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Executive summary

China and India hold the first and third largest share of global gross domestic product (GDP) at purchasing power parity
(PPP) —and have led the broader shift in global economic power towards emerging market and developing economies
(EMDEs). India is growing rapidly, and is projected to reduce its share gap with the United States (US), the second largest
contributor to global GDP (PPP), to just 3.5 percentage points within 5 years."

Rural India accounts for 46% of India’s GDP,2and receives an estimated USD 36—48 billion (2024) in domestic remittances?
as well as a share of international remittances (USD 151 billion in 2025) — of which India has been the world’s largest
recipient over the past 2 decades.* Itis also home to 64% of India’s population,® and bears 77% of its recorded deaths due to
non-communicable diseases (NCDs).¢ Yet, rural India remains a large market that innovative medical companies do not
research and reach well.

Patient experience data (PED) from rural India can inform the global medical product lifecycle of these companies. Before
launch, they can shape no-regret design choices in target product profiles (TPPs) that, at once, work for rural India and
traditional advanced economy markets. After launch, they can offer an early return on investment by showing how patients
judge the efficacy, safety, quality and price of medicines, why and when they start and stop treatment, and what they are
willing to pay for—insights that can sharpen market access, medical affairs and adherence programs.

PED are increasingly being used in regulatory decision-making. The US Food and Drug Administration (FDA) considers PED
throughout the drug development and review process—a consideration that “begins even before a sponsor initiates a formal
drug development program”. PED were mentioned in reviews of 73% of new molecular entities (NMEs) it approved during
2021-25. However, the FDA has also highlighted gaps. For instance, submitted PED may underrepresent “individuals with
low health literacy”—with weaknesses in qualitative, quantitative and mixed methods studies undermining their rigour.”
The European Medicines Agency (EMA) notes that there is less experience with qualitative data, that qualitative preference
studies are “most suitable for situations where knowledge is still limited, such as the early phases of a medicine’s lifecycle”.s

This Brief provides a snapshot of patient experience from rural India, with NCDs as a case study. It is based on what the FDA
describes as a quantitatively driven sequential study design®—involving 22 mixed methods, semi-structured, in-depth
interviews (IDlIs) with NCD patients as well as 8 focus group discussions (FGDs) with village communities and 19 with 164
primary health staff in the Rampur district of Uttar Pradesh —home to 20% of India’s rural population.>™

e Multiple conditions. Most patients (14 of 22) reported multimorbidity or multiple long-term conditions (MLTCs) that
tend to adversely synergise each other.

e Monitoring conditions. Most patients don’t have monitoring devices at home, and often rely on “feelings” (symptoms) to
geta sense of their blood glucose or blood pressure levels. They sometimes get their blood glucose or blood pressure
levels tested at private or public facilities — but there are some who rarely get tested due to fear of needles and blood.
Nevertheless, there is a willingness to have devices for home monitoring.

o NCD training and awareness. Lack of proper NCD training of frontline health workers and awareness among rural
communities is the most fundamental challenge for the screening, prevention, treatment and management of NCDs.

o Symptomatic rather than chronic care. Almost all NCD patients adopt a symptomatic approach to treatment—they
take medicines when they feel unwell and discontinue them when they feel well. The sense of chronic care is missing.

o Maedicines that work and enable work. Patients want medicines that work (real-world effectiveness) and enable them to
work —without causing weakness or adverse effects from long-term use, especially to the kidneys.

o Willingness to pay. Some poor patients are willing to invest up to 30% of their monthly income in such medicines—and
work extra hard to afford them —so that they can continue to work and earn.

o Preference for private care. Most NCD patients turn to private care and view government medicines (cheap generics) as
low quality and ineffective. However, some, including the better-off, trust and use public care.
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1 Why PERI matters

An economic, epidemiological and demographic snapshot

India

EXHIBIT 1

EMDEs have overtaken advanced economies—and India is rapidly closing in on the US

Share of global gross domestic product (CDP) at purchasing power parity (PPP), %

70
65.0

60

35.0

30

50
) o \

Actual IMF projections

63.7 EMDEs

"ay
BRbLTT 36.3 Advanced economies

--------- ® 13.7US

27

1980 2009

2025 2031

-------- ® 10.2India

Note: US = United States; EMDEs = emerging market and developing economies; IMF = International Monetary Fund. Source: IMF World Economic Outlook, October 2026.

2nd

Burden of non-communicable
diseases (NCDs) in terms of
prevalence, deaths and
disability-adjusted life years
(DALYs) (2023)™

Tst

Population (1.5 billion) and
international remittances
received (USD 151 billion)
(2025)*

Rural India

3rd

Share of global gross domestic
product (GDP) at purchasing
power parity (PPP) since 2009"

719 million

Population aged 30 years and
above to be screened for NCDs
by primary health staff (2026)s

46%

Share of India’s GDP (2019-20)2

909 million

People—more than the
combined populations of the
United States (US), Indonesia
and Pakistan (2025)5"2

Uttar Pradesh

USD 36—48 bn

Domestic remittances received
(2024)3

77%
Share of NCD deaths in India

(as recorded by the Sample
Registration System, 2022—24)¢

107 million

Population aged 30 years and
above to be screened for NCDs
by primary health staff (2026)s

20%
Share of rural India living in
Uttar Pradesh (UP) (2025)5

o)

5-18%

NCD service coverage across
UP’s 75 districts (2019-21) 3

75%
Households in UP that do not

generally use government
health facilities (2019-21)

6th

Largest burden of NCD DALYs
in the world —marginally lower
than Russia’s, but much higher
than Pakistan’s (2023)™

66%
Out-of-pocket share of total

health expenditure —the
highestin India (2022—23)*

8th

Largest burden of NCD deaths
in the world —marginally lower
than Brazil’s (2023)™



UHC360 Brief | Patient Experience from Rural India for the Global Medical Product Lifecycle

2 Patientexperience from a regulatory
perspective

What US, European and international regulators say about patient experience data

Regulators in the US and Europe have been making efforts “to steer medicine development towards programmes that not
only meet the requirements for quality, safety and efficacy of individual products, but also incorporate the broader
perspectives of patients and carers”.8 According to the US Food and Drug Administration (FDA), patients “are experts on
whatitis like to live with the condition”, and are “in a unique position to contribute to an understanding of benefit and
risk considerations throughout the medical product development process”.' The European Medicines Agency (EMA)
argues that “patients may value different aspects of their disease and available treatments than medicine developers”,
and “an optimal patient-relevant medicine development programme incorporates patients’ perspectives and documents
their experience”.®

United States

The FDA's focus on Patient-Focused Drug Development (PFDD) goes back to 2012, when it pioneered PFDD meetings as
“a systematic approach to help ensure that patients’ experiences, perspectives, needs, and priorities are captured and
meaningfully incorporated into drug development and evaluation”."” In subsequent years, more clarity was provided in
the US on the meaning of patient experience data (PED) and methods for their collection.

Section 3001 of the 21st Century Cures Act, 2016 outlined that PED are “intended to provide information about patients’
experiences with a disease or condition, including—(A) the impact of such disease or condition, or a related therapy, on
patients’ lives; and (B) patient preferences with respect to treatment of such disease or condition”. Section 3002 required
the FDA to develop guidance documents for the collection of PED and their use in drug development.’®

The FDA issued 4 PFDD guidance documents between 2020 and 2025; Guidance 4 is still a draft.” Guidance 1 (2020)
included “the signs and symptoms patients experience” and how they “affect their day-to-day functioning and quality of
life” within the ambit of PED. It also noted that “qualitative, quantitative, or mixed methods may be appropriate for
collection of” PED. Guidance 2 (2022) set out best practices in qualitative research, noting that “focus groups could be
used in preliminary research to explore a broad topic followed by one-on-one interviews to obtain more detailed
information on the topic of interest”, and described quantitatively and qualitatively driven sequential and concurrent
mixed methods designs. Guidance 3 (2025) helps sponsors select, develop or modify “fit-for-purpose” clinical outcome
assessments (COAs) — measures of how patients feel or function. It notes that where a concept closely reflects patients’
daily lived experience, “patients’ input regarding the items/setup/tasks (e.g., through qualitative studies) is important”.
Study samples should “reflect the clinical characteristics and demographics of the target patient population”, and include
“reporters who reflect the range of literacy and numeracy in the target population”."

A 2026 assessment—based on focus group discussions (FGDs) with FDA staff and a review of 800 drug and biologic
submissions approved between February 2021 and December 2025 — found that “FDA reviewers consider and use patient
experience data throughout drug development and the review process”, and that “FDA’s consideration of patient
experience data begins even before a sponsor initiates a formal drug development program”. PED are “evaluated in
support of regulatory decisions, including benefit-risk determinations and labeling claims”.”

According to the assessment, “early stage discussions of patient experience data with FDA include conversations about
the appropriateness of planned qualitative research methods, how patient experience data will inform the sponsor’s
target product profile, and early endpoint planning including the feasibility of collecting data in the intended population
(e.g., patient preference studies which can inform endpoint selection or hierarchy..)”. PED also “informs discussions about
which concepts to target for measurement, such as symptoms, functioning, and health-related quality of life, and
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whether those concepts are salient and meaningful to patients”. It “further informs discussions about clinical trial design
and conduct”, including dosing regimens, routes of administration and the burden that trials place on patients.’

PED were mentioned in reviews of 73% of new molecular entities (NMEs) the FDA approved during 2021-25—up from
68% in the 2021 assessment, rising from 69% in 2021 to 85% in 2025. Most PED came from the sponsors themselves. The
assessment also found that weaknesses such as “unclear saturation methods, inadequate sample sizes, and weak
psychometric properties” reduce the rigour of sponsor-submitted data, and that PED may underrepresent “individuals
with low health literacy, limiting the generalizability of findings”.”

Europe

The EMA’s draft reflection paper on PED (2025) defines them as data that “directly reflect the experience of a patient or
carer, without input or interpretation by a healthcare professional, third party or (artificial intelligence [Al]-based)
device”. Patient experience can include “health and functional status, disease symptoms, disease course, treatment
preferences, QoL [quality of life], factors impacting treatment adherence, treatment outcomes and side effects”. It can be
collected through quantitative methods, such as patient-reported outcome measures (PROM:s); “qualitative methods
(e.g., interviews, focus groups or qualitative surveys that reflect the wider perspective of patients’ experience)”; or mixed
methods. Key points from the paperinclude:?

« Lifecycle approach. PED “should be systematically considered for informing medicines development from the earliest
stages (including non-clinical stages) through to post marketing”, and can also inform health technology assessment
(HTA), pricing and reimbursement. Stakeholders “are therefore encouraged to embed PED across all stages of medicine
development”.

o Key gaps. PED “are not systematically included in all aspects of medicine development”. While patient-reported
outcomes (PROs) “have already been accepted as efficacy endpoints for clinical trials, there is less experience with other
PED types such as patient preferences or with qualitative data from patient engagement activities”.

 Early qualitative data. Early patient engagement by medicines developers in research and development “can contribute
to establishing the right research questions, providing insights into patients’ preferred outcomes and selection of
appropriate measures (such as PROs), medicine characteristics and their views on the balance between risks and
benefits”. Qualitative preference studies are “most suitable for situations where knowledge is still limited, such as the
early phases of a medicine’s lifecycle”.

o Representativeness. Patients’ perceptions of disease burden and treatment preferences “may differ across geographical
areas”—and PED representativeness can be improved “by involving a wider range of patients, using varied methods of
data collection”.

 Early advice. Existing guidelines on PED in the European Union (EU) are “either fragmented or outdated”, which “creates
uncertainties for medicines developers”, and the reflection paper itself “does not include detailed methodological
guidance”. The EMA, therefore, encourages developers to seek its scientific advice on PED at the earliest possible stage,
preferably jointly with HTA bodies.

International Council for Harmonisation (ICH)

The ICH’s draft E22 guideline on patient preference studies (2025) notes that qualitative preference studies “may be
useful, for example, in the form of interviews, to identify which attributes are important to patients”, and that studies
conducted in other regions “may inform regulatory drug assessment and related decisions in the local region”, provided
applicants offer a justification.? Its ES guideline (1998) recognises “extrinsic” ethnic factors, “associated with the

environment and culture in which a person resides”, including “medical practice, diet”, “socioeconomic status” and
“compliance with prescribed medications”.?'



UHC360 Brief | Patient Experience from Rural India for the Global Medical Product Lifecycle

3 Study design and methods

Focus groups and mixed methods, semi-structured, in-depth interviews

To begin with, UHC360 is collecting PED from NCD
patients in the rural areas of UP’s Rampur district —where
itisalso supporting the public primary health system
(PPHS) for robust collection and analysis of NCD data.
PPHS staff are supposed to collect data on metabolic,
behavioural and environmental risks and symptoms as
well as screen all adults aged 30 years and above — 719
million in India, 107 million in UP — for common NCDs.*

We began with UP as itis home to 20% of India’s rural
population, and has the world’s 6th highest burden of
NCD DALYs and 8th highest burden of NCD deaths.
Rampur was chosen because it had the 5th lowest literacy
rate (53%)22in UP, and a lower NCD service coverage
(8%)" than the 4 districts with a lower literacy rate. There
is enormous unmet need for NCD care as well as
willingness to pay.

Following FDA Guidance 2 —that “focus groups could be
used in preliminary research to explore a broad topic
followed by one-on-one interviews to obtain more
detailed information on the topic of interest”®—we began
with 8 FGDs (February to April 2026) with village
communities to explore their broad perspectives on the
local prevalence and determinants of NCDs as well as
their treatment pathways, preferences and challenges.
Since April 2026, we have interviewed 22 NCD patients
(Exhibit 2), and conducted 19 FGDs with 164 primary
health staff for baseline evaluation of NCD data collection
by the PPHS.2 All field research was led by the author,
who has 21 years of experience in mixed methods
research, and recently led an endline evaluation of a
primary health intervention, implemented by the Johns
Hopkins University with its partner institutions in rural
Cujarat, India.

PED interviews

Interviews took place in Rampur’s Swar and Saidnagar
blocks—6 at a brick kiln, whose owner mobilised
respondents from nearby villages through his staff, and
the rest at PPHS facilities, where staff either called in
NCD patients who lived nearby or asked doctors to send
visiting NCD patients to a room set aside for the
interviews. PPHS facilities served mainly as venues: some
of those interviewed there were not receiving any

treatment; some were being treated privately, and others
atthe PPHS. Thanks to their regular household visits,
frontline health workers (FHWs) tend to know NCD
patients in their respective areas. During our recent visit
(31 October to 3 November 2026), we also interviewed the
owners of a private radiology centre, a private pharmacy
and aJanaushadhi Kendra—a government-supported,
privately owned pharmacy for highly affordable generics.

Others were present during most of the interviews, but
this did not appear to affect their responses. At PPHS
facilities, respondents were able to talk openly about the
challenges in their services—an FHW even said that she
seeks private care because medicines in the PPHS are not
effective. Even at the brick kiln, respondents openly
discussed the impact of NCDs on their ability to work and
earn in front of the owner. PPHS staff, too, have been
forthcoming about their challenges and weaknesses.

Verbal consent was sought from the respondents in
Hindi, UP’s and the author’s native language. Only the
FGDs with village communities were audio-recorded,;
handwritten notes were taken in all other cases. Health
conditions reported during patient interviews were coded
according to the World Health Organization’s (WHO)
International Classification of Diseases, 11th Revision
(ICD-11) (Exhibit 2).2#

Interview tool

Given repeated references to mental health problems
during village FGDs, we decided to use the self-translated
Hindi version of the World Health Organization-Five
Well-Being Index (WHO-5) for structured questions
during our first 6 patient interviews.? Since family
emerged as a major driver of well-being in these
interviews, we started searching the literature for other
relevant tools for the structured component of our future
interviews. Realising that none of the existing tools could
be used in their current form in our context, we decided
to select and adapt questions from some of them. We
developed a tool that we piloted for 9 patient interviews
inJuly 2026 —and whose revised version we used for the
remaining 7 interviews during our recent visit.
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Itis a mixed methods, semi-structured tool, designed to
build rich patient experience narratives, following what
the FDA describes as a quantitatively driven sequential
design.? It begins with structured questions that cover
patients’ medical profile (diseases, treatment, willingness
to pay, functional and financial impact), social
determinants of health, life satisfaction, overall, mental,
social and family well-being. Several of these questions
were adapted for our context from the WHO-5, the WHO
World Health Survey Plus and the Hong Kong Family
Wellbeing Index.?>?” A semi-structured IDI then
explores potential interconnections between their
responses and elicits other information that patients
considerimportant.

Why a semi-structured tool?

Our field research in rural India since 2009 suggests that
semi-structured interviews work best in that context: the

researcher has to let respondent narratives emerge rather
than follow or complete a questionnaire rigidly, with the
focus being on the narrative (substance) rather than the
tool. Our interviews in rural Rampur bore this out:
patients often answered rating questions in words rather
than numbers, and the richest material came from the IDI
section. This is consistent with the EMA’s draft reflection
paper, which sees qualitative input as most suitable
where knowledge is still limited (Chapter 2).

Limitations

Our field research has so far been exploratory and based
on convenience rather than purposive sampling. Our
findings should, therefore, not be seen as comprehensive
or representative in any way. Theiraim, in any case, was
to provide a snapshot of patient experience from rural
India and illustrate its value for the global medical
product lifecycle.
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EXHIBIT 2

NCD respondent characteristics and reported conditions
Conditions reported by each of 22 NCD patients in rural Rampur, coded to WHO’s ICD-11

Key: I Diseases or disorders (ICD-11 chapters 01-20) Symptoms, signs or clinical findings, not elsewhere classified (ICD-11 chapter 21)

Factors influencing health status or contact with health services (ICD-11 chapter24) | ® Counted as a long-term condition

Long-term
1D Age Sex' Religion? Patient-reported conditions conditions (n)
4 60 M H I ® 5A14 Diabetes mellitus  MG41Sleep disturbance  MG22 Fatigue ~ MB24.5 Depressed mood ~ MF50.0 Frequent micturition 1
MG43.0 Polydipsia | QEO1Stress | A QE70.0 Inadequate family support
P2 68 M M I ® 5A14 Diabetes mellitus I ® BA00.Z Essential hypertension 2
P3 55 F H I ® 5A14 Diabetes mellitus I ® BA00.Z Essential hypertension ~ MG41Sleep disturbance ~ ® ME82 Pain injoint 3
P4 50 F H I ® 5A14 Diabetes mellitus I ® BA00.Z Essential hypertension ~ MG41Sleep disturbance  MG22 Fatigue ~ ® MG3Z Pain 3
MB24.5 Depressed mood | QEO1Stress | | QE62 Uncomplicated bereavement
Ps 60+ F H I ® BA0O0.Z Essential hypertension ~ MG41Sleep disturbance ® MG3Z Pain  ® ME82 Paininjoint = QE70.0 Inadequate family support 3
Pé6 50 F H I ® 5A14 Diabetes mellitus  ® MG3ZPain  ME60.Z Skin lesion of unspecified nature  MF50.0 Frequent micturition ~ MG43.0 Polydipsia 2
MB4D Headache | QEO1Stress | | QE13 Tobacco use | | QE51.0 Relationship distress with spouse or partner
QES1.1 History of spouse or partner violence | | QE70.Z Problems related to primary support group, including family circumstances?
P7 45 M M I @ 5A14 Diabetes mellitus  MG22 Fatigue  MB24.5 Depressed mood ~ MG43.5 Excessive weight loss  MB24.3 Anxiety 1
MB26.A Suicidal ideation | QEO1Stress || QDSZ Problems associated with finances
P8 65 M H I ® BA00.Z Essential hypertension ~ @ MC1Y Other specified symptoms or signs involving the visual system ~ ® ME82 Pain injoint 3
QD5Z Problems associated with finances | | QC4Y Personal history of other specified health problems
P9* 75 M M I ® BAQO0.Z Essential hypertension ~ MG41Sleep disturbance ~ MB23.0 Aggressive behaviour 1
P10 60 M M I ® DE2Z Diseases of the digestive system | QEO1Stress | | QD5Z Problems associated with finances | | QE70.0 Inadequate family support 1
P11 44 M H I ® 5A14 Diabetes mellitus  MG43.5 Excessive weightloss | ® QE10 Hazardous alcohol use | | ® QE12 Hazardous nicotine use 3
P12 57 F ™M I ® 5A14 Diabetes mellitus I ® BA00.Z Essential hypertension I ® 5C55 Inborn errors of purine, pyrimidine or nucleotide metabolism 4
I ® 5A0Z Disorders of the thyroid gland or thyroid hormones system
P13 32 F M I ® BA2Z Hypotension I ® 5B5K.0 Iron deficiency  MG41 Sleep disturbance 2
METY Other specified symptoms or signs involving the digestive system or abdomen | QEO1 Stress | | QD5Z Problems associated with finances
P14 60 F M I ® 5A14 Diabetes mellitus I ® BA00.Z Essential hypertension ~ MG41 Sleep disturbance 4
® MC1Y Other specified symptoms or signs involving the visual system ~ ® MG3Z Pain
METY Other specified symptoms or signs involving the digestive system or abdomen | QEO1Stress | | QE62 Uncomplicated bereavement
P15 34 M M I ® BA2Z Hypotension ~MG22 Fatigue  MB48.Z Dizziness or giddiness ~ ME60.Z Skin lesion of unspecified nature | QEO1 Stress 1
QE4Z Problems associated with the justice system
P16 4045 M M I ® 5A14 Diabetes mellitus  MG41 Sleep disturbance ~ ® MC1Y Other specified symptoms or signs involving the visual system 2
ME24.A5 Haematemesis®  ME86.B Symptom or complaint of the leg or thigh
P17 -70 M M I ® BA00.Z Essential hypertension ~ MB48.Z Dizziness or giddiness®  MD30.Z Chestpain®  MD90.1Vomiting® | QEO1 Stress 1
QE70.0 Inadequate family support
P18 45 F ™M I ® 5A14 Diabetes mellitus I ® BA00.Z Essential hypertension 2
P19 63 M M I ® 5A14 Diabetes mellitus I ® BA0O.Z Essential hypertension I ® 5C55 Inborn errors of purine, pyrimidine or nucleotide metabolism 5
I ® DB9Z Diseases of liver I ® GC2Z Diseases of the urinary system  MB48.Z Dizziness or giddiness’” ~ MG45.Z Syncope or collapse’
P20 45 M M I ® BA00.Z Essential hypertension | QEO1 Stress 1
P21 58 M H I ® BA0O0.Z Essential hypertension ~ MG41 Sleep disturbance | QEO1 Stress 1
P22 -60 M H I ® 5A14 Diabetes mellitus  MG41Sleep disturbance ~ ® MCITY Other specified symptoms or signs involving the visual system 2
Respondents with 2 or more long-term conditions (multimorbidity) 14

Notes: All conditions are as reported by respondents and coded to ICD-11 by the author. No clinical diagnosis was made or verified. Long-term conditions follow the National Institute for Health
and Care Excellence (NICE) definition of multimorbidity — “the presence of 2 or more long-term health conditions”, including defined physical and mental health conditions, symptom complexes
such as chronic pain, sensory impairment such as sight loss, and alcohol and substance misuse. Qualifiers such as “unspecified” and “not elsewhere classified” are omitted from ICD-11 titles for
space. Sources: WHO, ICD-11 for Mortality and Morbidity Statistics (2025); NICE (2016), Multimorbidity: clinical assessment and management (NG56).

1. Sex: F = female; M = male.

2. Religion: H = Hindu; M = Muslim.

3. P6: problem of alcoholism in family (husband).

4.P9:interview conducted with the patient’s son.

5. P16: haematemesis was a past episode.

6. P17: dizziness, chest pain and vomiting were past episodes, which led him to see a doctor and learn that he had hypertension.

7. P19: dizziness and collapse were past episodes, which led him to see a doctor and learn that he had hypertension and diabetes.
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4 PERI for the global medical product lifecycle

Self, society and systems in patients’ treatment decisions

Both the FDA and the EMA see a role for PED across the medical product lifecycle (Chapter 2). Given the growing shiftin
global economic power towards emerging market and developing economies (EMDEs) like India, that lifecycle needs to
be increasingly global, from the design phase itself, for research-based, patient-centric companies in particular. Before
launch, PED from EMDE contexts like rural India can help shape no-regret design choices for products that work, at once,
for EMDE and traditional advanced economy contexts. An example is GE Healthcare’s handheld electrocardiogram (ECC)
device, which was developed with rural India in view, but sold in the US as well.28 After launch, such PED can offer an
early return on investment by showing how patients judge the efficacy, safety, quality and price of medicines, why and
when they start and stop treatment, and what they are willing to pay for—insights that can sharpen market access,
medical affairs and adherence programs.

Exhibit 3 maps our key PED from rural India onto the medical product lifecycle — from the type of medicines patients want
to how they use them. Across stages, patients’ health care decisions appear to be strongly shaped by self, society and
systems—what they feel (their symptoms), what others say and what the local health system offers.

EXHIBIT 3
A snapshot of PED from rural India for the medical product lifecycle

PRE-LAUNCH: DESIGN -can have lasting influence through no-regret design choices

1 Discovery and development?

WHAT PED CAN INFORM FDA: PED inform “the sponsor’s target product profile”.” Development examines “side effects or adverse events”, “the
best way to give the drug” and “how it interacts with other drugs and treatments”.2° EMA: PED “contribute to ensuring that non-clinical research
questions address patients’ unmet needs”.®

« Multiple conditions. 14 of 22 patients reported multimorbidity « Fearof harm. Modern allopathic medicines are widely seen as
or multiple long-term conditions (MLTCs), as defined by causing weakness and harming the vital organs, especially the
NICE3°— most often diabetes and hypertension (13 and 13; kidneys, on long-term use.

7 both). Stress (11) and sleep disturbance (10) were common . Side effects that disrupt treatment. A patient stopped a

across these conditions. All 3 patients who reported depressed sulfonylurea—metformin combination because of weakness,

mood also had diabetes and stress, and one of them also . . . .
] ) fatigue, hunger and a feeling of being broken. A daily wager,
reported anxiety and suicidal ideation. Multimorbidity was also

treated free, skips medicines that make his body heat up and give
reported by 4 of the 7 patients under 50 years of age (aged

him boils.
32—45) (Exhibit 2). MLTCs tend to adversely synergise each
other (Exhibit 4).5 « Barrierstoinsulin. A patient refused insulin because others told

him he would never be able to stop it. A PPHS doctor said he does

« Medicines that work and enable work. Patients want medicines 0 . . . .
not prescribe insulin because patients do not monitor their

that work (real-world effectiveness) and enable them to work. . . . . .
( ) diabetes or store insulin well —and this could prove fatal in cases

of hypoglycaemia.

2-3 Preclinical and clinical research

WHAT PED CAN INFORM FDA: PED “further informs discussions about clinical trial design and conduct”.” EMA: PED help in “selecting
appropriate endpoints, including PRO instruments that reflect how patients feel and function”, and “reduce the risk of dropouts from trials”.8

« Function and work. Patients describe the effects of their « How patientsjudge efficacy. Patients also judge whether a
condition and medicines in terms of weakness, fatigue, pain and medicine works by other bodily cues —for instance, a liver
capacity to work— concepts that PRO instruments could capture. medicine by how hungry one feels.
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4 Registration

WHAT PED CAN INFORM ICH ES: “Examples of extrinsic factors include the social and cultural aspects of a region such as medical practice, diet,

use of tobacco, use of alcohol, exposure to pollution and sunshine, socioeconomic status, compliance with prescribed medications..”.?'

Patients from rural India are “typically not part of randomized controlled trials”,3" so PERI cannot yet draw on rural trial participants’

experience. This makes PERI even more important, given how little trial data exist from rural India.

POST-LAUNCH: USE -canofferan early return on investment for companies

5

Launch and lifecycle management: routine care

WHAT PED CAN INFORM EMA: PED “contribute to treatment adherence” and can help “detect the causes of non-adherence”.®

Traditional remedies first. Many patients prefer, and start
treatment with, traditional remedies due to fear of adverse
impacts from modern allopathic medicine—turning to it only
when their condition worsens. One patient would not take it even
ifitwere free.

Symptomatic care. Almost all NCD patients, including the
educated, treat NCDs symptomatically — they rely on how they
feel (dizziness, for instance) rather than regular testing, take
medicines when they feel unwell and discontinue them when
they feel better.

Discontinuation. A patient gave up his prescribed medications
and lifestyle because the former were not seen as effective, while
the latter made him feel weak.

Weak sense of chronic care. Even an FHW, whose husband had
high blood pressure, did not know that his medicines had to be
taken continuously.

Launch and lifecycle management: access and affordability

« NCD training and awareness. Lack of proper NCD training of

FHWs and awareness among rural communities is the most
fundamental challenge for the screening, prevention, treatment
and management of NCDs.

No follow-up. No one follows up with patients (FGDs with village
communities), so how patients use, judge and stop medicines
between visits is largely lost to the providers companies usually
rely on forinsight.©

Brand continuity. Patients want exactly the brand their doctor
prescribed (pharmacists). One patient, who takes free medicines
from a PPHS facility, did not buy medicines in the open market
during a month-long staff strike because he would not get the
same brand.

WHAT PED CAN INFORM EMA: PED “support relative effectiveness assessments and economic evaluations” by HTA bodies.8

Private care in nearby districts. Most NCD patients, including
FHWs, turn to private care —often in nearby districts within and
outside the state, which are sometimes closer than Rampur
city. Patients and providers said that even semi-rural areas like
Tanda, although prosperous, have very few qualified doctors
and specialists.

Cheap generics seen as “local”. Even poor patients see cheap
generics offered by public facilities and pharmacies as “local”—
low quality and ineffective —and many ask doctors not to
prescribe them, even though “some generics are sometimes
better than branded (ethical) medicines”, according to a
government doctor. AJanaushadhi Kendra owner said itiis
difficult for him to make ends meet, and that most doctors do
not prescribe generics and even tell patients not to buy them.
Janaushadhi Kendra owners in Kerala and Karnataka report
similar “quality—price misconceptions”.3*

Use of public health facilities. Some, including the better-off,
trust and use public health care. They stop treatment or buy
privately when public care is not available.

Treatment as investment. Some poor patients are willing to
invest up to 30% of their monthly income in medicines that work
—and work extra hard to afford them —so that they can continue
towork and earn.

Treatment as top priority. A seasonal worker, who works extra
hard to afford treatment, sometimes does not have money to
buy flour after buying medicines.

Proxy indicators of pockets of prosperity. There are massive
household appliance shops in Tanda’s local market that keep
high-end products like air-conditioners, automatic washing
machines and even air fryers of various leading brands in big
quantities (direct observation). They wouldn’t if there wasn’t a
market for them. Some in Tanda villages spend up to USD / EUR
250,000 on a wedding. People in rural areas don't like to keep or
deposit cash in banks —they collect surplus money to buy land
(village FGDs).
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5 Launch and lifecycle management: safety monitoring

WHAT PED CAN INFORM EMA: patients’ reports of suspected adverse drug reactions are “an important type of PED”. PED can “contribute to
preventing medication errors”.®

Self-treatment. An elderly lady takes her daughter-in-law’s « Over-the-counter use. Many buy medicines over the counter,
medicines when she feels her blood glucose levels rising. without prescriptions (pharmacists). Prescriptions are not always
onadoctor’s letterhead —we saw one on plain paper instead
(direct observation).

Self-adjusted treatment. Patients stop taking medicines when
they feel that they are causing side effects, or double their dose
when they feel that they are not working as much as they
should —without consulting their doctor.

Unqualified advice and treatment. Many rely on community
information—an FHW’s husband advised a diabetes patient to
double his dose in front of us (direct observation). A
pharmacist, without formal qualification, said he dispenses
diabetes medicines on the basis of patients’ test results and
adds medicines on his own to protect against what he believes
is definite kidney and liver damage from long-term use.

All Diagnostics and devices

WHAT PED CAN INFORM EMA: PED can help “establish the preferred medical device technology and technique”.®

« NCD detection. Patients visit doctors when symptoms become « Monitoring conditions. Most patients don’t have monitoring
severe, and NCDs are detected through opportunistic screening. devices at home, and often rely on “feelings” (symptoms) to get a
sense of their blood glucose or blood pressure levels. They
sometimes get their blood glucose or blood pressure levels tested
at private or public facilities — but there are some who rarely get
tested due to fear of needles and blood. Nevertheless, there is a
willingness to have devices for home monitoring. 4

Notes: Findings are from UHC360 field research in Rampur, UP, February—November 2026. Accounts from doctors and pharmacists are provider
accounts rather than PED.

a. Stages 1-3 as named by the FDA;>* stages 45 as named in leading companies’ pipeline reports and filings. 3438

b. Multimorbidity “has notably started affecting younger age groups” in low- and middle-income countries,*® and the “exclusion or underrepresentation”
of patients with multimorbidity “in clinical trials is well-documented”. *°

c. Patient experience is, therefore, best captured where patients live —especially in areas with few or no qualified providers —rather than in the clinics
they visit intermittently.

d. Nationally, only 17% of rural adults aged 30-69 had ever had their blood glucose measured, compared with 45% for blood pressure (2017-18).4!
Further research is required to understand why blood glucose testing is substantially lower than blood pressure testing.
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Diabetes-depression syndemic: A case study

Medical anthropologist Merrill Singer coined the term
“syndemics” in the early 1990s, and defined it “as the
aggregation of two or more diseases or other health
conditions in a population in which there is some level of
deleterious biological or behaviour interface that
exacerbates the negative health effects of any or all of the
diseases involved”.+?

Evidence from the US and Europe indicates that diabetes
and depression frequently cluster in patients —decreasing
their adherence to treatment and healthy lifestyle,
worsening their overall health and quality of life, and
heightening the risk of admission to intensive care units
and mortality. However, despite the potential of such
adverse health effects, “depression remains
underdiagnosed and undertreated in people with
diabetes” even in such high-income countries, while “the
best treatments to address medical and psychological
outcomes simultaneously in patients with depression and
diabetes are not known”.# Further, “the exact direction of
this relationship remains unclear”.*

EXHIBIT 4
Syndemic model of the case

A 60-year-old father of 6 told us how rising age had
reduced his capacity to earn and contribute to family
expenses, which made his married elder sons
unsupportive and left him lonely and depressed. A
daughter, whom he had sent to another city for higher
education, refuses to marry, which is another source of
stress for him. He strongly felt that his family
circumstances made him depressed, which led to his
diabetes, diagnosed 56 years ago.

He took diabetes medicines for some time, but since they
were not very effective and his food restrictions were
making him feel weak, he gave up his prescribed
treatment and lifestyle. Depressed, with no desire to get
better, he now eats jaggery before and after work. He
feels excessively thirsty at night and often wakes up to
drink water and urinate, which disturbs his sleep and
leads to further depression and fatigue at work —making
his life neeras (dull).

DEMOGRAPHIC AND SOCIOECONOMIC CONDITIONS

Rising age - reduced earning capacity - changing family relations - women’s empowerment

ADVERSE INTERACTIONS

H

Diabetes

+—>

Disturbed sleep

ENHANCED DISEASE PROGRESSION AND NEGATIVE HEALTH OUTCOMES

Worsening diabetes and depression - fatigue at work

Life has become neeras (dull)

Source: UHC360 field research, Rampur, April 2026; adapted from the model of a syndemicin Singer et al. (2017).42
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Contextualising the findings

Our findings —and the case study in particular—are better
understood within the demographic and socioeconomic
context in which patients live and work.

Demographic and socioeconomic changes

India’s population is ageing rapidly —its elderly (60 years
and above) population is estimated to be 218 million
(15.4%) in 2026, and is projected to rise to 325 million
(20.4%) by 2051.%* The man in our case study (Exhibit 4)
linked his depression, diabetes and disturbed sleep to his
changing demographic and socioeconomic conditions. He
was not alone. For instance:

o Awoman (over 60) said her 2 married sons do not care
for her, and that her children say their parents have
done nothing for them.

o Aman (60), whose married children work and earn, but
do not support him financially, works extra hard to
afford his treatment and household expenses; after
buying medicines, he said, there is no flour at home.

Our baseline evaluation found a similar pattern among
FHWs: some over 70 continue to work because they feel
that their children do not care for them, and “that they
have to continue working to support themselves
financially and be physically active to stay healthy”.2

Why women want to work

Our baseline evaluation of FHWs —all of them women —
points to several reasons why women want to work in a
predominantly patriarchal rural context:

¢ Hope of empowerment. The hope of Nari Shakti
(women’s empowerment) —and of better work status in
the future — motivates them to continue working.

o Freedom. Working outside the home provides
“freedom from the confines of the house, and from the
domestic drudgery that comes with it”.

12

« Financial independence. Whatever little they earn
offers “a degree of financial independence”—to spend
on themselves or, often, on the education of their
children or grandchildren. An FHW (57) continues to
work so that she has some money of her own and can
support her daughters and their families. Another FHW
(32), who suffers from several health challenges,
continues to work so that she can send her children to
better schools.

Respect. Contributing to household expenses raises
their respect (izzat) within the family, and they are
respected and sought after in the community for the
health care support they provide.

¢ Peersupport. Working with other FHWs gives them
social support that helps them overcome personal
challenges.

Paid work does not replace unpaid domestic work. The
FHW (32), whose illness has substantially reduced her
capacity to work, said her official work has to be
completed, despite the fact that it affects her domestic
work and ability to monitor her children’s education —and
thatsheis not valued at home because she cannot attend
properly to domestic work.

What this means for medicines

Medicines that work and enable people to work are,
therefore, notjust a concern of the male working-age
population, but extend to a wider population across
gender and age: older people who need to remain
independent and active, and women who manage both
paid and unpaid work. The FHW (32) said she wishes to
get good treatment so that she can work well both at
home and at work.

Economic hardship does not mean an absence of
demand: even poor patients who could use free public
care pay for private treatment out-of-pocket because they
trust it works and enables them to work.
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5 Future research

How UHC360 can help

UHC360 usually conducts quantitatively driven sequential mixed methods research — beginning with structured

quantitative questions, followed by IDIs with patients and carers, and key informant interviews (Klls) with publicand

private providers as well as other key experts and stakeholders. The health conditions that patients report during the

interviews are coded to WHO’s ICD-11 to facilitate use by clinical teams. Our aim is to build rich patient narratives on

NCDs and other health concerns, on multimorbidity, syndemics and the socioeconomic and demographic contextin

which patients make treatment decisions. Our IDls build on each patient’s cluster of conditions and circumstances,

captured through structured questions at the beginning.

Although we do not run large surveys or generate extensive quantitative data ourselves, we are supporting the PPHS to

collect robust population data on NCDs —and can help design or adapt instruments for quantitative studies as well as

help analyse their findings based on our research. Exhibit 5 sets out what we can and cannot do at each stage of the

lifecycle.

EXHIBIT 5

How we can contribute across the medical product lifecycle

STAGE

WHAT WE CAN DO

WHAT WE CANNOT DO

1 Discovery and
development

2-3 Preclinical and
clinical research

4 Registration

5 Launch and lifecycle
management

All Diagnostics and
devices

In-depth research on unmet needs, multimorbidity and
syndemics; patient narratives to inform target

profiles (TPPs) and no-regret design choices;

research for devices and diagnostics

Concept elicitation for COAs; attributes for patient
preference studies; what tolerability and dropping
mean to patients; cognitive interviews

Context for benefit-risk assessment, such as the extrinsic
factors in ICH Es; preparing for and joining meetings with
regulators4¢

Why patients start (or not), stop or switch treatment;
adherence; perceived quality, affordability and
willingness to pay; how doctors, pharmacists, traditional
practitioners and FHWSs shape treatment decisions;
uptake of screening and self-monitoring; patients’
accounts of side effects and self-adjusted treatment

Patients’ needs and preferences for testing and
monitoring

Epidemiological surveys or disease-burden
estimates — we can help design their questions and
interpret their results

Trial operations, large preference surveys or
psychometric validation—we can help design or adapt
instruments and interpret findings

Preparing regulatory submissions

Large-scale real-world data collection or
pharmacovigilance — we can help design
patient-facing questions and interpret findings

Usability validation testing

Every engagement s led by Dr Ali Mehdi, who possesses 21 years of experience conducting and coordinating relevant

field research across 13 Indian states and 12 countries of Asia, Africa, Europe and North America. This includes interviews

with drug regulators, medical companies as well as other key experts and stakeholders in India, Europe and the US.

13
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Examples of potential studies

In the light of our field research and findings so far, following are a few studies that could be helpful as far as PERI is

concerned. However, we would be glad to conduct mixed methods or qualitative studies around a company’s own themes

and research questions as well as tailor the study design, scope, sample size, etc. to its needs.

STUDY

MAIN QUESTIONS

1 Towards evidence-based care
Stages1and5

2 Real-world effectiveness, safety
and quality
Stages1and5

3 Buildinga chronic care
orientation
Stage 5

4 Pricing and patient preference
for publicand private care
Stages1and5

How do self, society and systems —what patients feel, what people say and what
providers offer—shape testing and treatment decisions of NCD patients? How can
they be encouraged towards evidence-based decisions and care?

How do patients judge the real-world effectiveness, safety and quality of medical
products? Which patient education strategies would work best in rural India to

raise evidence-based awareness about their efficacy, safety and quality?

What could help build a chronic care orientation among rural patients, so that they
view NCDs as long-term conditions that require continuous care and treatment

adherence?

Context: The Government of India focuses on making medicines affordable through
price control, supplying free medicines through public facilities and generics at very
low prices through Janaushadhi Kendras.# Its focus is on the supply side.

What we found: On the demand side, there is a general perception that government
medicines are low quality and ineffective. Yet, while poor patients spend up to 30%
of their monthly income on private treatment, some better-off patients trust and

use government health facilities and medicines.

Why do some better-off patients trust and use free government health facilities
and medicines, while poorer patients prefer and pay for private care —incurring
catastrophic out-of-pocket health expenditure and working harder to afford it?
How do patients’ socioeconomic circumstances shape their treatment preferences?
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