requires compassionate care and a psychosocial assessment of people requiring palliative care.
This includes understanding of the diagnosis, information needs, hopes, fears, anticipated loss, social
support system, coping strategies, selfcare activities etc*.

The other area where feedback pointed towards need for improvements was addressing longer term
socioeconomic needs of people on DR-TB treatment. DR-TB treatment can be debilitating and prevent
people from working. This can affect the economic security of the family and in many cases, lead to
loss to follow up. Stigma attached to TB can result in loss of employment and social isolation. In the
longer term, some people have lasting adverse effects of treatment long after treatment has been
successfully completed.

Finding 14: Treatment outcomes were mostly positive, and thus did support advocacy
for policy change.

Treatment outcomes of people on DR-TB treatment at the MSF clinic were generally good and
supported effective advocacy for policy change: Treatment success ranged from 63-78% over the
period 2016-2018, compared to 40-49% in Maharashtra state and 47-54% nationally*. The proportion
of patients lost to follow up (LTFU) was also considerably lower at the MSF clinic, ranging from 0-8%,
compared to 14-19% at state and national level*®. Outcomes in terms of deaths were less clear and
cannot be easily compared as the MSF clinic complicated MDR and XDR TB patients. As a result,
comparing MSF clinic death rates with combined MDR/XDR death rates at national level shows that
the MSF clinic had a slightly higher death rate at 18-23%, whereas it was 14-20% at state level and 15-

46 (MSF, 2016 Project Document Mumbai 2016); Klls (MSF staff)

47 Companion handbook to the WHO guidelines for the programmatic management of drug-resistant tuberculosis. WHO 2014. Available
at: https://apps.who.int/iris/bitstream/handle/10665/130918/9789241548809 eng.pdf

48 (USAID/TB CARE Il Project 2015)

4|t is important to note that comparisons do not take into account a variety of contextual factors, such as the types of patients attending
the MSF clinic versus those that attend government clinics etc. We have only compared figures from the private MSF clinic, as that is where
the use of new regimens was more fully utilised.

%0 (Revised National TB Control Programme, India TB Report 2019 2019); (National Tuberculosis Elimination Programme Annual Report,
India TB Report 2020 2020); (National Tuberculosis Elimination Programme Annual Report, India TB Report 2021 2021); (MSF, Project
monitoring: Mumbai Q4/Annual Report- 2020 2020)
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16% at national level®!. A comparison against XDR patients only however shows that death rates at
state and national level were high at 26-19% and 9-34% respectively®2. Figure 3 and Figure 4 provide a
summary comparison, and full details are shared in Annex 9. Based on these results the treatment

outcomes and thus model of care demonstrated at the MSF clinic can be seen as successful and

contributing to advocacy for policy change as outlined in the Project ToC (Annex 2).
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Figure 3: MSF Clinic Outcomes compared with State and
National Combined MDR and XDR Patient Outcomes
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Figure 4: MSF Clinic Outcomes compared with State and
National XDR Patient Outcomes

51 (Revised National TB Control Programme, India TB Report 2019 2019); (National Tuberculosis Elimination Programme Annual Report,
India TB Report 2020 2020); (National Tuberculosis Elimination Programme Annual Report, India TB Report 2021 2021); (MSF, Project
monitoring: Mumbai Q4/Annual Report- 2020 2020)

52 |bid
%3 1bid
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EQ5: How effective has the Project been in achieving policy-related results?
- EQS5.1: To what extent have project’s policy related results been achieved?
- EQ5.2: How has the MSF Project contributed to these results?

Finding 15: The Project’s operational research activities directly influenced five key
WHO publications and indirectly influenced four key GoI guidelines around the use of
new drugs in children and the use of bedaquiline and delamanid in combination.

Based on analysis of the Mumbai project’s operational research activities, WHO DRTB related
guidelines and Gol DRTB related guidelines over the period 2016-2021, it appears the Project directly
influenced a number of WHO publications, and through these indirectly influenced several key Gol
guidelines, as summarised in Figure 5 and Figure 6°*. This was achieved both through operational
research papers based solely on Project data, and also in some cases through the inclusion of Mumbai
patient datasets in larger metanalyses which then influenced WHO guidelines®.

In addition to the above, the WHO “Guidelines for treatment of drug-susceptible tuberculosis and
patient care: 2017 update” utilized evidence from “Adverse Events among HIV/MDR-TB Co-Infected
Patients Receiving Antiretroviral and Second Line Anti-TB Treatment in Mumbai, India” (2017) but this
does not appear to have been incorporated into any Gol guidelines as yet based on review of
references and citations.

It is important to note (with the exception outlined in Finding 17) that it is not possible to ascribe any
specific or relative level of contribution to these guidelines, as each of the WHO guideline documents
referenced a significant number of other studies in their guidelines in addition to the studies completed
under the Mumbai project.

54 (Government of India/Central TB Division, Guidelines for Programmatic Management of Drug Resistant Tuberculosis in India 2021);
(Government of India/Central TB Division 2021); (Government of India/Central TB Division 2016); (Government of India/Central TB Division
2016); (Government of India/Central TB Division 2018); (Government of India/Central TB Division 2017); (Government of India/Central TB
Division 2019); (Government of India/Central TB Division 2020); (Government of India/Central TB Division 2020); (Government of
India/Central TB Division 2019) (WHO, Compendium of WHO guidelines and associated standards: ensuring optimum delivery of the
cascade of care for patients with tuberculosis. Second edition - June 2018 2018); (WHO, Guidance for national tuberculosis programmes on
the management of tuberculosis in children. Second edition 2014); (WHO, Guidance for the surveillance of drug resistance in tuberculosis.
Sixth edition 2020); (WHO India 2014); (WHO, Recommendation on 36 months isoniazid preventive therapy to adults and adolescents living
with HIV in resource-constrained and high TB- and HIV-prevalence settings. 2015 update 2015); (WHO, Report of the Guideline
Development Group Meeting on the use of bedaquiline in the treatment of multidrug-resistant tuberculosis. A review of available evidence
(2016) 2016) (WHO, The use of bedaquiline in the treatment of multidrug-resistant tuberculosis. Interim policy guidance 2013); (WHO,
Target regimen profiles for TB treatment. Candidates: rifampicin-susceptible, rifampicin-resistant and pan-TB treatment regimens 2016);
(WHO, The use of delamanid in the treatment of multidrug-resistant tuberculosis in children and adolescents. Interim policy guidance
2016); (WHO, The use of delamanid in the treatment of multidrug-resistant tuberculosis. Interim policy guidance 2014); (WHO, WHO
consolidated guidelines on tuberculosis. Module 4: Treatment. Drug-resistant tuberculosis treatment 2020); (WHO, WHO treatment
guidelines for drug resistant tuberculosis. 2016 update. Annexes 4, 5 and 6 2016)

55 (Bisson GP 2020); (Lan Z 2020); (Osman M 2019); (Ahmad N 2018)
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Figure 5: Influence of Project on 2021 GoI guidelines
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Figure 6: Influence of project on 2017-2019 Gol guidelines

Finding 16: The Project’s contribution to the 2020 WHO DRTB treatment guidelines was
significant, as patients from the Mumbai project comprised more than half of the
cohort used by WHO to inform the use of bedaquiline and delamanid in combination.
As outlined in Figure 5, evidence from one of the Project’s operational studies was used in the 2020
WHO consolidated guidelines on tuberculosis, specifically in Module 4 — Drug resistant tuberculosis
treatment®. The guidelines on DRTB treatment presented seven overall recommendations on
treatment regimens for rifampicin-susceptible, isoniazid-resistant TB (Hr-TB) and MDR/RR-TB,

56 (WHO, WHO consolidated guidelines on tuberculosis. Module 4: Treatment. Drug-resistant tuberculosis treatment 2020)
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including all-oral shorter and longer regimens for MDR/RR-TB, monitoring of patients on treatment,
the timing of ART in MDR/RR-TB patients infected with HIV, the use of surgery for patients receiving
MDR-TB treatment, and models of patient support and care®. The Mumbai Project provided evidence
under the section dedicated to longer regimens for multidrug- or rifampicin-resistant tuberculosis.
Specifically, a cohort of 46 patients from the Project from a total intervention population of 84 patients
informed evidence for the use of delamanid and bedaquiline in combination. It is important to note
that this was not the only population or evidence used in the evidence review, and ultimately the
overall evidence available was considered insufficient to make any recommendation on the use of
bedaquiline and delamanid in combination®®>® and thus Gol’s 2021 Guidelines for the management of
DRTB also did not make any recommendation in this area®. Despite this, the Project’s contribution to
this area is still viewed as significant.

Finding 17: The significance of the Project’s contribution to other WHO guidelines
could not be established, but it did not appear to directly influence any Gol guidelines.
MSF stakeholders felt that the Project’s activities had made a significant contribution to several WHO
guidelines, which is reflected in Figures 3-4, as well as some city and/or district level practices®2, With
the exception of the significant contribution outlined in Finding 16 above, it was not possible to
objectively triangulate the significance of these contributions, as WHO and Gol guidelines referenced
a large number of studies and did not detail the relative level of contribution of the various research
studies and stakeholders involved in producing and sharing evidence or advocating for policy change.
While the significance of the Project’s contribution to other WHO guidelines could not established, we
have provided an overview of the reach of Project’s operational research in Annex 90.

There was evidence of the Project’s operational research being shared at national and international
forums, however Gol guidelines did not reference any of these studies®®, and so it would appear that
the Project failed to directly influence any Gol publications®.

Finding 18: Stakeholders felt the Project could have done more to actively advocate
for priority interventions at both a national and international level, and thus that the
Project’s contribution was not as significant or catalytic as it could have been.

The approach to advocacy was seen as constrained and many stakeholders felt that more could have
been done, especially in engaging with national level stakeholders in India®. The key stakeholders are
the Central TB Division, the Secretary Health, the parliamentarian representing the Global TB Caucus
and the Minister of Health. Despite the pioneering work done by MSF Mumbai, which is recognised in
India by the local WHO office, government health officials, NITRD — an autonomous institutions set up

57 |bid

8 As stated in the WHO guidelines: “The data on concurrent use of bedaquiline and delamanid are also sparse (49, 86), and did not allow
for meaningful analysis; hence, there is no formal WHO recommendation on this subject. However, both medicines may be used
concurrently among patients who have limited treatment options, provided that appropriate treatment monitoring (including baseline and
follow-up ECG and electrolyte

monitoring) is in place.”

59 (WHO, WHO consolidated guidelines on tuberculosis. Module 4: Treatment. Drug-resistant tuberculosis treatment 2020)

0 (Government of India/Central TB Division 2021)

61 Such as infection control practices at government clinics within Mumbai, which was confirmed by a Gol stakeholder

62 Klls — MSF India and International staff

63 But did directly reference other research papers in addition to the WHO publications which the Mumbai Project did influence

64 (Government of India/Central TB Division, Guidelines for Programmatic Management of Drug Resistant Tuberculosis in India 2021);
(Government of India/Central TB Division 2021); (Government of India/Central TB Division 2016); (Government of India/Central TB Division
2018); (Government of India/Central TB Division 2017); (Government of India/Central TB Division 2019); (Government of India/Central TB
Division 2020); (Government of India/Central TB Division 2019)

65 Klls — MSF India; MSF international; NGOS/CSOs; Gol and affiliated organisations
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by the government, and other academic and non-state actors®, MSF OCB India was never a part of any
of the technical working groups related to TB in India. This was attributed to the government’s
resistance to partnering with civil society actors and mistrust of foreign NGOs with international staff®’.

- EQ5.3: What factors, internal and external, enabled, or constrained achievement of
results

Finding 19: Key external and internal constraints included government resistance to
NGOs and the Project’s limited advocacy and collaboration with others. Enabling
factors included the widely acknowledged expertise and drive of key Mumbai
project feam members; and the Prime Minister’s ongoing focus on eliminating TB in
India.

Key informants from various stakeholder groups all agreed that direct advocacy by MSF as a foreign
NGO in India is difficult and may create challenges in operating in the country. An example of
government mistrust of foreign NGOs is the recent changes in the Foreign Contributions Regulation
Act (FCRA) under which all NGOs operating in India have to register to receive foreign funds. The
government has restricted payment of all contributions to NGOs in India from foreign sources by
requiring NGOs registered under FCRA to open a bank account in the main branch of the State Bank of
India in New Delhi. Government agencies are similarly reported to be hesitant in including Foreign
NGOs in decision making bodies or technical working groups. However, there are a few local NGOs and
networks that are involved in advocacy with the Ministry of Health on TB, including the Global Coalition
of TB Advocates based in New Delhi. The limitations around advocacy and collaboration are discussed
under other relevant findings.

Enabling factors included the acknowledgement of the expertise and drive within MSF that was able
to provide results in a challenging environment. At the same time, there was growing
acknowledgement of the growing problem of TB in India and in 2018, the Indian Prime Minister Mr
Modi launched the ‘TB Free India’ Campaign at Delhi End TB Summit which aims to end TB in India by
2025. While the achievability of the target can be argued, especially in the changed COVID 19 pandemic
environment, the political will to take action against and prioritise TB is undoubted. At the global level,
there was growing emphasis on the elimination of TB. The End TB Strategy was adopted by the World
Health Assembly in 2014 and this was followed by two high level meetings on tuberculosis: the Moscow
Health Minister’s Conference in 2017 and the UN High Level Meeting on TB in 2018.

- EQS5.4: What could have been done to make the intervention even more effective? (e.g.,
better, timelier results)

Finding 20: There was a consensus that more could have been done to improve the
effectiveness of the Project’s advocacy, for example by improving collaboration with
other key stakeholders in India and beyond to effect policy change more quickly.

As outlined in findings under Coordination, a significant range of stakeholders felt that the Project
could have improved its effectiveness through a more thorough and appropriate approach to advocacy
and collaboration with others®. Some specific suggestions for how the intervention could have been
more effective included®:

= |dentification of all stakeholders and strategizing advocacy activities to target them

66 KlIs - NGOS/CSOs; Gol and affiliated organisations; WHO stakeholders

57 |bid

68 Klls — MSF India and international staff; NGOs/CSOs; Gol and affiliated organisations
% |bid
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= Developing a plan of action to advocate with national and state level government stakeholders
responsible for influencing policy

= Advocacy on areas that were not covered by MSF in its attempts to influence policy (psycho-social
counselling, diagnostics etc)

= Effective information flow within MSF advocacy teams at the local, national and global levels

- EQS5.5: What were the intended and unintended consequences (positive or negative) of
the Project and the approach chosen?

Finding 21: The main unintended consequence of the approach taken was that the
Project was unsuccessful in directly influencing key Gol policies and guidelines as a
result of the limited approach to advocacy.

There was limited evidence on unintended consequences, however one example of a positive
unintended consequence of the large Project team was that during emergencies such as cyclones and
COVID-19, MSF was able to tap into these resources to support the response. Beyond that, as outlined
in previous findings, a wide range of stakeholders felt that the Project had not achieved the level of
results anticipated in the way originally planned due to the limited approach to advocacy and
collaboration with others.”®

EFFICIENCY

EQ6: How efficient is the MSF Mumbai Project?
- EQ6.1: Could the allocated resources (financial, HR, set-up) have been used more
efficiently?

It is important to note that the findings below are based on purely qualitative analysis of key informant
interviews and background documents. This is based on the approach approved during the inception
phase of the evaluation, as it was felt that a quantitative analysis of efficiency and/or cost-effectiveness
was either not appropriate (as the Project was designed catalytic rather than cost-effective, and costs
were high due to the pilot nature of the interventions) and/or not feasible with the time and resources
available for the evaluation.

Finding 22: A reduction in the number of international staff over the course of the
project was seen as positive, but more targeted use of international staff was seen as
necessary in order to improve efficiency.

The number of international staff hired directly under the Project decreased significantly from 2016 to
2020, with six at the start of the Project and three at the end of the Project’*’2 This was reflected
across the Mission and was based on a previous review of the use of international staff. Overall,
international staff represented a very small proportion of the total staff, but often filled key
coordination roles such as that of Project Coordinator and Medical Referent.

The reduction of international staff was seen to have improved efficiency for a number of reasons:
There was sufficient locally available expertise; local staff salaries and allowances were lower; local
staff had more understanding of the culture and context; and using local staff bypassed government
resistance to foreigners which otherwise impacted on MSF’s ability to coordinate and collaborate

70 |bid

71 (MSF, 2017 Medical Report final 2017); (MSF, Mumbai DR-TB/HIV Project Annual Report 2018 2018); (MSF, Project monitoring: Mumbai
Q4/Annual Report- 2020 2020)

72 All international staff were required to leave the country in June 2017 due to political issues, so the number dropped to zero during that
time
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effectively with the government. This was seen as especially relevant in terms of the Project’s ability
to work with government via forums such as technical working groups, where participation of
foreigners or foreign organisations was seen as “politically incorrect”’3.

However, MSF and external stakeholders did see some benefits of utilizing international staff in order
to bring in different perspectives, and to bolster the perception of neutrality and rigor of operational
research.

Finding 23: High staff turnover and poor communications contributed to siloed
working, a perceived lack of transparency, and limited acceptance of divergent
viewpoints.

There was a relatively high staff turnover within the Project, of both national and international staff’?,
which resulted in times when staff had to cover multiple roles, which contributed to poor
communication between different components of the Project and with the Mission’”>. Conversely,
some saw the large number of technical decision makers from different sources (Mumbai/Project level,
Delhi/Mission level, SAMU) with insufficient clarity over who was responsible for making and sharing
key decisions as contributing to poor communication’®:

“Decisions are not taken in a comprehensive manner with all the relevant

people.... this creates issues with harmonization and coherence overall”
MSF India Staff

These issues around poor communication contributed to some perceptions of a lack of transparency
around how key decisions were made, and a limited acceptance of new or divergent viewpoints,
especially around how best to approach the Project’s advocacy objectives”’.

Finding 24: Some stakeholders felt that other interventions could have benefited more
patients for the same overall investment levels, and still influenced key policies.

As outlined earlier, the Project’s Model of Care was complex and included several different
components of community-based and clinical care. Some stakeholders queried how decisions were
made around which interventions would be focused on from a patient care perspective, in the relative
investment levels in the MSF clinic compared to in MEW, and in the focus on treatment compared to
prevention or control activities. Some felt that other initiatives could have improved treatment
outcomes in more people, while still influencing key policy changes. Examples shared included the
possible value in improving community contact tracing in Mumbai considering the level of community
transmission, and the focus on combo treatment relative to other possible interventions’®:

“The [MSF] clinic was not made to be sustainable...but we could have been more
cost-effective and then more resources could have been allocated to MEW, and
they could have received better care... I think we missed an opportunity to get a

majority of patients on oral regimen earlier than when it happened”
MSF Staff

73 Klls — Mumbai and Delhi external stakeholders

74 (MSF, India Field Visit (Angela Uyen — Advocacy) 2018 2018); (MSF, 2017 Medical Report final 2017); (MSF, Mumbai DR-TB/HIV Project
Annual Report 2018 2018); (MSF, Project monitoring: Mumbai Q4/Annual Report- 2020 2020); Klls — MSF India and international staff

75 |bid

76 Klls — Mumbai, Delhi and International MSF staff

77 Klls — MSF India and international staff

78 Klls — MSF India and international staff
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Finding 25: Other examples of how the Project could have been more efficient
included the use of local contractors to conduct outreach activities; and procuring
drugs more cheaply through use of government-approved drug suppliers.

Overall, Project activities were quite resource intense. Most of the budget was spent purchasing drugs,
and at the MSF clinic the ratio of clinicians and counsellors to clients was high compared to the public
health system”. In addition to above findings, other examples of potential efficiency gains included
through utilizing drug suppliers pre-approved by the government rather than exclusively using WHO-
approved suppliers®; and through contracting other respected and established organisations® to
conduct some community outreach activities, such as palliative care and counselling services®?, rather
than using MSF-hired staff8384,

SUSTAINABILITY

EQ7: Are Project results likely to be sustained?
- EQ7.1: Were appropriate sustainability aspects embedded in the Project design and
were risks to sustainability considered?
- EQ7.2: To what extent are the Project results (objectives and impact) likely to continue
after the Project?

Finding 26: Project exit strategies were based on high-risk assumptions, such as the
government’s capacity to take over implementation, and most lacked a defined
timeline.

The Project’s strategy outlined exit criteria for each individual project area, all of which were
dependent on the government’s ability to take over implementation of activities®>®®. There were no
defined timelines for this to occur®’, and these strategies were implicitly based on high-risk
assumptions, such as the government having the human and financial capacity to provide the same
or similar level of care to an increased number of patients.

It was widely felt that these exit strategies were not appropriate if Project sustainability was to be
achieved over any reasonable timeframe. Both MSF staff and wider stakeholders felt that if the
government did not have the resources to implement the changes to policies and take over
interventions, then nothing would be left behind in Mumbai when the Project ended, and that even
with updated policies and guidelines in place, implementation roll-out was likely be slow due to the
sheer size of the country amongst other factors®®:

79 (MSF, 2017 Medical Report final 2017); (MSF, Mumbai DR-TB/HIV Project Annual Report 2018 2018); (MSF, Project monitoring: Mumbai
Q4/Annual Report- 2020 2020);

80 Klls — MSF India staff; Gol and affiliated institution stakeholders

81 Such as nursing homes or other CS0s/NGOs

82 District government stakeholders felt that local NGOs such as TISS provided better quality counselling services despite having fewer
counsellors per patient

8 Who were more expensive in most cases, and seen as less effective at providing patient counselling

84 Klls — MSF India staff; CSO stakeholders

85 At that time, the MSF clinic, KEM and SEWRI

86 (MSF, 2016 Project Document Mumbai 2016)

87 Although the HIV related intervention in KEM was planned to be “short and sweet”, and did end by 2019

88 Klls — MSF India and international; Gol and affiliated organization stakeholders; CSO/NGO stakeholders; WHO stakeholders
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“Hopefully the trial will provide evidence that all shorter oral regimen is the most
efficient way to treat DRTB, otherwise there is no sustainability - the clinic,

patient support, all will disappear if or when the Mumbai Project ends”
MSF India Stakeholder

Finding 27: MSF stakeholders’ views on the importance of sustainability varied, with
several seeing sustainability as an unnecessary goal for catalytic projects, and others
concerned about the lack of Project sustainability.

Some MSF stakeholders felt that at an organizational level MSF did not generally try to embed
sustainability into Projects. This was partly attributed to the organization’s usual focus on short-term
emergency response, combined with a sense that for a Project to be truly catalytic, the aim was to
demonstrate what worked without worrying about costs, and worry about sustainability later®:

“There is a reluctance to say our model is sustainable, as we are heavily
resourced, but we are always working towards simplification.... [we tend to] think

later about how the model can be scalable”
MSF India Stakeholder

Other stakeholders were however concerned by the lack of sustainability and the implications of this
for the future®:

“If we close tomorrow, what are we leaving behind...Yes, we saved lives, but
nothing will change for future patients..there will be nothing left in terms of

change in the health care system”
MSF India Stakeholder

Finding 28: Overall the model of care was considered highly unsustainable, with
limited likelihood of the government being able to replicate it in the foreseeable
future.

Across the board, stakeholders felt that the Project’s model of care was neither cost-effective nor
affordable and would only continue as long as MSF was continued to implement activities®®. This
included treatment using new/oral drugs and patient support activities. While the treatment
guidelines in India have been changed since March 2021 and are now aligned with the WHO updated
guidelines on treatment of drug resistant tuberculosis, there is a shortage of drugs; drugs are available
only through certain hospital and treatment centres and, more importantly, the continuation of
Bedaquiline and Delamanid in combination beyond the recommended 24 weeks, which has shown
good results with MSF clients, was not incorporated into either the revised WHO or Gol guidelines, so
cannot yet be rolled out more widely®2.

89 Klls — MSF International; MSF India

%0 Klls — MSF International, MSF India

91 Klls — MSF International, MSF India, Government of India and affiliated organisations, WHO, CSO/NGO stakeholders

92 (Government of India/Central TB Division 2021); (WHO, WHO consolidated guidelines on tuberculosis. Module 4: Treatment. Drug-
resistant tuberculosis treatment 2020)
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However, while stakeholders felt that quality would likely be compromised to some extent, the
interventions would be sustainable in the longer term if taken over by the government (as opposed to
nonstate actors who would only continue as long as funding is available)®. Several stakeholders felt
that the patient support aspect of the model of care was the least likely to be sustained due to a lack
of human resources within the government to provide counselling services®®, but some suggested that
local NGOs may be able to take over some aspects of this®®,

MSF supported complex clients, who otherwise had no hope, with its unique approach and ensured
that many of them were cured. However, the lack of support to these patients if MSF left the area was
highlighted as a concern®. There were differing opinions on who should take over the services
provided by MSF if or when they chose to leave the Project area. Some favoured a takeover of at least
the diagnostic and treatment services by the public health system while some favoured a handover to
local non state actors able to deliver these services with some training and handholding®. However
several stakeholders noted the risk that any handover would potentially lead to a return to inadequate
services and compromise on quality as the project addresses the very gaps that exist in the system®.

Finding 29: The sustainability of policy results is severely constrained in India
considering the government’s limited resources but is more promising in other
contexts where governments have the resources to implement the guidelines.

As outlined previously, most stakeholders expressed doubts about the Indian government’s ability to
implement the revised DRTB guidelines due to the lack of available resources. However, it was
highlighted that the Project was designed to have a catalytic impact on policies and guidelines and thus
DRTB care beyond India. In this wider context, MSF internal stakeholders felt the prospects for
sustainability were considered more promising, especially in contexts where governments have more
resources to implement the improved guidelines'®:

“If [the] Mumbai Project influenced WHO and they then change guidelines, that
is a big achievement...if we have influenced WHO international guidelines [but
not Government of India guidelines directly] that is okay. There are plenty of
countries that update their guidelines based on WHO, and will use delamanid

and bedaquiline combo after that, this is easy to spot.”
MSF International stakeholder

93 Klls — MSF India, Gol and affiliated organisations; WHO, NGO/CSO stakeholders

9 Klls — MSF India, MSF International, Government of India and affiliated organisations

% Klls — Government of India and affiliated stakeholders

% Although it was not clear whether these NGOs would be able to find ongoing or increased funding to do this
97 KlIs - MSF India, Gol and affiliated organisations; WHO, NGO/CSO stakeholders

% KlIs — Gol and affiliated organisations; WHO, CSO/NGO stakeholders

% |bid

100 K||s — MSF International, MSF India staff

29(65)



MSF-OCB The Catalytic Role of Mumbai Project with Regards to Policy Changes by Stockholm Evaluation Unit

CONCLUSIONS

Our conclusions below are cross-cutting against the evaluation criteria. We have indicated which of
the criteria apply to each criteria using the following coding:

B Relevance Coordination a Effectiveness B Efficiency Sustainability

CONCLUSION The Project’s strategy and interventions were seen as highly relevant and
adaptive to the TB context in Mumbai, to MSF’s experience and expertise,
1 and to the overall objective to influence DR-TB policy.

= The overall Project strategy and interventions were relevant to the context and to the overall
objective. While it was not explicitly planned, a key strength of the Project was its ability to adapt
in line with changes to the context, which supported the ongoing relevance of the interventions.

The approach to influencing policy was pragmatic rather than strategic.

(0{0] N [®IBVEFLOINN There were missed opportunities to identify and prioritize the specific R C
2 guidelines being targeted and the stakeholders that could support

influencing of those guidelines.

= The Project was reluctant to actively and directly advocate or lobby Government of India for policy
change due to the Government’s adversarial relationship with foreign organisations. As a result,
the overall approach to influencing policy was pragmatic and instead of identifying a broader
range of stakeholders that could support its policy targets, instead worked with only a limited
number of key individuals and organisations affiliated with the Government.

The advocacy approach was dependent on the demonstration of an
(o{0) \[&{BUEFIOINE offective and replicable model of care. The model of care was effective,

3 but its ability to drive policy change was constrained by its complexity and
limited replicability and thus lack of sustainability.

=  Prior to the onset of this evaluation, there was no document which clearly defined the Project’s
model of care. As a result, demonstrating and sharing the model of care with key stakeholder was
not possible, and so advocating for scale up and replication was not possible. Furthermore, it was
ultimately seen as too complex and resource intensive and thus not sustainable.

CONCLUSION There were missed opportunities to build relationships with other key
internal and external stakeholders which would have improved the
4 Project’s ability to advocate for policy change and improved sustainability

= The Project did not sufficiently build on the stakeholder mapping which was conducted or build
relationships with the necessary stakeholders’ organisations which could have supported it in
influencing key policies. This contributed to perceptions of a lack of sustainability and did little to
break down barriers with the government.
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The project directly influenced some key WHO DR-TB treatment C
CONCLUSION policies and thus indirectly influenced DR-TB policies in India and

5 beyond, but there were missed opportunities to improve the catalytic
effect through improved advocacy and collaboration with others. E

=  While the Project was successful in influencing some key guidelines in India and beyond, due to
the Project’s constrained approach to advocacy and collaboration with others, the contribution
was not as  significant or as  catalytic as it could have been.

CONCLUSION The lack of focus on efficiency and sustainability in the Project resulted
6 in unintended consequences and affected overall Project results.

= The Project’s decision not to focus on efficiency and sustainability may have appeared pragmatic
due to the intended catalytic nature of the Project, however there were clear tensions between
the desire to be pioneering but simultaneously demonstrate an affordable and replicable model.
This ultimately affected perceptions of the Project’s model of care and thus the Project’s ability
to use it to advocate for policy change.
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RECOMMENDATIONS

As the Mumbai Project continues to operate, we have provided some indicative recommendations as
for the Project specifically, some of which we anticipate will be applicable to the wider India Mission
and catalytic projects more generally. The recommendations below are mapped against the
conclusions and are based on the evaluation team’s insights and expertise combined with input from
the CG during a working session held in early August 2021.

Conclusion 1: The Project’s strategy and interventions were seen as
highly relevant and adaptive to the TB context in Mumbai, to MSF’s
experience and expertise, and to the overall objective to influence DR-
TB policy.
= Recommendation 1: Build on projects adaptability

One of the key strengths of the Project’s approach was its ability to adapt to the
context. MSF should build on this by making it an explicit part of future strategies; and
ensuring that Project monitoring and evaluation systems and processes are robust
enough to capture changes in the context and preliminary project results to support
timely adaptation.

Conclusion 2: The approach to influencing policy was pragmatic rather
than strategic. There were missed opportunities to identify and prioritize
the specific guidelines being targeted and the stakeholders that could
support influencing of those guidelines.

= Recommendation 2: Develop a more strategic approach to advocacy

To improve the required support from key policy makers and those influence them
MSF should utilise a more strategic approach to advocacy. Key steps include mapping
all stakeholders in the policy environment, identifying and prioritising areas that
require policy change, matching MSF’s expertise and experience to focus on specific
areas for change and plan the approaches to advocating for change and influencing
policy, including the role of MSF actors at various levels (local, national, SAMU, Global)
and the effective flow of information.

Suggested resources:
1. ‘TB/MDR-TB Advocacy Tool Kit’ published by the Advocacy Partnership®
2. ‘Advocacy, Communication and Social Mobilisation for TB Control: Collection of
country-level good practices’ 1%

Recommendations 3-5 (of 5) >

101 Available online at: http://www.stoptb.org/ assets/ documents/ global/ awards/ cfcs/tb_mdr%20advocacy%
20tool%20kit.pdf

102 Available online at: http://www.stoptb.org/ assets/documents/resources/publications/acsm/ ACSM final 24
%20Nov.pdf
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Conclusion 3: The advocacy approach was dependent on the
demonstration of an effective and replicable model of care. The model
of care was effective, but its ability to drive policy change was
constrained by its complexity and limited replicability and thus lack of
sustainability.

= Recommendation 3: Ensure a balanced Model of Care

The Project’s model of care aims to be simultaneously pioneering, by piloting
new/innovative interventions, while also demonstrating a model which is replicable.
New and pioneering interventions are by their nature resource intensive and
expensive, however, to demonstrate a model which is seen as realistic for the
government to adopt in the future, there is a need to ensure that the Project’s model
of care takes the wider health system context and resources into account. This can be
done by reviewing the model of care to ensure that the right balance is achieved in
terms of being able to provide an evidence base for new interventions, while also
demonstrating to stakeholders that in a non-pilot situation, the model is affordable
and thus replicable and sustainable.

Conclusion 4: There were missed opportunities to build relationships
with other key internal and external stakeholders which would have
improved the Project’s ability to advocate for policy change and
improved sustainability.

Conclusion 5: The project directly influenced some key WHO DR-TB
treatment policies and thus indirectly influenced DR-TB policies in India
and beyond, but there were missed opportunities to improve the
catalytic effect through improved advocacy and collaboration with
others.
= Recommendation 4: Develop more strategic partnerships

MSF in India had a good partnership with the NITRD which is an autonomous institute
under the Ministry of Health and Family Welfare in India. Information sharing and
coordinating with the NITRD was able to influence policy at the national level. Even
though this is not directly attributed to MSF, it is acknowledged by senior government
functionaries. MSF can forge similar partnerships with governmental institutions or
institutions set up under the aegis of the government. This is especially importantin a
large country like India where international NGOs are considered insignificant
compared to the size and resources of the government programme and non-state
actors are sometimes kept at a distance due to a perceived 'problem' factor where
NGOs, especially INGOs are seen as troublemakers as they can draw attention to local
problems in international forums.

Recommendations 5 (of 5) >
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Conclusion 6: The lack of focus on efficiency and sustainability in the
Project resulted in unintended consequences which affected overall
Project results.

= Recommendation 5: Ensure Efficiency and Sustainability are considered
in project design
The Project should ensure that sustainability and efficiency are embedded in the
overall strategy and design. For efficiency, ensuring transparency over HR and
strategic and operational decisions which have an impact on project efficiency would
be a positive first step. In the longer term, building the capacity to outline the relative
cost-benefits of different interventions would be valuable. For sustainability, this
would mean having a timebound exit strategy, with risks/assumptions and mitigations
clearly outlined. Key steps in an exit strategy could include:

= |nvite MoH to participate in MSF Round Tables and multi-year review of operations
(MYRO)

® Include local NGOs (capable of taking over activities) in the MYRO

= Discuss exit modalities with all stakeholders in a round table

= Develop an operational plan to transfer ownership of interventions

= Explore the use of automation or digital technologies for some of the activities,
e.g., adherence support!®, diagnosis, stigma and information sharing, training etc.

= Explore forging links with urban ASHA workers, scoping their role in urban TB
control and visualizing a framework in which they could be used as community
motivators for DR-TB.

103 DOST, a digital adherence app is already being developed by MSF and it provides adherence support etc.
104 In high burden areas, a cross section of the urban ASHAs could also be trained to step into the shoes of lay
counsellors to the patients.
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ANNEXES

ANNEX 1: TERMS OF REFERENCE

STOCKHOLM
MUMPO Terms of Reference March 1, 2021 EU.QL”ATID"
UNIT &%

TERMS OF REFERENCE

Doctors without Borders/Médecins Sans Frontiéres [M5F] is an internationgl medical humanitarion
organization determined to bring quality medical care to people in orises around the world, when and
where they need regardiess of religion, ethnaical bockground, or political wview. Our fundomental
principles are  neutrality, impartiolity, independence, medical ethics, bearing witness and
accountability.

The Stockholm Evoluation Unit {SEU), bosed in Sweden, is one of three MSF units tasked to manage
and guide evoluations of M5F's opergtional projects. For more information see: gvaluation. msfong.

The Catalytic Role of Mumbai Proj ith Regards to Polic
Subject/Mission: alyt o roject w egards to ¥

Changes

Starting date: February 2020

Duration: Final deliverable by latest mid-June (date TBC), 2021

Interested applicants should submit:

1) A proposal describing how to carry out this evaluation
Requirements: (including budget in a separate file),

Z) CW(e), and

Iy a written sample from previous work

Deadline to apply: March 14", 2021, 23:59 CET

Send application to:  evoluations@stockhelmmsf.org

Due to the ongoing Covid-19 pandemic the evaluation might need
to be conducted remately, even if data collection in India is the

. EF;?:M! preferred option. The evaluation will invelve stakeholders in
R different locations and evaluators are expected to adapt to
different schedules.
PROJECT BACKGROUND!

India accounts for about @ quarter of the global tuberculosis [TB) burden. In 2018, the estimated TB
incidence was 2,6%0,000. India is the country with the highest-burden of T8 and Drug-Resistant (DR}
TB, accounting for 27% of the world's 10.4 million new TB cases and 29% of the 1.8 million TB deaths
globally. The Mational Strategic Plan for Elimination of TB 20017-2025 recognises that India has highest
burden of Multidrug-resistant-TB (MDR-TB] in the world. India is also the country with the second-
highest number (after South Africa) of estimated Human Immunodeficiency Virus {HIV] associated TB

CASes.

! The information balow ic tsken from Mumnui'ijm:t docurment AROZ0C0, for 2020-2022.

um
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Although the national TE program has been planning and rolling ocut diagnostics, paediatric
formulations, and new drugs for DRTE since 2016, the new generation of paediatric formulations and
TB drugs, Bedaguiline and Delamanid, remain mosthy out of reach for many. In March 2018, The Prime
Minister of India committed to eliminate TB by 2025. The national programme revised its Mational
Strategic Plan to ensure universal access to quality diagnosis and treatment of DRTB.

A large number of MDR-TE patients not responding to traditional prescribed regimes have to be
treated with an all-oral regimen containing Bedaquiline and/or Delamanid. According to the India TB
Report 2020, a total of 66,255 patients with MDR/Rifampicin-resistant TE (RR-TB) were notified in the
private and public sector in 2019. OF these, 59,945 MDR/RR-TB patients were notified in the public
sector and 56,569 (85%) of the MDR/RR-TE patients were started on treatment. Only 1,738 MDR/RR-
TE patients among this group were put on all-oral regimen. Furthermore, in 2019 a mere 2,323 XDR-
TB patients were diagnosed of which 1,318 persons were put on treatment. Resource allocation and

pace of implementation are far from adegquate to achieve their ambitions of eliminating TE by 2025.

THE CITY OF MUMBAI

hMumbai is a hotspot for TE and DRTE transmission with a context that has all favourable conditions
for TB to flourish from medical co-morbidities and soco-demographic standpoints. The city has a mean
population density of 48 000 per sqgm?, over half of whom live in the slum-like dwellings® that have all
fawourable conditions for TE to flourish - overcrowding, inadeguate safe water and sanitation, poor
housing, and insecurity of tenure®. Mumbai has 12% of the population of Maharashtra state, but
accounts for 22% of notified cases of TB*, and M East ward where MSF project is located, is home to
about 5-6% of Mumbai's population but accounts for about 20-25% of the city's DRTE burden.

An estimated 45,000 new TB and abowt 4 500-5 000 DRTE infections occur in Mumbai annually. Over
the last six years TE and DRTE has caused 7,768 deaths peryear (8.1% of all causes of death in the city).
ORTE treatment outcomes are comparable to national cohort cutcomes, i.e. 34 5% treatment success,
28.4% mortality, 25.6% lost to follow up, and 7.5% treatment failure or were changed to XDR-TB
treatment [Parmar et alf).

MSF-OCB's Mumbai Project
MSF's Operational Centre Brussels {OCB) has been present in Mumbai since 1393,

In 2016, MSF-OCB initiated DRTE activities in M East Ward [MEW) in collaboration with MCGM [Public
Health Department of Municipal Cooperation of Greater Mumbai) and the national TE programme..
By becoming a povernment partner and working within its facilities, M5F hopes to promote improved
access, practices and protocols. To date, the Mumbai project runs different activities in several

locations. The overzll objective is to demonstrate a model of care that reduces mortality, the morbidity

¥ F.||ur'|'-\:iu.|'.|lC|1|'|:r|:-|"-d:i|1|'||:-1'Er:u'bE|r Pl besi. Corfiord IJniu:rsi‘t'r Press; Bew Dedhic 3010, Mumibai Human Deveiopment Report 2009,

¥ Census of India. New Delhi: Office of the icE;l'.':h'ur Geners| snd Cersus Commiissionsr, Indis, mui.m.c:nn.uhuiu.ﬁuu.hﬂ'

4 Urited Hations Human Settlements Frogramme (UH-Habitat) Earthsoan Publications Lbd; London and Sterding Wi: 2003. The Challenga off
Hlums: Giobad Rﬂlmnmh'umm Sethiermants, 2003,

. Mi.'.'l:r'r' et ml [:'LE-rui:tu'ltmuErmhsisl'n Sdumioe, hﬁu:maﬁmmfwnuﬁmﬁm\s ressmrch. Oper Res Health Care. 2002 Jume: 1[1-3:|:
43-33.

* Parmar MM, Sachdewa KS, Dewan PE, Race ¥, Nair 54, Pant R, =t al. [zl:li!-j Unacceptable treatment cutcomes and szsocmted factors
among indis's initial cohorts of multidnus-resisant tuserosasis [MOR-TE] patients under the revised national TE- conkrol programame
|2007-2011): Evidence leading to policy enfencement. PLOS DNE 13{4) e0153903. hitpsyfdoi.ong/10.137 Ljoumal pone 0133503

ol
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of DR-TB and HIV, increaszes timely access to diagnostics and the most effective drug regimens for
patients who have limited treatment options dus to an extensive drug-resistance profile and increase
the quality of life for patients at M5F supported locations’.

The Mumbai project is, according to the M5F OCB terminology, a catalytic intervention: the raticnale
for MSF-0CE to intervens is less the humanitarian imperative than the willingness to demonstrate and

achieve change.

Summary of Activities

= 'M5F's private clinic (Govandi] provides comprehensive and patient-centred care and treatment
for pre-XDR and XDR-TB and HIV patients who have otherwise wvery limited treatment options and
need additional drugs and paediatric formulations not available in the government system. In
particular the cdinic provides patients, salvage regimens containing both the new drugs-
bedaguiline and delamanid - for patients who have limited treatment options due to an extensive
drug-resistance profile or intolerance to other second-line TB medications.

* In the Pandit Madan Mohan Malaviya Hospital, known as MMM hospital (Shatabdi, MEW,
Structure from the Ministry of Health, MoH): supporting activities to provide comprehensive care
and more effective treatment regimens for some DRTBE patients, adopting the same patient-
centred approach as in MS5F clinic, with some adaptations to comply with MOH guidelines.

=  Across M East Ward: providing community-based patient follow-up, as well as counselling in
health facilities and through cutreach team, with referrals to "Shatabdi DRTE OFPD

= At SEWRITE hospital, providing counselling services to DRTE patients and referrals of patients in
need of more effective regimen containing a combination of the newer drugs to the MS5F private

climic.

= Operaticnal Research and advocacy are embedded in operations.

The advocacy general objective is “to demonstrate a (replicable) model of care and produce evidence
for influencing policy change and/or improved services for DRTE, HIV & HepC Care in Mumbai, India*®.
Knowing that from 2020 onwards, focus is on DRTB, as is this evaluation.

The Four Sub-Objectives?
= Advocate for the accelerated roll-out of timely and accurate diagnostics: GeneXpert & drug-
sensitivity testing | & I
= Advocate for accelerated roll-out and increased availability of Bedaguiline and Delamanid at
naticnal level.
=  Promote M5F's patient-centred model of counselling and treatment as a model of best practice.
= Highlight the need of tackling DR-TB among pasdiatric cases in Mumbai.

T pumbai Prujﬂ:t documient A RDZ00, for 2020-2022 .
* Mumibai Adwocacy Comme Stratery MSF OCE 042020,
¥ Mumbai Advocacy Comms Stratey MSF OCE 042020.

5]
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PURPOSE AND INTENDED USE

This evaluation aims to document how catalytic [leading to change) the DRTB intervention in Mumbsai

is and determine its relative value or significance in terms of achieving pelicy changes. The timeframe

to be considered is 2016-2020, even though there is a need to look at the project before 2016 to
understand its evolution.

The objective of the evaluation is two-fold:
1} to systematically describe the DRTE project approach [the strategy, the model, and activities)
and catalytic dimension and the expected cutcomes.
2) to ewvaluate results achieved in terms of policy changes [outcome) and identify potential
leszons learnt.

The evaluation findings will be used by the operational management |(Project, Mission, Cell) and
technical referents within the support departments. The evaluation will help inform future decisions
and potential adaptations of the project regarding its catalytic role towards policy changes and
contribute to organizational learning. The evaluation asks for dear evidence of what worked and
under what circumstances and will identify which elements should be continued and replicated. The
evaluation should also highlight which aspects should be better considered in the future, by the
Mumbai project or other catalytic or DRTE projects in similar settings.

Evaluation aims to also be presented at other major events such as the MSF Scientific Days, MSF TE
symposium and to external stakeholders (all on dates still to be confirmed).

EVALUATION QUESTIONS

1. Ewvaluation guestion: How relevant are the obhjectives of the project with regards to being
catalytic?

=  What are the cbjectives, expected results, activities, and indicators?

= In what way could the project be more relevant?

2. Ewvaluation guestion: How appropriate is the catalytic dimension of the Mumbai project?

=  What is the theory of change?

=  Which policies apply, and to what extent is the project in line with them? (MS5F and local,
naticnal, and international standards)

= |z the strategy, including advocacy strategy, appropriate to achieve the catalytic dimension?

= [oes the strategy take into consideration changes in the environment in 2 timely manner?

3. Evaluation guestion: How effective is the catalytic dimension of the Mumbai project?
What are the results achieved so far, and to what extent do they correspond to the objectives?
=  What were the reasons [enablers and barriers, challenges encountered, expected or
unexpected) for achievement or non-achievement of objectives set?

=  What could have been done to make the intervention even more effective? (e.z. better,
timelier results)

= What were the intended and unintended consequences of the approach chosen?

T
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4. Ewaluation guestion: How efficient is the Mumbai project?
= Which resources have been zllocated to achieve the results above? (eg financial, Human
resources, set-up)

=  Could rescurces have been used more efficienthy?

5. Ewaluation guestion: How connected is the Mumbai project?

= How does the project work and coordinate with other actors, including the ciril society, TB
treatment providers and Ministry of Health?

= |5 the project embedded in the local health system, overall national strategy and building on
existing capacity?

= How are patients and communities involved in the project?

=  How sustainable is the collaboration with other actors? How are risks mitigated?

6. Ewaluation guestion: What has been the Mumbai project's impact on policies at the local,
national and international level?

=  Which policy changes has the project contributed to?

= Did the project contribute to any other changes [positive or negative)?

=  How sustainable are those changes?

EXPECTED DELIVERABLES

1. Inception Report

Az per SEU standards, after conducting initial document review and preliminary interviews. It will
include a detailed evaluation proposal, induding methodology.

2. Draft Evaluation Report
Az per SEU standards. |t will answer the evaluation guestions and include conclusions, lessons learned,

recommendations, and appropriate scenarios.

3. Working Session
With the attendance of commissioner and consultation group members. As part of the report writing
process, the evaluator will present the findings, collect attendances' feedbacks and will facilitate

discussion on lessons learned and recommendations.

4. Final Evaluation Report

After addressing feedbacks received during the working session and written inputs.

A short version of the ewvaluation report should also be produced, to be shared with external
stakeholders for example.

5. Presentation at internal roundtable discussion and at MSF-OCB (remotely)
Present findings, conclusions, and recommendations at an internal discussion to define the future of

the project, mid-lune 2021 (date TBC) and, at a different session, to headquarters’ staff in a 1-houwr
webinar.

L]
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TOOLS AND METHODOLOGY PROPOSED

In addition to the initial evaluation proposal submitted as part of the application (see profile

reguirements chapter), the evaluators should prepare a detailed evaluation protocol during the
inception phase. It will include a detailed explanation of proposed methods and its justification based
on validated theory/ies. It will be reviewed and validated as a part of the inception phase m
coordination with the SELL

RECOMMENDED DOCUMENTATION

=  MSF-DCB documentation at various levels [project, mission, Cell, technical departments)
=  Dperational research, published studies, and other evaluative exercizas.

=  Extermal literature and documentation

PRACTICAL IMPLEMENTATION OF THE EVALUATION

Mumber of evaluators To be suggested in proposal

Timing of the evaluation March-June 2021

PROFILE REQUIREMENTS FOR EVALUATOR(S)

Requirements:

=  Demonstrable skills and knowledge of evaluation, specifically synthesising mixed data

= Public Health expertise, knowledge of medical operations in humanitarian/development settings
=  Expertize of advocacy and policy work as well as multi-sector/-agency collaboration

= Expertise in DRTE programming and activities

=  Fluent English

= Experience in India or of the Indian context

Assetsy
=  Previous experience working with hM5F

APPLICATION PROCESS

The application shouid consist of a technical proposal, a proposed buedget, CVfs {all if a team is

proposed), and corresponding work samples. As a minimum, the proposal should include a reflection
on ethical standards for evaluations, any sensitivity of the topic at hand and a detailed methodology
and approach which clearly demonstrate the proposed data collection and link to the evaluation
guestions. Please note that the SEU is particularly interested in receiving proposals with creative and
innowvative ways to achieve the stated evaluation purpose.

&T)
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Proposals should include a separate financial quotation for the complete services, stated in Euros
[EUR). The budget should present consultancy fee according to the number of expected working days
over the entire period, both in totality and daily. Travel costs, if any, do not need to be included as the
SEU will arrange and cover these. Do note that MSF does not pay any per diem.

Applications will be evaluated on the basis of whether the submitted proposal captures an
understanding of the main deliverables as per this ToR, a methedology relevant to achieving the results
foreseen, and the overall capacity of the evaluatoer(s) to carry out the work [i.e. inclusion of proposed

evaluators' CVs, reference to previous work, certification).
Interested teams or individuals should apply to evaluationsi@stockholm.msf.org referencing MUMBPBO
no later than March 14™, 2021 We would appreciate the necessary decuments being submitted as

separate attachments (a proposal, budget, CV, work sample and such). Please include your contact
details in your CW.

L]
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ANNEX 2: MSF MUMBAI PROJECT THEORY OF CHANGE

‘SPHERE OF DIRECT INFLUENCE SPHERE OF INDIRECT [NFLLENCE
SPHERE OF CONTROL Engagement and collaboration Influence on/contributions fo i in polices, guidelh d
MSE Murnbal Project e n dinte cutpurs with wider MSF and beyond to mmmcmlﬁmstwmnﬂum,mdmlww
b " build suppart and demanstrate proctices and uitimetely improve patient cutcomes and quality of life
benefits of Mumbai Project’s work

THE MSF MUMBAI PROJECT'S PEOPLE-CENTRED MODEL

1
|
INPUTS/ ACTIVITIES OUTPUTS : S/T INT. L/T IMPACT
T : OUTCOMES OUTCOMES OUTCOMES
o within the Project area

[
[
[
]
(_:huller!ges n I, CS0s to increase awareness of DR-
diagnosingand || = T8, uptake of services and "
TT’EQT‘II'IQ : % et o UL / Inr:r_eus_e in DR-TB (including Improved DR-T8 Further pilot
pedlcl‘l'rlc DR- | = Provide appropriate counselling ) pediatric TB) cases detected aitroras wkbin projects are
TB cases. . = and support to DR TB patients ’ >c’ / project area ellsd et
! - ; Increased awareness of DR-TB in T J national and |
Lack of a \ MSF-supported areas obal level
pla1'forn1 for Il Improved algorithms for clinical and Belevant
i 3 Suppart improved systems, o ; ideli
lmplemenhng I " community management of DR-TB gc:, ':;‘ ar;
WHO ed | processes and capacity at project and co-merbidities are developed = 2p i d
approved |, sites (including referral, staff i Support from rolled-out by | Improve
d tocols |i training, dota management and lab ol el 11 previcie mars MoH and other national and |, atient
rug pm COlS g 9. appropriate freatment, care and & bl Y p
outside NTP |, S eapacly) S support in project area F ::Idcr smlge:mldars ' | outcomes and
S stakel 5 ! 3 :
guidelines ! Cancrr g ) ;s Improved consensus, information for MSF \ | quality of life
] operational research studies 4 ! r model
| including clinical trials y Vit “d'“;dge ("“H:;"MJ to of care is for DRTB
Gy address unmet needs j tients at
Absenceofan || | © Pilot innovative approaches to strengthened pa
integrated and : S diagnosis, counselling, trreatment & More DR-TB ,."l MSF
€g ind 1 = and support \ . | Evidence-based and people-centred adultsand |/ supported
comprehensive || [ = = / - model of care for DR-TB / children receiva | sites and
people-centred || |& FONVIOS EQETY) st at e / ~/— 4| demonstrated and shared with CSOs, e and
odel of ! nm (mm;féﬂ AR Joat< il MSF is given regimens in beyond.
model of care s -TB ; il { L
that provides a ) , opportunitiesto ||/ | |/ India and beyond
P_ | Provide fimely ond oppropriate / Improved capacity and resources  [§ share model of | | J,"
voice to i referral/ dlinical m&;,nmem of co- R4 (diagnostic, drugs, consumables and care via “\ Increased [/
affected | marb| HR) ot MSF supported sites strategic \ resource/ I
communities || Provide fimely, effectiveand — meetings with | @ansiar I
| adapted treatment of paediatric /W, | MSF Mumbai Project’s work reaches a | | key allocation by
Low capacity |' and adult DR-TB 4, \ wider audi and thus it stakeholders India NTP
Gl Tecaliegs | A to national and global evidence base r MaoH, WHO ete! Aol a7 nene
I / for DR-TB
for DR-TB in : - Conduct operationally relevant [z fi TB drugs
5 7] i i
(TN R M < cdvecacy: including for shorter Findings from pilofs and research | |
clinics leading || § = studies are integrated into model of | |
to high | Sl Publish and actively disseminate coveorMbrinie !
i findings fr ationol research |
morbidity and || i o et '.
mortalityrates  — ———————————~ A

MCGM, State government
National TB Programme
Affected communities and relevant CSOs
Private sector
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ANNEX 3: EVALUATION MATRIX

CRITERIA

EVALUATION QUESTIONS

1. How relevant and
appropriate is the
Project’s strategy

(including advocacy
strategy) in terms of
achieving the central
policy-related outcome?
(ToR EQ 2)

Relevance

SUB-QUESTIONS

1.1. How relevant are the
objectives of the
Project as outlined in
the Project strategy to
achieving the central
policy-related
outcome? (TOR EQ 1.2)
1.2. Does the Strategy
consider established
knowledge around to
affecting policy change
and catalytic change in
general?
(TOREQ 2.3)
1.3. Does the strategy and
approach support
adaptive management
in line with contextual
changes in the (policy)
environment? (ToR EQ
2.4)

JUDGEMENT CRITERIA DATA COLLECTION

e Evidence of strategy
alignment with ToC
¢ Evidence of strategy
alignment with
established
knowledge/literature
on achieving
policy/catalytic
change
e Regular, quality
planning and
consultation with key
stakeholders is in
place

DATA SOURCES/

METHODS

o KIIs
e Document review

ANALYTICAL
APPROACHES

e Benchmarking/
comparative analysis of
strategy with good
practice/established
knowledge/literature
e Mapping of changes in
strategy and model
against changes in
(policy) environment
e Contribution analysis-
inspired approach

43(65)




MSF-OCB The Catalytic Role of Mumbai Project with Regards to Policy Changes by Stockholm Evaluation Unit

CRITERIA

EVALUATION QUESTIONS

2. How relevant and
appropriate are the
activities and outputs of
the project with regards
to leading to key policy-
related outcomes and
the overall project goal
or impact, namely
catalytic changes in
policy which lead to
improved DRTB
outcomes beyond the
project area? (ToR EQ 1,
EQ2)

SUB-QUESTIONS

2.1. 1Isthe project aligned
with and influencing
the most appropriate
and relevant policies
(MSF, local, national,

international)?
(JOoREQ 2.2)

2.2. Are the project
activities relevant in
terms of influencing

the desired policy
changes at MSF, local,
regional and national
level?
(ToR EQ 1.2)
2.3. Are activities: a)
necessary, and b)
sufficient to contribute
to project outcomes
and objectives and the
intended catalytic
change?
(ToREQ 1.2)
2.4. What assumptions
underpin the
intervention logic, and
have they been
upheld?
(ToOREQ 1.2)

e Alignment with
Project’s ToC

DATA SOURCES/

JUDGEMENT CRITERIA DATA COLLECTION

METHODS

o KIIs
e Document review

ANALYTICAL
APPROACHES

¢ Qualitative analysis and
triangulation between
data sources and across
stakeholder groups
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CRITERIA

EVALUATION QUESTIONS

SUB-QUESTIONS

JUDGEMENT CRITERIA

DATA SOURCES/
DATA COLLECTION
METHODS

ANALYTICAL
APPROACHES

3.

Coordination

To what extent does the

MSF Project work
complement and
coordinate their work
with other key
stakeholders

(ToR EQ 5)

3.1. How effective is the
Project’s coordination
with other actors,
including civil society,
TB treatment providers
and Ministry of Health?
(TOREQS5.1, EQ 5.2)
3.2. How sustainable is the
collaboration with
other actors?
(ToR EQ 5.3)

e MSF activities are well
aligned and
coordinated with
activities of key

stakeholders
¢ MSF has established
strong, ongoing and
collaborative
relationships with key
stakeholders

o KIIs
e Document review

¢ Qualitative analysis and

triangulation between
data sources and across
stakeholder groups

Effectiveness

Has the DRTB model of
care effectively
supported the central
policy outcome the

project? (ToR EQ 3)

4.1. Does the model of care
align with established
good practice and
latest evidence? (ToR
EQ3.1,EQ 3.3)
4.2. Have the results, in
terms of DR-TB
treatment outcomes,
supported effective
advocacy for policy

change? (ToR EQ 3.1

e Evidence of model
alignment with
established good
practice
e Evidence of results in
terms of treatment
outputs and patient
outcomes within the
project area

e KIIs
e Document review
e Review of project
M&E data

e Benchmarking/
comparative analysis of
the model of care with
good
practice/established
knowledge/literature
e Contribution analysis-

inspired approach
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CRITERIA EVALUATION QUESTIONS

5. How effective has the
Project been in achieving
policy-related results?

ToR EQ 3, EQ6

SUB-QUESTIONS

5.1. To what extent have
project’s policy related
results been achieved?

(ToR EQ 3.1)

5.2. How has the MSF
Project contributed to
these results? (ToR EQ

6.1)
5.3. What factors, internal
and external, enabled
or constrained
achievement of results
(ToOREQ 3.2)
5.4. What could have been
done to make the
intervention even more
effective? (e.g., better,
timelier results) (ToR
EQ 3.3)

5.5. What were the
intended and
unintended
consequences (positive
or negative) of the
Project and the
approach chosen? (ToR

EQ 3.4)

JUDGEMENT CRITERIA

e Evidence of results in
terms of relevant
policies being revised
as a result of MSF
advocacy
e Gaps in anticipated
results identified
e Evidence of
success/constraining
factors

e Evidence of

unintended
results/consequences

identified

DATA SOURCES/
DATA COLLECTION

METHODS

e KIIs

e Document review
e Review of project

M&E data

ANALYTICAL
APPROACHES

e Conftribution analysis-
inspired approach
¢ Quantitative analysis of
policies/guidelines
influenced by the Project

6. How efficient is the MSF
Mumbai Project? (ToR

EQ 4)
Efficiency

Could the allocated
resources (financial,
HR, set-up) have been
used more efficiently?
(ToR EQ 4.1, EQ4.2)

6.1.

e N/A - no specific
criteria will be used
for judgement.
Instead, broad
learning points will be
pulled from our data
collection and analysis

e KIIs
e Document review
e Review of M&E
data and
financial/HR data

¢ Qualitative analysis and
triangulation between
data sources and across
stakeholder groups
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DATA SOURCES/
SUB-QUESTIONS ANALYTICAL
JUDGEMENT CRITERIA DATA COLLECTION APPROACHES

CRITERIA EVALUATION QUESTIONS
METHODS

7. Are Project results likely 7.1. Were appropriate e Evidence of exit o KIIs ¢ Qualitative analysis and
to be sustained? sustainability aspects strategies/transition | ¢ Document review triangulation between
(TOREQ 5.4, EQ 6.3) embedded in the plans e Review of M&E data sources and across
Project design and e Evidence of key data stakeholder groups
were risks to stakeholders having
sustainability increased capacity to
. continue to advocate
considered? .
for effective DRTB
Sustainability (ToREQ 6.3) treatment of support
7.2. To whq'r. extent are the | | Non-MSF sources of
Project results funding are available
(objectives and impact) to sustain effective
likely to continue after DRTB treatment
the Project? model within the
(TOoR EQ 6.3) project area in the
7.3. See EQ3.2 medium to long-term
(ToR EQ 5.4)
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ANNEX 4: LIST OF DOCUMENTS REVIEWED

USAID/TB CARE Il Project. 2015. “Comprehensive Guidelines for TB and DR-TB Palliative Care and
Support, 2015.”

Ahmad N, Ahuja SD, Akkerman OW, Alffenaar JC, Anderson LF, Baghaei P, Bang D, Barry PM, Bastos
ML, Behera D, Benedetti A, Bisson GP, Boeree MJ, Bonnet M, Brode SK, Brust JCM, Cai Y,
Caumes E, Cegielski JP, Centis R, Chan PC, Chan ED, Chang KC, Charles M,. 2018. “Treatment
correlates of successful outcomes in pulmonary multidrug-resistant tuberculosis: an individual
patient data meta-analysis.”

Bisson GP, Bastos M, Campbell JR, Bang D, Brust JC, Isaakidis P, Lange C, Menzies D, Migliori GB, Pape
JW, Palmero D, Baghaei P, Tabarsi P, Viiklepp P, Vilorun S, Walsh J, Marks SM. 2020. “Mortality
in adults with multidrug-resistant tuberculosis and HIV by antiretroviral therapy and
tuberculosis drug use: an individual patient data meta-analysis.”

Government of India/Central TB Division. 2021. “Guidelines for Programmatic Management of
Tuberculosis Preventive Treatment in India.”

Government of India/Central TB Division. 2016. “Guidelines for use of Bedaquiline in RNTCP through
conditional access under Programmatic Management of Drug Resistant Tuberculosis in India.”

Government of India/Central TB Division. 2018. “Guidelines for use of Delaminid in the treatment of
Drug Resistant TB in India 2018.”

Government of India/Central TB Division. 2019. “Guidelines on programmatic management of drug
resistant tuberculosis in India 2019.”

Government of India/Central TB Division. 2017. “Guidelines on Programmatic Management of Drug-
Resistant Tuberculosis in India 2017.”

Government of India/Central TB Division. 2020. “Operational Guidelines for TB Services at Ayushman
Bharat Health and Wellness Centres.”

Government of India/Central TB Division. 2019. “RNTCP Updated Pediatric TB Guidelines 2019.”

2021. Government of India/Central TB Division, Guidelines for Programmatic Management of Drug
Resistant Tuberculosis in India. Government of India/Central TB Division.

2016. Government of India/Central TB Division, Guidelines on Prevention and Management of TB in
PLHIV at ART Centres. Government of India/Central TB Division.

Lan Z, Ahmad N, Baghaei P, Barkane L, Benedetti A, Brode SK, Brust JCM, Campbell JR, Chang VWL,
Falzon D, Guglielmetti L, Isaakidis P, Kempker RR, Kipiani M, Kuksa L, Lange C, Laniado-Laborin
R, Nahid P, Rodrigues D, Singla R, Udwadia ZF, Menzies D. 2020. “Drug-associated adverse
events in the treatment of multidrug-resistant tuberculosis: an individual patient data meta-
analysis.”

MSF. 2016. 2016 Project Document Mumbai. MSF.
MSF. 2016. 2016 Report Summary Operations Update. MSF.

MSF. 2017. 2017 Medical Report final. MSF.
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MSF. 2020. 2020 Interim Programmatic Outcomes Of Decentralised Drtb Treatment Site In M/East
Ward. MSF.

MSF. 2019. Advocacy and Communications Logframe 2019. MSF.

MSF. 2017. Advocacy and Communications strategy 2017. MSF.

MSF. 2019. Advocacy and Communications strategy 2019. MSF.

MSF. 2020. Advocacy and Communications strategy 2020. MSF.

MSF. Unknown. Collaborative plans for MSF OCB Mumbai project with MDACS, RNTCP, BMC. MSF.

MSF. 2017. Concept note: Model of care for Drug resistant TB decentralization in MEW, proposal for
MSF Mumbai project (2017). MSF.

MSF. Unknown. Concept Paper: Tuberculosis Direction In India 2014-2019. MSF.
MSF. 2015. Country Policy Paper — India 2015. MSF.

MSF. 2019. Debriefing (Wairumu Gitau — general inc. advocacy) — 2019. MSF.
MSF. 2015. Impementation Plan Of MEW (2015). MSF.

MSF. 2018. India Field Visit (Angela Uyen — Advocacy) 2018. MSF.

MSF. 2019. India Field Visit (Erika Mohr-Holland — M&E) 2019. MSF.

MSF. 2017. India Field Visit (Marc Biot — general) 2017. MSF.

MSF. 2014. India Programme visit (CO / Dep CO Cell 5 MSF OCB) 2014. MSF.

MSF. 2020. “Interim Programmatic Outcomes Of Decentralised Drtb Treatment Site In M/East Ward
2016-2020."

MSF. 2014. Justification of choice of M/East ward for DR-TB intervention (2014). MSF.
MSF. 2014. M East Ward ASSESSMENT REPORT MSF, MUMBAI (2014). MSF.
MSF. Unknown. “M. East Ward DRTB Control Proposal.”

MSF. 2020. “MCGM MSF Collaboration Q3 20 Report.”

MSF. 2019. MCGM MSF Collaboration Q1 19 report. MSF.

MSF. 2020. MCGM MSF Collaboration Q1 20 Report. MSF.

MSF. 2019. MCGM MSF Collaboration Q2 19 report. MSF.

MSF. 2020. “MCGM MSF Collaboration Q2 20 report.”

MSF. 2019. MCGM MSF Collaboration Q3 19 report. MSF.

MSF. 2019. MCGM MSF Collaboration Q4 19 report. MSF.

MSF. 2016. Mumbai DR-TB/HIV Project Annual Report 2016. MSF.

MSF. 2018. Mumbai DR-TB/HIV Project Annual Report 2018. MSF.

MSF. 2017. Mumbai DR-TB/HIV Project Quarterly Report — Q3 2017. MSF.
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MSF. 2019. Mumbai DRTB-HIV Project Quarter 4 2019 report Achievements and challenges. MSF.
MSF. 2020. Mumbai DRTB-HIV Project Quarter 4 2020 report Achievements and challenges. MSF.
MSF. 2016. Mumbai Logframe 2016. MSF.

MSF. 2017. Mumbai Logframe 2017. MSF.

MSF. 2018. Mumbai Logframe 2018. MSF.

MSF. 2019. Mumbai Logframe 2019. MSF.

MSF. 2020. Mumbai Logframe 2020. MSF.

MSF. 2020. “Mumbai project Diagnostics debriefing (Zee Ndlovu) 2020.”

MSF. 2020. Mumbai Project Document 2020. MSF.

MSF. 2015. Mumbai Strategic COPRO FINAL (2015). MSF.

MSF. 2015. Mumbai Strategic COPRO presentation FINAL (2015). MSF.

MSF. 2021. Operational Research Repository DRTB 2011-2021. MSF.

MSF. Unknown. Patient Support and Counseling Strategy in MEW. MSF.

MSF. 2019. Project monitoring: Mumbai 2019. MSF.

MSF. 2020. Project monitoring: Mumbai Q4/Annual Report- 2020. MSF.

MSF. 2016. Stakeholders analysis Mumbai 2016. MSF.
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ANNEX 5: LIST OF KEY INFORMANTS

TYPE OF

INFORMANT

NAME OF
INTERVIEWEE

CURRENT POSITION

Academic/
Research
Orgs

NGOs/CSOs

Government
of India

MSF Clinical

MSF
Managers

Nerges Mistry (Dr.)

Director, Foundation for Medical Research

India Shibu Vijayan Director- PATH Intl.
Shweta Bajaj Tata Institute for Social Sciences
India Ravikant Singh (Dr.) Director, Doctors for You
Sanjay Sarin (Dr.) Country Director, FIND diagnostics
Mumbai Ajit (Dr.) former District TB officer (till end of 2020) MCGM-MoH
Mumbai Dr Alpa Dalal Chair of Unit at SEWRI TB hospital MOH Sewri
Mumbai Pranita Tipre (Dr.) City TB Officer MCGM-MoH
India Rupak Singla (Dr.) NITRD, HOD Chest Department and one of the Member of Technical Expert committee
Mumbai Seema (Dr.) District TB officer, M West ward
Mumbai Shubangi (Dr.) senior medical officer, Shatabdi TB OPD MOH
Mumbai Shushant Mane (Dr.) JJ hospital, paediatric department, associate professor
Mumbai Sutar (Dr.) District TB officer MCGM-MoH
Mumbai Daksha Shah (Dr.) deputy executive health officer / former city TB officer MCGM-MoH
Mumbai Aparna S. Iyer (Dr.) Mumbai project Medical referent Medical
Beyond India Daniela Garone Cco Ops
Beyond India Gabriela Ferlazzo (TB advisor, SAMU) SAMU
Mumbai Lorraine Rebello MAM, M East Ward, MSF Mumbai Medical
India Mabel Morales Medical Coordinator from Nov 2020 Medical
India Mrinalini Das deputy MedCo / M&E
Mumbai Naresh Gill (Dr) HIV Focal Point KEM Hospital
Mumbai Pramila Singh MAM, Clinic/ SEWRI, MSF Mumbai Medical
Mumbai Sarthak Rastogi Chest Specialist
Mumbai Vijay Chavan (Dr.) chest physician, Shatabdi TB OPD
Mumbai Caroline Holmgren (Mumbai Project Coordinator) Ops
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MSF
Outreach/

Support/
Advocacy/
Research

WHO

India Hemant Sharma Deputy Head of Mission
Mumbai Manju Krishnan Deputy PC Mumbai
Beyond India Marc Biot Ops director
India Pierre Poivre (Head of Mission until Feb 2021)
Mumbai Shilpa Ravi Former M&E manager, MSF Mumbai Medical
Beyond India Angela Ngyen (OCB Advocacy and Analysis Unit) AAU
Mumbai Chinmay Laxmeshwar Former epi manager
Beyond India Kleio Lakovidi SAMU
Beyond India Petros Isaakidis operational research, SAMU SAMU
Mumbai Pooja Agrawal patient support manager
Mumbai Siddhesh Gunandekar Advocacy, Communication Manager Advocacy
Mumbai/India | Dipesh Reddy (Dr.) Former MSF, WHO consultant Mumbai
Mumbai Imran Syed (Dr.) Former WHO consultant for RNTCP

Beyond India

Vineet Bhatia (Dr.)

WHO SEARO Regional lead for TB
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ANNEX 6: GAPS IN THE CAUSAL LOGIC OF THE MUMBAI PROJECT’S INITIAL STRATEGY

The MSF Mumbai Project’s People-Centred Model

I
I
I INPUTS/ ACTIVITIES | I OUTPUTS [} [s/routcomes | [int.outcomes | [/Toutcomes | | impact |
B Engage patients, communities and CSOs d Increase in uptake of DR-TB services :
to increase awareness of DR-TB, uptake within the Project area Al
£ | | of services and awareness of MSF’s work :
z
§ . Increase in DR-TB (including pediatric TB) | | Improved DR-TB Further pilot
5 Provide appropriate counselling and cases detected : ’ outcomes within projects are rolled
{ support to DR TB patients A ! 1 project area out at national and
O J Increased awareness of DR-TB in MSF- 1 r global level
| | conduct active case finding | i ;
— - AN Relevant guidelines
pport imp y P ! are adopted and
and capacity at project sites (including g | 'S rolled-out by
referral, staff g, data f s f ; Improved
! ‘ Uppors fTom national and global
and lab capacity) ) g ti
: MoH and other <takeholders patient
\ key stakeholders outcomes and
Conduct quality, relevant operational 1
research studies including clinical trials Imirovad consensia] Information Y for MSF model quality of life for
; exchange (MoH & Partners) to address 1/ A of care is DRTB patients at
3 5 Pilot ;m:raﬂv; mme: :toand f unmet needs :\ '.I strengthened + MSF supported
= agnosis, counsel More DR-TB adults i
5 support Evidence-based and people-centred model : AV i Snd Ghildren sitesand beyond
of care for DR-TB developed, { A X
Provide (? -:y;ha:::ufr;::;;;l;;:mpﬂate ’ demonstrated and shared with CSOs, L A + ] orre;l:ewe. Shone.r
- s 1 regimens in
detection/diagnosis of DR-TB policy-makers and other stakeholders ‘I MSF is given india and beyond
opportunities to
Provide timely and appropriate referral/ Improved capacity and r : / h
\ A I share model of
clinical management of co-morbidities (diagi drugs, ables and HR)at | | | caraia stratesic Increased
MSF supported sites | b g 5
Provide timely, effective and adapted | meetings with resource/ financial
4 - 5 )
treatment of paediatric and adult DR-TB MISE Mombat Rrojects workveaches sl /| key stakeholders allacation by India
T wider audience and thus contributesto | 1’ (MoH, WHO etc) NTP including for
Conduct operationally relevant national and global evidence base for DR- | ! new TB drugs
o] advocacy, including for shorter oral T8 :
5 regimens 1
S . == — [ Findings from pilots and research studies | !
2 Publish and actively disseminate findings | 4 are integrated into model of care at MSF |
from operational research and pilots clinic :

Based on the ToC developed during the Inception phase of the evaluation, we have outlined in red above those outputs and outcomes which were considered key steps in the causal logic
for the Project’s activities to contribute to the central intermediate policy-related outcome, but which were not explicitly outlined via a ToC or otherwise in the initial Project strategy. It
can be seen from looking at the mapping of the causal pathways from activity to output and then outcome level, there was a need to more explicitly outline how the different Project
interventions (community, clinical and advocacy) interacted with each other and contributed to change.
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ANNEX 7: STRENGTH OF EVIDENCE OF FINDINGS

Below we summarise the strength of evidence of each of our findings against the metric below. It is
important to note that some evaluation criteria, such as Efficiency, are almost entirely reliant on
internal project documents and interviews with MSF staff, and so based on the metric below, have
lower strength of evidence, but we would consider them well triangulated given the context.

JUSTIFICATION

The finding is supported by multiple types of data sources of generally strong quality
(good friangulation).

2 The finding is supported by multiple data sources of lesser quality, or the finding is
supported by fewer data sources of higher quality (moderately good triangulation).

3 The finding is supported by few data sources of lesser quality (limited triangulation).

4 The finding is supported by very limited evidence (single source) or by incomplete or
unreliable evidence.

Relevance

FINDING

Project objectives were broadly relevant to influencing DR-
TB policies, but there were gaps in outlining how these
objectives would be achieved.

COMMENTS
Based on wide range of
documents, but MSF
documents and literature
review only

The Project strategy addressed two out of three key
factors which support policy change: evidence of the DR-
TB problem; and of possible policy solutions to the
problem. It did not however sufficiently address the
broader political context.

Based on wide range of
documents, but MSF
documents and literature
review only

The Project continuously adapted in line with the needs of
patients on the ground and the changing policy context,
but changes were organic rather than based on a planned
adaptive approach.

Based on wide range of
documents, but MSF
documents and literature
review only

Relevant and appropriate policy gaps were identified in
line with MSF’s capacity and expertise, but there were
missed opportunities to prioritize advocacy activities and
potentially advocate for other areas where MSF could
have influenced policy change

Based on wide range of
documents MSF documents
and literature review plus
KIIs with multiple
stakeholder groups

Activities were seen as highly relevant and necessary for
improving treatment outcomes and demonstrating an
effective model of care which could influence wider policy
changes

Based on literature review
and KIIs with multiple
stakeholder groups

Some key gaps were identified in ferms of advocacy
activities, which were seen as overly focused on
production and sharing of operational research.

Based on KIIs with multiple
stakeholder groups

Project assumptions mostly held, with the exception of
those related to advocacy, where assumptions were only
partially upheld due to a lack of effective engagement
with the key stakeholders starting at the activity level.

Based on review of project
documents and KIIs with
multiple stakeholder groups
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Coordination

Effectiveness

MSF built successful relationships with institutions linked to
the central government, such as NITRD and WHO, and was
effective in influencing the Central TB Division through
these partnerships.

Based on KIIs with several
stakeholder groups

The Project built an effective partnership with the local
government in Mumbai through the City TB Officer, which
supported interventions and thus improved care and
treatment outcomes for DR-TB patients in Mumbai, but this
was not replicated at national level.

Based on KIIs with several
stakeholder groups

Partnerships with CSOs were limited, with little sharing of
practices especially in counselling and psychosocial
support, which could have ensured continuity of support
for patients in the longer term.

Based on KIIs with several
stakeholder groups

There were several missed opportunities to collaborate
with advocacy-focused NGOs, with the MSF Access
Campaign, or with other influential stakeholders such as
the Global Fund.

Based on KIIs with several
stakeholder groups

The model of care effectively supported changes to
relevant DR-TB guidelines by demonstrating best practice
in improving freatment outcomes for ‘complex’' DR-TB
clients and aligned with good practices at that time.

Based on project
documents, literature review
and KIIs with MSF staff

Areas for improvement included improved provision of
palliative care and long-term support to address socio-
economic and psychological factors.

Based on KIIs with small
number of stakeholder
groups

Treatment outcomes were mostly positive, and thus did
support advocacy for policy change.

Based on review of project
documents and literature

The Project’s operational research activities directly
influenced five key WHO publications and indirectly
influenced four key Gol guidelines around the use of new
drugs in children and the use of bedaquiline and
delamanid in combination

Based on review of project
documents, literature and
KIIs with several
stakeholder groups

The Project’s contribution to the 2020 WHO DRTB
tfreatment guidelines was significant, as patients from the
Mumbai project comprised more than half of the cohort
used by WHO to inform the use of bedaquiline and
delamanid in combination

Based on review of project
documents, literature and
KIIs with several
stakeholder groups

The significance of the Project’s contribution to other WHO
guidelines could not be established, but it did not appear
to directly influence any Gol guidelines

Based on document and
literature review and KIIs
with small number of
stakeholder groups

Stakeholders felt the Project could have done more to
actively advocate for priority interventions at both a
national and international level, and thus that the Project’s
contribution was not as significant or catalytic as it could
have been.

Based on KIIs with broad
range of stakeholder groups

Key external and internal constraints included government
resistance to NGOs and the Project’s limited advocacy and
collaboration with others. Enabling factors included the
widely acknowledged expertise and drive of key Mumbai
project feam members; and the Prime Minister’s ongoing
focus on eliminating TB in India.

Based on document review
and KIIs with broad range
of stakeholder groups
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Sustainability

There was a consensus that more could have been done to
improve the effectiveness of the Project’s advocacy, for
example by improving collaboration with other key
stakeholders in India and beyond to effect policy change
more quickly.

Based on KIIs with broad
range of stakeholder groups

The main unintended consequence of the approach taken
was that the Project was unsuccessful in directly
influencing key Gol policies and guidelines as a result of
the limited approach to advocacy

Based on KIIs with broad
range of stakeholder groups

A reduction in the number of international staff over the
course of the project was seen as positive, but more
targeted use of international staff was seen as necessary
in order to improve efficiency

Based on review of project
documents and KIIs with
various MSF informant
groups

High staff turnover and poor communications contributed
to siloed working, a perceived lack of transparency, and
limited acceptance of divergent viewpoints.

Based on KIIs with various
MSF informant groups

Some stakeholders felt that other interventions could have
benefited more patients for the same overall investment
levels, and still influenced key policies.

Based on KIIs with various
MSF informant groups

Other examples of how the Project could have been more
efficient included the use of local contfractors to conduct
outreach activities; and procuring drugs more cheaply
through use of government-approved suppliers.

Based on KIIs with various
MSF informant groups and
two other stakeholder
groups

Project exit strategies were based on high-risk
assumptions, such as the government’s capacity to take
over implementation, and most lacked a defined timeline.

Based on review of project
documents and KIIs with
multiple MSF informant
groups

MSF stakeholders’ views on the importance of
sustainability varied, with several seeing sustainability as
an unnecessary goal for catalytic projects, and others
concerned about the lack of Project sustainability

Based on KIIs with various
MSF informant groups

Overall the model of care was considered highly
unsustainable, with limited likelihood of the government
being able to replicate it in the foreseeable future.

Based on KIIs across
multiple stakeholder groups

The sustainability of policy results is severely constrained
in India considering the government’s limited resources
but is more promising in other contexts where
governments have the resources to implement the
guidelines.

Based on KIIs across
multiple stakeholder groups
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ANNEX 8: QUALITATIVE ANALYSIS OF ASSUMPTIONS

The following table is based on qualitative review of project documents and Kll notes. Those areas assumptions were only partially upheld indicate where MSF
should review and adapt the project design to improve the likelihood of project outcomes being achieved. The yellow across the “advocacy” section reflects
poorer progress in this area and provides insights into why the Project’s advocacy activities did not support the overall objectives as intended.

INTERMED

SHORT-TERM IATE TO

TO

OUTPUTS TO SHORT-TERM LONG-

ACTIVITIES TO OUTPUTS OUTCOMES INTERMEDIA TERM

TE
OUTCOMES OUTEOME

Municipal Corporation of Greater Mumbai continue to provide necessary
permissions for MSF to operate a private clinic in Mumbai and partner with local Gol has sufficient
hospitals overall budget,
Ministry of Health provides permission to import new drugs that are not a part of the esp. health
standard treatment protocol for DR-TB in India resources to
Gol does not apply repressive measures to curtail the activities of international increase NTP
NGOs budget
Bureaucratic red tape does not slow down MSF project operations
Continuity of institutional funding is maintained
Currency fluctuations do not lead to reduced purchasing power of the project

Ministry of health/NTP and other medical
actors (NITRD) are open and amenable to
forging alliances with MSF

Cross-cutting

Adults and
children with
DR-TB accept

" " — —— new (oral
Patients, CSOs continue to support MSF’s activities and agree on priority issues 'rreeo'r(;e?'l')r
Awareness raising activities leads to improved knowledge and understanding of DR- regimens
& TB
2
5 Engagement and awareness raising activities result in increased demand for Patient counselling and support activities result
£ services are successful/ result in improved adherence to Evidence from
g Patient counselling/support activities result are accepted/supported by key freatment regimens/reduced loss-to-follow-up MSF project is
O stakeholders applicable to DR-
Levels of TB in the community mean that active case finding result in more cases TB beyond Indian
detected context
MSF is able to retain local staff, especially doctors, in the project for continuity | Hospital and TB managers are open o

suggestions and recommendations of patient ‘ There are
groups/CSOs sufficient
artner hospital staff are not overburdened and are available to support MSF New processes contribute to improved ‘ resources for

MSF clinic is not overburdened with too many DR-TB clients

Clinical

activities capacity, efficiency and effectiveness at Project adoption and

MSF supported sites are able and willing to incorporate new systems/processes sites rollout of
People with DR-TB understand need for individualized tfreatment and trust MSF Treatment regimens lead to improved patient revised
doctors outcomes guidelines/poli
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cies in India

RNTCP will allow clinics to deviate from national guideline and pilot novel activities
and beyond.

Research protocols are approved with sufficient speed by appropriate bodies

National TB programme is open to utilizing new - There is sufficient

Submitted manuscripts will be reviewed and published in a timely manner by technologies for diagnosis of DR-TB seliffasl cumas
There are sufficient resources and support to integrate OR findings into model of translates info
care Research and findings are viewed as robust and increased budget

Staff beneficiaries of trainings absorb skills and competencies and utilise them applicable to wider context by key stakeholders

Supply of consumables for rapid diagnostics is maintained

allocation

Advocacy efforts target the right/appropriate people/organisations e I TG T S el TS
Y 9 9 pprop peop 9 into improved support for MSF’s model of care receives traction

-~ . . A strong partnership is maintained with MoH/ and support
Key stakeholders are willing to engage in/with advocacy efforts NTP fo present results from OR activities with/from the key

. . . .. . . actors that
Advocacy methods are appropriate for the local context and support improved MSF is able to raise its profile to influence influence TB

nsen han . .
consensus . chamee  policyinIndia

|
|
Journals for TB which
|

Advocacy

Conditions for the assumption are
met

Conditions for the assumption are partially l
met

Conditions for the assumption are not . Evidence not clear
met
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ANNEX 9: INDIA MDR AND XDR TB PATIENT TREATMENT OUTCOMES®!

A9-1.Disaggregated MDR and XDR Patient outcomes (MSF Clinic, State and National)
201612 2017 2018
MDR!03 MDR XDR MDR XDR
Conventional  MSF Conventional regimen!® Shorter Conventional  Any regimen!®®
regimen© clini regimen'®® regimen®’

c Nationa

| e al al
Initiated 1295 16311 7613 31939 947 2644
Treatment 682 9728 3772 16478 410 1201
success
(complete
d/ cured)
LTFU 158 2157 1211 4748 103 294
Failed 22 395 105 524 26 78
Died 127 1793 1094 4823 242 657

A9-2. Combined MDR/XDR Patient Treatment Outcomes (%age, MSF Clinic, State and National)!®?
Treatment success
(completed/cured) LTFU Failed

2016 2017 2018 2017 2018 2017

MSF
Clinic
State

National

101 (Revised National TB Control Programme, India TB Report 2019 2019); (National Tuberculosis Elimination Programme Annual Report, India TB Report 2020 2020); (National Tuberculosis Elimination Programme
Annual Report, India TB Report 2021 2021); (MSF, Project monitoring: Mumbai Q4/Annual Report- 2020 2020)

102 For state and national outcomes, figures are based on MDR/Rifampicin Resistant TB patients initiated on Cat IV conventional treatment

103 XDR data not available

104 Figures cover patients initiated on treatment from 3rd Quarter 2015 to end of 2nd Quarter 2016

105 For state and national outcomes, figures are based on treatment outcome of patients initiated in treatment from 3" quarter of 2016 to end of second quarter of 2017

16 For state and national outcomes, figures are based on treatment outcome of MDR patients initiated on shorter regimen during 2018

107 MIDR TB patients initiated on conventional regimen as well as MDR TB with additional resistance initated on any regimen

108 XDR TB Patients initated on any regimen during 2018

109 Based on numbers of MDR and XDR patient outcomes added together from previous table
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ANNEX 10: FULL LIST OF MSF MUMBAI OPERATIONAL RESEARCH WITH CITATIONS

TOTAL WHO PUBLICATION
CITATIONS CITATIONS

YEAR MSF MUMBAI PROJECT OPERATIONAL RESEARCH

GOI CITATIONS OF WHO
PUBLICATIONS

Adverse Events among HIV/MDR-TB Co-Infected Patients df:"fisetll'::es i?t:l:fl?::ri::oosfis
2012 Receiving Antiretroviral and Second Line Anti-TB Treatment in 114 g-suscep
. . and patient care 2017 update
Mumbai, India
Annex 5
Ocular inflammatory disease and ocular
tuberculosis in a cohort of patients co-infected with HIV and 27
multidrug-resistant tuberculosis in Mumbai, India: a cross-
sectional study
WHO treatment guidelines for
drug-resistant Tuberculosis Guidelines on programmatic
Poor Outcomes in a Cohort of HIV-Infected Adolescents 2016. management of drug resistant
2013 Undergoing Treatment for Multidrug-Resistant Tuberculosis in 61 leading to: tuberculosis in India: 2019 (pre final
Mumbai, India WHO consolidated guidelines text)
on drug-resistant tuberculosis
treatment (2019)
High Rate of Hypothyroidism in Multidrug-Resistant Tuberculosis 36
Patients Co-Infected with HIV in Mumbai, India
‘I cry every day’: experiences of patients co-infected with HIV and 86
multidrug-resistant tuberculosis
. . . . WHO gwc;ie!mes on Guidelines for the Programmatic
Infection control in households of drug-resistant tuberculosis tuberculosis infection .
. . . . . . 4 . . Management of Drug Resistant
patients co-infected with HIV in Mumbai, India prevention and control: 2019 .. g
Tuberculosis in India (2021)
update
Patch-testing for the management of hypersensitivity reactions to 10
second-line anti-tuberculosis drugs: a case report
2014 - - - - -
HIV, multidrug-resistant tuberculosis and depressive symptoms: 37
when three diseases collide
Alarming levels of drug-resistant tuberculosis in HIV-infected
- . . . . 67
patients in metropolitan Mumbai, India
“I’'m fed up”: Experiences of prior tuberculosis treatment in 24
patients with drug-resistant tuberculosis and HIV
2015 Resistance Patterns Among Multidrug-resistant Tuberculosis 82
Patients in Greater Metropolitan Mumbai: Trends Over Time
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WHO PUBLICATION

CITATIONS

GOI CITATIONS OF WHO
PUBLICATIONS

Linezolid for multidrug-resistant tuberculosis in HIV-infected and

Target regimen profiles for TB
treatment: candidates:

uninfected patients (Letter to Editor) 28 . rlfamplcm-.suscepflble, N/A
rifampicin resistant and pan-
TB treatment regimens
Treatment outcomes for HIV and MDR-TB co-infected adults and 111
children: systematic review and meta-analysis
Outcomes in Adolescents Undergoing Treatment for Drug- 3
Resistant Tuberculosis in Mumbai (Letter to Editor)
Direct Observation (DO) for Drug-Resistant Tuberculosis: Do We
30
Really DO?
Treating all MDR-TB patients, not just bacteriologically confirmed 0
cases
The use of delamanid in the Guidelines for use of Delamanid in
treatment of multidrug- the treatment of Drug Resistant TB
resistant tuberculosis in in India (2018)
Compassionate use of new drugs in children and adolescents with . chl'ldren gnd qqolescen'rs. Guidelines on progrqmmqtlc
multidrug-resistant and extensively drug-resistant tuberculosis: 77 inferim policy guidance WHO manqge.m_en'r of.d.rug res'San.T
2016 early experiences and challenges 20-16. tuberculosis in India: 2019 (pre final
Leading to: text)
WHO consolidated guidelines Guidelines for the Programmatic
on drug-resistant tuberculosis Management of Drug Resistant
treatment (2019) Tuberculosis in India (2021)
Linezolid-Associated Optic Neuropathy in Drug-Resistant 25
Tuberculosis Patients in Mumbai, India
Surgical interventions for pulmonary tuberculosis in Mumbai, 1
India: surgical outcomes and programmatic challenges
Early safety and efficacy of the combination of bedaquiline and WHO operational handbook on Guidelines for the Programmatic
delamanid for the treatment of patients with drug-resistant 91 tuberculosis: module 4: Management of Drug Resistant
tuberculosis in Armenia, India, and South Africa: a retrospective treatment: drug-resistant Tuberculosis in India
2018 cohort study tuberculosis treatment
Is Chemoprophylaxis for Child Contacts of Drug-Resistant TB 7
Patients Beneficial? A Systematic Review
Beyond ‘cure’ and ‘treatment success’: quality of life of patients 19
with multidrug-resistant tuberculosis
2019 Bedaquiline and Delamanid in combination for tfreatment of drug- 10

resistant tuberculosis (Letter to Editor)
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Delamanid in Mumbai, India

TOTAL WHO PUBLICATION GOI CITATIONS OF WHO

MSF MUMBAI PROJECT OPERATIONAL RESEARCH CITATIONS CITATIONS PUBLICATIONS
Ambulatory management of pre- and extensively drug resistant

tuberculosis patients with imipenem delivered through port-a- 5

cath: A mixed methods study on treatment outcomes and
challenges
Adapting TB services during the COVID-19 pandemic in Mumbai, 16
India (Letter to Editor)

One step forward: Successful End-of-Treatment outcomes of

Patients with DRTB who received concomitant Bedaquiline and 0

New TB drugs for the tfreatment of children and adolescents with

rifampicin-resistant TB in Mumbai, India 2
Treatment outcomes of children and adolescents receiving drug- 1
resistant TB treatment in a routine TB programme, Mumbai, India
Challenging drug-resistant TB treatment journey for children, 0
adolescents and their caregivers: A qualitative stud

Meta Analyses Which Included Mumbai Project Data Sets

WHO operational handbook on

45 tuberculosis: module 4:

treatment: drug-resistant
tuberculosis treatment

Drug-associated adverse events in the treatment of multidrug-
resistant tuberculosis: an individual patient data meta-analysis

Guidelines for the Programmatic
Management of Drug Resistant
Tuberculosis in India

. WHO consolidated guidelines
Treatment correlates of successful outcomes in pulmonary . .
. . . R . on drug-resistant tuberculosis
multidrug-resistant tuberculosis: an individual patient data meta- 268
analysis treatment (2019)

Guidelines for use of Delamanid in
the treatment of Drug Resistant TB
in India (2018)
Guidelines on programmatic
management of drug resistant
tuberculosis in India: 2019 (pre final
text)

Guidelines for the Programmatic
Management of Drug Resistant

Treatment Outcomes in Global Systematic Review and Patient
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