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ABSTRACT

Anaemia is a widespread health condition marked by reduced haemoglobin or red blood cell mass, leading to impaired oxygen delivery, fatigue, and
reduced quality of life. Conventional treatments such as iron and vitamin supplementation are often limited by poor absorption, gastrointestinal
intolerance, and poor adherence. Ayurveda recognises Pandu Roga, comparable to anaemia, as arising from Rasa Dhatu Kshaya, impaired Agni, and
vitiated Pitta dosha. HB Vista Ayurvedic Capsule is a proprietary polyherbal-mineral formulation containing Emblica officinalis (Amla), Phyllanthus
niruri (Bhumi Amla), Kasis Bhasma, Mandur Bhasma, Pearl Paste, Abhrak Bhasma, and Makshik Bhasma, stabilised with sodium benzoate. These
ingredients are traditionally used to enhance iron absorption, stimulate red blood cell production, and improve vitality. A post-marketing, open-label,
single-arm, single-centre clinical study was conducted in 60 anaemic patients aged 18—65 years. Participants received HB Vista capsules for 60 days,
with dosing adjusted by severity. The primary outcome was change in haemoglobin; secondary outcomes included quality of life (QoL) and safety. All
participants completed the study. Mean haemoglobin increased significantly from 6.09 g/dL at baseline to 13.05 g/dL at Day 60 (p < 0.0001), restoring
most patients to non-anaemic ranges. QoL scores demonstrated substantial improvements in physical health, energy, emotional well-being, social
functioning, and productivity. No adverse events or serious adverse events were reported, and vital signs remained stable. These findings indicate that
HB Vista Ayurvedic Capsule is a safe, well-tolerated, and effective intervention for anaemia, offering both haematological correction and holistic

improvements in quality of life.
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INTRODUCTION

Anaemia is a widespread public health problem affecting more
than 1.6 billion people globally, with the highest prevalence
among women of reproductive age and children. ! It is defined by
a reduction in haemoglobin concentration or red blood cell count,
resulting in diminished oxygen-carrying capacity of the blood.
Clinically, it manifests as fatigue, pallor, dizziness, reduced
exercise tolerance, and in severe cases, cardiovascular strain and
maternal morbidity. > Chronic anaemia has also been linked with
impaired cognitive development, reduced work productivity, and
compromised quality of life.

Conventional treatment strategies include iron supplementation
(oral or parenteral), vitamin replacement therapy (folic acid and
vitamin Biy), and blood transfusions in severe cases. > While
effective, these interventions often have drawbacks. Oral iron
therapy is associated with gastrointestinal intolerance, metallic
taste, and poor compliance. Parenteral iron requires medical
supervision and may cause hypersensitivity reactions. Blood
transfusion, though lifesaving, carries risks of alloimmunization
and infection. These limitations underscore the need for
complementary or alternative therapeutic approaches that are
effective, safe, and culturally acceptable.

In Ayurveda, anaemia is comparable to Pandu Roga (Anaemia)
described as a condition resulting from Rasa Dhatu Kshaya
(depletion of the nutritive plasma), impaired Agni
(digestive/metabolic  fire), and vitiation of Pitta dosha.*
Ayurvedic management emphasises correcting metabolic
imbalance, restoring nutrient assimilation, and promoting healthy
Rakta Dhatu (blood tissue). Classical texts describe the use of
iron-based preparations (Bhasma) such as Kasis Bhasma and
Mandur Bhasma (Green Vitriol-Ferrous Sulfate and Iron Oxide-
Rust) along with herbal adjuvants to improve absorption,
digestion, and vitality.>¢

HB Vista Ayurvedic Capsule is a proprietary polyherbal-mineral
formulation developed to address anaemia in line with Ayurvedic
principles. Its key components include Emblica officinalis
(Amla), rich in vitamin C and known to enhance iron absorption;
Phyllanthus ~ niruri ~ (Bhumi  Amla), recognised for
hepatoprotective and haematopoietic effects; Kasis Bhasma and
Mandur Bhasma, classical Ayurvedic iron sources; Pearl Paste
(Moti Pishti) and Abhrak Bhasma (Calcined Mica), which
provide micronutrient support; and Makshik Bhasma (calcined
copper pyrite), containing iron and copper essential for
haemoglobin synthesis.>’ Together, these agents aim to enhance
haematinic function, support tissue regeneration, and improve
overall vitality.
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Despite the long-standing traditional use of such formulations,
systematic clinical evidence validating their efficacy and safety
remains limited. This study was therefore undertaken to evaluate
the clinical efficacy and safety of HB Vista Ayurvedic Capsule in
patients with anaemia, with a primary focus on changes in
haemoglobin concentration and a secondary emphasis on patient-
reported quality-of-life outcomes.

MATERIALS AND METHODS

Study Design and Setting

This was a post-marketing, open-label, single-arm, single-centre
clinical study conducted at Sri Lakshmi Super Speciality
Hospital, Bangalore, India. The study was designed to evaluate
the efficacy and safety of HB Vista Ayurvedic Capsule in patients
with anaemia. The protocol was reviewed and approved by the
Pranav Diabetes Centre Ethics Committee, Bangalore. The trial
was conducted in compliance with the Declaration of Helsinki
(2013), the International Conference on Harmonisation—-Good
Clinical Practice (ICH-GCP) guidelines, and the New Drugs and
Clinical Trials (NDCT) Rules, 2019, of the Government of
India.®!® Written informed consent was obtained from all
participants before study enrolment.

Study Duration

The study was conducted between January and June 2025. Each
participant was followed for 60 days of treatment. The first
patient’s first visit (FPFV) occurred on 28 January 2025, and the
last patient’s last visit (LPLV) on 21 June 2025.

Participants

A total of 60 patients with anaemia were screened, enrolled, and
completed the study.

Inclusion criteria: Adults aged 18-65 years of either sex;
diagnosed with anaemia (Hb <12 g/dL in women; <13 g/dL in
men); willing to provide informed consent and comply with all
study procedures; stable general health.

Exclusion criteria: Pregnant or lactating women; patients with
chronic or congenital anaemia; recent blood transfusion (within 3
months); uncontrolled systemic illnesses such as hypertension,
diabetes, or tuberculosis; known allergy to investigational
product ingredients; or any condition judged by the investigator
to interfere with study outcomes or pose a risk to the patient’s
safety.

Investigational Product

HB Vista Ayurvedic Capsule is a proprietary polyherbal-mineral

formulation consisting of:

e Emblica officinalis (Amla) — vitamin C rich, enhances non-
heme iron absorption.

e Phyllanthus niruri (Bhumi Amla) — hepatoprotective,
supports haematopoiesis.

e Kasis Bhasma (iron sulphate calx) — classical haematinic
preparation.

e Mandur Bhasma (ferric oxide calx) — widely used for
anaemia.

e Pearl Paste (Moti Pishti) — a source of calcium, improves
systemic health.

e Abhrak Bhasma (biotite calx) — rejuvenator, supports tissue
vitality.

e Makshik Bhasma — provides iron and copper, essential for
haemoglobin synthesis.

e Sodium benzoate — a preservative that ensures product
stability.

Dosage and Administration

e Severe anaemia (Hb <8 g/dL): 1 capsule three times daily
before meals.

e Mild-to-moderate anaemia: 1 capsule twice daily before
meals.

Capsules were taken with plain water or lemon water.

Compliance was assessed using subject diaries and capsule

counts.

Study Procedures
Screening/Baseline (Day 0 and Day 1): Demographics, medical
history, physical examination, vital signs, haemoglobin

measurement and lab investigations, quality of life (QoL)
assessment, IP and subject diary dispensation with instructions.
Follow-up (Day 20 and Day 40): Haemoglobin, lab
investigations (Day 40), physical examination, vital signs, QoL
assessment, adverse event monitoring, investigational product
compliance and accountability.

End of Study (Day 60): Repeat of baseline assessments,
haemoglobin, QoL, safety evaluations, and investigational
product compliance and accountability.

Endpoints

Primary endpoint: Change in haemoglobin concentration (g/dL)
from baseline to Day 60.

Secondary endpoints: Changes in QoL domains (physical,
emotional, social, occupational) measured by a validated
questionnaire; incidence of adverse events (AEs), serious adverse
events (SAEs), and changes in vital parameters.

Sample Size

A pragmatic sample of 60 subjects was chosen for this post-
marketing evaluation to provide sufficient data for clinical
assessment. All 60 subjects completed the study, resulting in
100% retention.

Statistical Analysis

Data were summarised using descriptive statistics (mean,
standard deviation, range). Paired t-tests were applied to evaluate
changes in haemoglobin and QoL from baseline to post-
treatment. Significance was defined as p < 0.05. Statistical
analyses were performed using Microsoft Excel for descriptive
data and R software (version 4.2.2) for inferential analysis.!!

RESULTS

Participant Flow and Disposition

Sixty patients were screened, enrolled, and all completed the
study, yielding a 100% retention rate. No participant discontinued
or was withdrawn, indicating good compliance and tolerability of
the investigational product (Table 1).

Baseline Demographics and Characteristics

The study population included 38 females (63%) and 22 males
(37%), with a mean age of 31.4 + 7.9 years. Baseline vital signs,
body mass index, and clinical parameters were within normal
ranges, confirming the cohort's general health stability (Table 2).

Primary Efficacy Outcome: Haemoglobin

At baseline, the mean haemoglobin concentration was 6.09 g/dL,
reflecting severe anaemia in most participants. Progressive
improvement was noted at each follow-up, with mean
haemoglobin reaching 13.05 g/dL by Day 60 (p < 0.0001). This
represented normalisation of haemoglobin levels in the majority
of participants (Table 3, Figure 1).
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Secondary Outcomes: Quality of Life (QoL)

Marked improvements were observed across physical, emotional,
and social domains of quality of life. By Day 60, participants
reported better physical health, increased daily energy, reduced
discomfort, and improved ability to perform daily activities
(Table 4, Figure 2). Emotional well-being also improved, with
significant reductions in stress, anxiety, and poor sleep quality,
along with higher levels of satisfaction and happiness (Table 5,
Figure 3). Social engagement and work productivity likewise

improved, with no participants reporting absenteeism or
disruption in occupational functioning by study end (Table 6).

Safety Outcomes

No adverse events (AEs) or serious adverse events (SAEs) were
reported during the study. Vital parameters remained within
normal ranges throughout the 60-day treatment period.
Compliance was excellent, with all participants adhering to the
prescribed regimen as verified by pill counts and subject diaries.

Table 1: Subject disposition

Category

Screened

Enrolled

Completed

Withdrawn

Discontinued due to AEs

n %
60 100
60 100
60 100
0 0
0 0

Legend: AE — adverse event.

Table 2: Baseline characteristics

Parameter Mean + SD Range n

Age (years) 314+£79 18-55 60
BMI (kg/m?) 23.5+£2.0 18.9-27.7 60
Systolic BP (mmHg) 1259+8.2 110-140 60
Diastolic BP (mmHg) 79.7+£5.4 70-92 60
Pulse rate (beats/min) 77.8+5.4 65-88 60
Respiratory rate (/min) 171+ 1.8 12-20 60
Body temperature (°F) 97.8+0.5 96.6-98.7 60

Legend: BMI — body mass index; BP — blood pressure.

Table 3: Change in haemoglobin levels over 60 days

Time point Mean Hb (g/dL) SD p-value
Day 0 6.09 0.56 —
Day 20 10.09 0.72 <0.0001
Day 40 11.85 0.57 <0.0001
Day 60 13.05 0.42 <0.0001

Legend: Hb — haemoglobin.

Table 4: Improvement in physical health domain of QoL

Parameter Baseline (v1) | Day 60 (v5)
Overall physical health (mean + SD) 3.68 +£0.47 1.53 +0.50
Daily energy levels (mean + SD) 4.20+0.57 1.62 +0.66
Discomfort/pain (Yes %) 100% 7%
Able to perform daily activities (Yes %) 15% 100%

Legend: QoL — quality of life.

Table 5: Mental and emotional outcomes (QoL domain)

Parameter Baseline (v1) | Day 60 (v5)
Happiness/satisfaction (mean + SD) 4.32+0.50 1.22+0.41
Sleep quality (mean + SD) 3.73+0.44 1.42+0.49
Stress/anxiety/depression (Yes %) 50% 0%
Family/community support (Yes %) 100% 100%

Table 6: Social and work productivity outcomes (QoL domain)

Parameter Baseline (v1) | Day 60 (v5)
Loneliness (Yes %) 73% 0%
Satisfaction with family time (Yes %) 7% 92%
Participation in community activities (Yes %) 8% 60%
Missed work due to health (Yes %) 100% 0%
Work satisfaction (mean + SD) 3.67+0.52 1.52+0.50
Goal achievement/productivity (mean + SD) 3.75+0.46 1.53+0.52
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Figure 1: Progression of mean haemoglobin concentration from Baseline to Day 60
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Figure 2: Quality of life improvements across physical, emotional, and social domains
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DISCUSSION

The present study evaluated the efficacy and safety of HB Vista
Ayurvedic Capsule in patients with anaemia through a post-
marketing, open-label, single-arm clinical design. The findings
demonstrate significant improvement in haemoglobin levels and
quality of life over a 60-day treatment period, with excellent
safety and tolerability.

Efficacy in Haemoglobin Improvement

The primary endpoint changes in haemoglobin concentration
showed a highly significant increase from 6.09 g/dL at baseline
to 13.05 g/dL at Day 60. This nearly 7 g/dL rise indicates not only
a statistically significant but also clinically meaningful
improvement, with most participants transitioning from anaemic
to non-anaemic status by the study end. Such outcomes are in line
with earlier reports on the haematinic effects of Mandur Bhasma
and Kasis Bhasma, which are key ingredients of HB Vista. > The
presence of Emblica officinalis (Amla), rich in vitamin C, may
have further enhanced absorption of non-heme iron, synergising
with mineral preparations to accelerate haemoglobin synthesis.

Quality of Life Outcomes

Beyond haematological correction, patients experienced marked
improvements in physical, emotional, social, and occupational
domains of quality of life. These multidimensional gains reflect
the holistic action of Ayurvedic formulations, which aim to
restore balance across physiological and psychosocial functions.
Similar improvements have been noted in studies assessing
integrative approaches to chronic conditions where fatigue and
vitality are central concerns.'>!* The ability of HB Vista to
normalise energy levels, reduce discomfort, improve sleep, and
enhance productivity underscores its potential role as a
comprehensive therapeutic intervention.

Safety and Tolerability

The absence of adverse events, including serious adverse events,
is particularly noteworthy, as conventional iron therapy is often
limited by gastrointestinal intolerance, poor adherence, or
hypersensitivity. In this study, HB Vista was well tolerated, with
100% compliance and retention. This safety profile highlights the
advantage of integrating traditional formulations that combine
iron-based preparations with supportive botanicals, mitigating
side effects while maintaining efficacy.

Integration of Ayurvedic Rationale with Modern Evidence
From an Ayurvedic perspective, Pandu Roga is attributed to Rasa
Dhatu Kshaya and impaired Agni, leading to inadequate Rakta
Dhatu formation. * HB Vista’s multi-ingredient composition
directly addresses these imbalances by supplying bioavailable
iron (Bhasma preparations), enhancing digestion and assimilation
(Amla, Bhumi Amla), and supporting tissue rejuvenation (Abhrak
Bhasma, Moti Pishti). This mechanistic synergy aligns with
modern biomedical principles of enhancing nutrient absorption,
supporting haematopoiesis, and addressing micronutrient
deficiencies.

Implications for Clinical Practice

The results suggest that HB Vista may serve as a safe and
effective alternative or adjunct to conventional iron therapy,
particularly for patients seeking integrative or natural approaches.
By addressing both biochemical correction and patient-perceived
well-being, this formulation has the potential to improve
adherence and clinical outcomes in the management of anaemia.

CONCLUSION

HB Vista Ayurvedic Capsule demonstrated significant efficacy in
correcting ~ haemoglobin  deficiency and  improving
multidimensional quality of life in patients with anaemia. Over a
60-day treatment period, mean haemoglobin nearly doubled,
restoring most participants to non-anaemic ranges. Improvements
in physical health, emotional well-being, social engagement, and
occupational productivity reinforce the holistic therapeutic
potential of this formulation.

Importantly, HB Vista was well tolerated, with no reported
adverse events or serious adverse events, and 100% compliance
among participants. These findings suggest that HB Vista can
serve as a safe, effective, and patient-friendly Ayurvedic
intervention for anaemia, complementing or substituting
conventional therapies where appropriate. Further randomised
controlled trials in larger, more diverse populations are warranted
to confirm and expand these findings.

STRENGTHS AND LIMITATIONS

A key strength of this study is the complete retention and
compliance of all 60 participants, which minimises bias and
enhances internal validity. The use of both objective
(haemoglobin concentration) and subjective (QoL questionnaire)
outcomes provides a comprehensive evaluation of therapeutic
benefit. However, limitations include the open-label, single-arm
design without a comparator group and the relatively short
duration of 60 days. Larger randomised controlled trials with
longer follow-up and multi-centre recruitment would provide
more generalizable evidence.
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