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Background: Oxygen saturation (SpO,) is an essential component during patient care and management because a variety of acute negative
consequences on specific organs and systems can result from hypoxemia. Aim and Objective: The effects of two homeopathic medicines,
Coca erythroxylon 6CH and Vanadium metallicum 6CH, were explored against placebos on blood SpO, following a 6-min walk test (6MWT)
in apparently healthy human volunteers after 3 days of intervention. Subjects and Methods: A 3-day, randomized (1:1:1), double-blind,
placebo-controlled pilot trial was conducted on 60 healthy human volunteers. Participants were randomized to Coca erythroxylon (n = 20),
Vanadium metallicum (n = 20), and identical-looking placebos (n = 20). Blood SpO,% (primary), peak expiratory flow (PEF; mL), and breath
holding timing (s) were measured at baseline once preintervention and postintervention and again before and after a 6MWT. Interventions
were administered 4 times a day for 3 consecutive days. Group differences were estimated using a one-way analysis of variance. Significance
levels were set at P < 0.05 two-tailed. Results: Statistically significant differences in pre- and postintervention mean changes were observed in
blood Sp0O,% in the Coca erythroxylon group in comparison with the others (£, ,,=3.815, P=0.028); however, no such significant differences
could be observed in PEF and breath holding time. No adverse events were reported. Conclusion: Coca erythroxylon significantly increased
blood SpO,% following a 6MWT in healthy human volunteers. It is necessary to conduct definitive trials to validate the findings.

Trial Registration: CTR1/2022/08/044810; UTN: U1111-1281-3263.
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INTRODUCTION is a painless test that uses a noninvasive sensor gadget placed
over a person’s fingertip or earlobe. It provides a comfortable,
noninvasive technique to measure blood SpO, continuously.
When it comes to identifying hypoxia, pulse oximetry offers
a 90% specificity and a 92% sensitivity at a threshold of 92%

A hemoglobin molecule is considered saturated with oxygen
when it has carried as many as four oxygen molecules.
A molecule of hemoglobin is considered to have a 100%
saturation if every blinding site on the molecule contains
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SpO,. As per the guidelines of the Indian Council of Medical
Research, SpO, is 94% in room air. British Thoracic Society
and the Thoracic Society of Australia and New Zealand
issued guidelines for the acute use of oxygen in adults. They
suggested an acceptable range of 94%—-98% and 92%—-96%,
respectively.’#

To evaluate a patient’s ability to engage in functional activity
after developing a chronic respiratory illness, the 6-min walk
test (6GMWT) is quite popular. It has shown to be dependable,
affordable, secure, and simple to use.®! The patient is instructed
to walk as far as they can on a straight path that is between
400 and 700 m long as part of the test.[’) The test’s main
goal is to measure the overall distance walked, which is then
interpreted in comparison with the reference standards. The
distance walked and maximal oxygen intake have a gradual,
incremental relationship.

In routine practice, homeopathic medicines, Coca erythroxylon
and Vanadium metallicum, are used for the treatment of
dyspnoea, anemia, and low saturation state. The homeopathic
literature mentions the main function of Vanadium as that of
an oxygen carrier and having a prominent action on anemia,
especially when the patients are emaciated.”? Coca, also known
as the mountaineer’s remedy, is claimed to be beneficial in a
range of complaints related to climbing mountains, including
dyspnea, anxiety, palpitation, and sleeplessness.”” However,
even after careful searches in different bibliometric and
electronic databases, evidence in support of such claims
remained minuscule.’¥ No randomized trial substantiating
the effect of Coca erythroxylon and Vanadium metallicum in
improving SpO, of blood could be identified.

SusJects AND METHODS
Study design

This was a randomized (1:1:1), placebo-controlled, three
parallel arms, double-blind pilot trial.

Study setting
This study was conducted at the outpatient department of the
institution.

Trial registration and research ethics

The trial protocol (Memo. No. DHC/Eth-45/2018/440/8/2022;
July 29, 2022) was authorized by the Institutional Ethics
Committee (IEC) before commencement and was uploaded
prospectively in the Clinical Trials Registry—India with reg. no.
CTR1/2022/08/044810 [ Supplementary File 1]. The essential
elements of the protocol can be found online at https://ctri.nic.
in/Clinicaltrials/pmaindet2.php?trialid = 73141 and EncHid=
and userName = effect%200f%20 homoeopathy%200n%20
bloo%200xygen. The research was carried out in compliance
with the ethical guidelines outlined in the World Medical
Association Declaration of Helsinki.”) Before enrolment,
every participant received a participant details sheet in the
local vernacular Bengali, which outlined the study’s goals,
methodology, potential benefits, and risks, as well as privacy

issues. Subsequently, each participant was provided with
informed consent to participate in the trial.

Participants

Inclusion criteria were the participants with no major diseases
with apparently healthy status, no abnormality detected during
clinical examination and laboratory examinations (complete
hemogram, fasting blood sugar, lipid profile, liver enzymes,
electrocardiogram, and chest X-ray), age from 18 to 65 years,
of both gender or transgender, aware of the trial’s requirements,
and freely signed the written informed consent form the criteria
for exclusion were the vulnerable population (e.g. unconscious,
nonambulatory, too sick for consultation, differently abled,
terminally or critically ill patients), recognized instances
of various systemic illness or unstable mental health issues
affecting the quality of life, any form of dependency or misuse
of substances, currently receiving any therapy or treatment for
any chronic condition for last 4 weeks, pregnant, puerperal
and nursing mothers, immune-compromised conditions, and
concurrent enrollment in any other clinical trial.

Intervention

In the verum group, either Coca erythroxylon 6CH or Vanadium
metallicum 6CH was administered four times a day for 3
consecutive days. Each dosage comprised four no. 40 cane
sugar globules moistened with the medicine, to be taken orally
on a clean tongue and with an empty stomach. In the control
group, the participants received placebos that were identical
to the actual treatment. For consecutive 3 days, the placebo
regimen was four cane sugar globules no. 40, moistened with
rectified spirit, taken four times a day. The study subjects
were instructed to abstain from smoking, drinking, and
consuming any medicinal substances that might interfere with
the intended medicinal action. The Hahnemann Publishing
Company®, Kolkata, was the source of various commodities
and homeopathic medications in bulk. The medicines and
placebos were put back into identical glass bottles, given codes,
names, and potencies on the labels, and served out following
a confidential chart of random numbers.

Outcomes

1. Primary: Blood SpO,% as measured by pulse oximeter
before and after a 6MWT before and after intervention

2. Secondary: Breath-holding capacity (in seconds)
measured by a stopwatch and peak flow rate measured
by a peak flow meter before and after a 6 MWT and after
intervention.

Sample size

It was not possible to properly quantify the sample size at
the outset of the investigation because there was not a single
published study with a similar methodology. Since the study
was exploratory, a target size of 60 (i.e., 20 x 3) was taken
into consideration.

Randomization
A random sequence was constructed by an impartial third party
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who was not allowed to have any influence over the trial using
the permuted block randomization method (6 blocks of size
10). To dispense either coded medications or placebos, the
blinded pharmacist was given access to this random number
chart in coded form and under tight confidentiality; it was
not, under any circumstances, divulged to the participants or
investigators.

Blinding

The double-blind technique was used by masking the
participants, investigators, outcome assessors, pharmacists, and
data entry operators. The blinding process was carried out using
identically coded containers (designated as “1,” 2, and “3”) that
contained either of the two medications or a similar-looking
placebo. The vials used to deliver the medication or the rectified
spirit were also filled with globules no. 40. After the study was
finished and the data set was frozen, the codes were broken.

Allocation concealment
The random number sequence was kept a secret from the trial
recruiters to accomplish this.

Statistical methods

It adhered to the intention-to-treat plan as per the CONSORT
guidelines:['”! however, no missing vales were reported.
Within-group changes were evaluated using a paired #-test;
between-group differences were examined using an unpaired
t-test and one-way analysis of variance (ANOVA). Statistical
significance was defined as P < 0.05. Statistical Package for
the Social Sciences, version 23.0 (IBM Corp., IBM SPSS
Statistics for Windows, Armonk, NY: USA) for Windows was
used for all analyses.

Adverse event reporting
The physicians directed the participants to promptly report
any adverse events during the trial. Patients were instructed

to communicate such occurrences either directly during
outpatient visits or through phone throughout the study.

Trial reporting

Reporting followed the RedHot guidelines and the CONSORT
extension checklist for pilot and feasibility trials [Supplementary
Files 2 and 3].01%1

ResuLts

Participant flow

Sixty-six healthy human volunteers underwent eligibility
screening; 6 were excluded of which 2 declined consent, and 4 were
already undergoing homeopathic treatment. Sixty participants were
randomized in a 1:1:1 ratio to Coca (n = 20), Vanadium (n = 20),
and placebo (n = 20). There were no dropouts; the final analysis
includes all 60 participants adhering to the trial protocol [Figure 1].

Recruitment

The screening process for all participants took place in the last
week of August 2022. Following this, the intervention period
was extended for 3 days, from August 24, 2022 to August 26,
2022. The final assessment was conducted on August 27, 2022.

Numbers analyzed
The final analysis included all 60 participants who took part in
the Coca 20/20, Vanadium 20/20, and placebo 20/20.

Baseline confounders

At baseline, comparability between the two groups was
established by the similar distribution of the probable
confounders (sociodemographic variables) between groups
without any significant differences (all P> 0.05) [Table 1].

Outcomes and estimation
1. SpO,%: Preintervention significant changes after a
6MWT were observed in SpO,% in the Vanadium and

Loss to follow
up (n=0)

Screening as per eligibility criteria (n = 66)
@
£ ;
° Exclusion (n = 6)
c Reasons:
w 1. Denied consent (n = 2)
2. Taking homeopathic medicines (n = 4)
v
5 | Randomization (n = 60) |
5 |
S ! }
<
| Coca: n=20 | Vanadium metallicum: n = 20 | Placebo: n = 20
g— Loss to follow Loss to follow
I up (n=0) up (n=0)
g \4
u? | Follow-up and repeat assessment after 3 days of intervention (n = 60) |
(2]
z .
£ End point analysis (n = 60)

Figure 1: CONSORT study flow diagram
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placebo groups, but not in Coca. Postintervention, 2. PEF: Preintervention significant within-group changes
significant changes observed in mean changes were in PEF were observed in the Coca group only, but not
statistically significant favoring Coca against Vanadium in Vanadium and placebo. Postintervention, significant
and placebo (Fz, 5, =3.815, P = 0.028, one-way within-group changes occurred in both Coca and
ANOVA) [Table 2] Vanadium, but not in placebo; however, the difference in
mean changes could not achieve statistical significance
. - . - - (F, ,=20128, P=0.128, one-way ANOVA) [Table 3]
Table 1: Sociodemographic variables at baseline 3. Brzéaslzth holding time: Both pre- and postintervention

Variables Coca  Vanadium Placebo P changes in breath holding time (s) were significant in all
Age (years)* 27.5+7.6  27.0£5.7  29.5#7.0 0.479 three groups; however, the differences in mean changes
Sex: Male/female® 182 l6/4 173 0.675 were statistically nonsignificant (F, ,=0.927, P=0.402,
Height* 168.4+9.5 163.3£8.9 167.2+9.3 0.199 one-way ANOVA) [Table 4]. ’
Weight* 63.6+13.1 63.7+13.7 64.7+£10.9 0.955
BMI* 22.3+3.9  23.8+4.1 23.1+£3.3  0.498 Adverse events
Blood pressure (mm of Hg)* ..
Systolic 1220470 1243499 1248485 0780 None of the groups reported any significant adverse effects.
Diastolic 71.6£7.8  72.7£53  72.1+6.4 0.870

Discussion

*Continuous data presented as means + standard deviations and and unpaired
t-tests applied to detect mean differences; "Categorical data presented as
absolute values (percentages) and Pearson's chi-squared or Fisher's exact
tests applied to detect group differences. BMI: Body mass index

This pilot study was intended to compare the effects of Coca
erythroxylon 6CH and Vanadium metallicum 6CH against

Table 2: Comparison of oxygen saturation percentage

Groups Pre-Rx Post-Rx Difference in mean
Before After Mean difference£SD Before After Mean difference£SD changoeStSE
6MWT  6MWT (95% Cl) 6MWT 6MWT (95% Cl) (95% CI)

Coca 972(1.3)  97.5(1.0) 0.3+1.1 (0.8-0.2) 98.0 (0.8) 98.5(0.7) 0.5+0.6 (—0.8—0.2)** ~0.2+0.3 (—0.7-0.4)

Vanadium ~ 97.1(0.8)  97.6 (0.9) 0.5+0.9 (=0.9—0.1)* 98.1(0.7) 98.4(0.7) 0.3+0.6 (-0.6—0.1)* 0.2+0.2 (—0.3-0.6)

Placebo 97.5(0.9)  98.1(0.8) 0.6+0.9 (—=1.0—0.2)** 98.2 (0.7) 98.0 (0.8) ~0.2+0.9 (—0.2-0.6) 0.8+0.3 (0.2-1.4)

F,, 0.695 2.252 0.493 0.380 2.587 5.386 3.815

P 0.503 0.114 0.614 0.686 0.084 0.007%** 0.028*

*P<0.05, **P<0.01. SD: Standard deviation, CI: Confidence interval, 6GMWT: 6-min walk test, SE: Standard error

Table 3: Comparison of peak expiratory flow (mL)

Groups Pre-Rx Post-Rx Difference in mean
Before Aiter Mean difference+SD Before Aiter Mean difference £SD changoeStSE
BMWT  6MWT (95% Cl) GMWT  GMWT (95% CI) (95% CI)
Coca 638.5(70.4) 650 (67.0)  11.5£10.9 (—16.6——6.4)***  648.5 (64.6)  656.5 (64.1)  8.0+10.0 (—12.7—3.3)**  3.5+3.3 (-3.2-10.2)
Vanadium ~ 610.(68.4)  611.5 (69) 1.5+8.1 (—5.3-2.3) 618 (70.4) 623 (69.8) 5.047.6 (—8.6—1.4)**  —3.5+2.5(-8.5-1.5)
Placebo 614 (81.3)  616.5(78.4) 2.5+7.4 (—5.8-0.8) 630 (82.5) 631 (82.2) 1.0£7.2 (—4.4-2.4) 1.5+2.3 (-3.1-6.1)
F,, 0.880 1.706 7.710 0.889 1.167 3.515 2.128
P 0.420 0.191 0.001%* 0.417 0.319 0.036* 0.128
*P<0.05, **P<0.01, ***P<0.001. SD: Standard deviation, CI: Confidence interval, G MWT: 6-min walk test, SE: Standard error
Table 4: Comparison of breath-holding time (s)
Groups Pre-Rx Post-Rx Diff in mean
Before Aiter Mean difference +=SD Before Aiter Mean difference+SD changoestSE
BMWT BMWT (95% CI) BMWT SMWT (95% CI) (95% CI)
Coca 39.4 (9.5) 34.1 (9.4) —5.3+6.4 (2.3-8.3)** 43.1(9.7) 37.3(9.0) —5.8+4.6 (3.7-8.0)*** 0.5+1.7 (-3.0-4.1)
Vanadium 37.9 (9.5) 343 (9.0) —3.5+3.7 (1.8-5.3)*** 41.8 (9.6) 35.9 (8.7) —5.9+4.4 (3.8-8.0)*** 2.4+1.3 (—0.3-5.0)
Placebo 39.5(14.0)  343(11.9) —5.246.6 (2.1-8.3)** 40.9(13.0)  359(11.9)  —5.043.4 (3.4-6.6)***  —0.2+1.7 (-3.6-3.2)
F,,, 0.132 0.002 0.583 0.207 0.126 0.293 0.927
P 0.877 0.998 0.561 0.813 0.882 0.747 0.402

**P<(0.01, ***P<0.001. SD: Standard deviation, CI: Confidence interval, 6MWT: 6-min walk test, SE: Standard error
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placebos on Sp0O,% following a 6MWT in healthy human
volunteers. According to the study, there were significant
differences in blood SpO,% between the Coca group and the
other groups. However, PEF and breath-holding time did not
reveal any significant difference between the groups. The
findings suggest a potential positive effect of Coca erythroxylon
6CH on blood SpO, in healthy individuals after physical
exertion. This result aligns with the known physiological effects
of Coca, which has been traditionally used for its stimulant
properties and is believed to enhance physical endurance and
reduce fatigue. The increase in blood SpO,% observed in the
Coca group indicates a potential improvement in oxygen uptake
and utilization, which can have significant implications for
overall health and performance. Interestingly, no significant
differences were observed in PEF and breath-holding time
among the groups. These parameters are commonly used as
indicators of respiratory function and efficiency. The lack of
significant changes in PEF and breath-holding time suggests
that the observed effect of Coca on blood SpO,% may not be
primarily mediated through improvements in lung function
or breath-holding capacity. This indicates that Coca might
influence oxygenation at the systemic level, possibly through
mechanisms related to vascular and oxygen transport processes.
The absence of adverse events reported during the trial is an
important finding, suggesting that the interventions (Coca,
Vanadium, and placebo) were well-tolerated by the participants.
This is particularly relevant when considering potential
therapeutic applications of Coca erythroxylon 6CH, as safety is
a crucial aspect of any treatment. The absence of adverse events
supports the feasibility and safety of conducting larger definitive
trials to further investigate the effects of Coca on blood
SpO.,. It is important to take into account certain limitations
when interpreting the pilot trial’s findings. First, the study
included a relatively small sample size, which may limit the
generalizability of the findings. Conducting larger definitive
trials with a larger number of participants will provide more
robust evidence. Second, the study focused on healthy human
volunteers, and the results may not necessarily apply to
individuals with specific health conditions or compromised
oxygenation. More research is needed to investigate the
effects of Coca in different demographics, including patients
with respiratory or cardiovascular disorders. The trial utilized
the “gold standard” randomized clinical trial design, which
helped minimize biases and increase the reliability of the
findings. The allocation of participants to different groups
in a 1:1:1 ratio further enhances the study’s internal validity.
However, it is important to note that the placebo effect cannot
be completely ruled out, as participants and researchers were
unaware of the treatment assignments. Further studies could
consider including an additional control group receiving no
intervention to better evaluate the specific effects of Coca and
Vanadium. In conclusion, this pilot trial provides preliminary
evidence suggesting that Coca erythroxylon 6CH may have a
positive effect on blood SpO, following a 6MWT in healthy
human volunteers. The observed increase in blood SpO,%
supports the traditional use of Coca for its potential beneficial

effects on physical endurance and fatigue reduction. However,
larger definitive trials with diverse populations are required to
confirm these results and establish the underlying mechanisms
of action.

The safety profile observed in this study encourages further
research into the potential therapeutic applications of Coca
erythroxylon 6CH in improving oxygenation and overall
well-being.

ConcLusioN

In this trial, Coca erythroxylon in comparison with Vanadium
metallicum and placebos significantly increased blood
SpO,% following a 6MWT in healthy human volunteers.
Further definitive and robust trials are warranted with
independent replications to arrive at any confirmatory
conclusion.
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following 6 minutes’ walk test on healthy human volunteers: Double-blind, randomized,
placebo-controlled pilot trial

Secondary ID Identifier

U1111-1281-3263 UTN

Details of Principal Investigator

Name Dibyendu Mandal
Designation Lecturer
Affiliation D N De Homoeopathic Medical College & Hospital
Address Dept. of Homoeopathic Pharmacy, 12, Gobinda Khatick Road,
Tangra
Kolkata
WEST BENGAL
700046
India
Phone 9143124224
Fax
Email dibyendu83.mandal @ gmail.com
Details Contact Person (Scientific Query)
Name Amit Gunin
Designation Postgraduate Trainee
Affiliation D N De Homoeopathic Medical College & Hospital
Address Dept. of Organon of Medicine and Homoeopathic Philosophy, 12,
Gobinda Khatick Road, Tangra
Kolkata
WEST BENGAL
700046
India
Phone 7044094135
Fax
Email amitgunin31 @gmail.com
Details Contact Person (Public Query)
Name Samiul Ansary
Designation Intern
Affiliation D N De Homoeopathic Medical College & Hospital
Address OPD room no. 1, 12, Gobinda Khatick Road, Tangra
Kolkata
WEST BENGAL
700046
India
Phone 8670350709
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Source of Monetary or
Material Support

Primary Sponsor

Details of Secondary
Sponsor

Countries of
Recruitment

Sites of Study

Details of Ethics
Committee

Regulatory Clearance
Status from DCGI

Health Condition /
Problems Studied

Intervention /
Comparator Agent

Fax

Email samiulansary12@gmail.com

Source of Monetary or Material Support

> D N De Homoeopathic Medical College and Hospital, Govt. of West Bengal, 12, Gobinda Khatick
Road, Tangra, Kolkata 700046, West Bengal

Primary Sponsor Details

Name D N De Homoeopathic Medical College Hospital

Address 12, Gobinda Khatick Road, Tangra, Kolkata 700046, West Bengal
Type of Sponsor Government medical college

Name Address

Nil NA

List of Countries

India

Name of Principal Name of Site Site Address Phone/Fax/Email

Investigator

Dr Dibyendu Mandal D N De Homoeopathic |Dept. of Homoeopathic (9143124224
Medical College and Pharmacy, Medicine
Hospital, Govt. of West |OPD - room no. 1, 12, [dibyendu83.mandal@g
Bengal Gobinda Khatick Road, [mail.com

Tangra, Kolkata
700046, West Bengal
Kolkata

WEST BENGAL

Name of Committee [Approval Status Date of Approval Is Independent Ethics
Committee?
Institutional Ethical Approved 29/07/2022 No

Committee of D. N. De
Homoeopathic Medical
College and Hospital

Status Date

Not Applicable No Date Specified

Health Type Condition

Healthy Human Volunteers No major diseases with apparently healthy

status, no abnormality detected during clinical
and laboratory examinations

Type Name Details

Intervention Coca erythroxylon 6CH Coca erythroxylon 6CH, four
times a day for 3 consecutive
days. Each dose consists of 4
cane sugar globules no. 40
moistened with the medicine, to
be taken orally on clean tongue
with empty stomach. All
medicines and sundry items will
be procured from a Good
Manufacturing Practice
(GMP)-certified firm. Route of
administration: per oral.
Duration of therapy: 3 days

Intervention Vanadium metallicum 6CH Vanadium metallicum 6CH, four
times a day for 3 consecutive
days. Each dose consists of 4
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cane sugar globules no. 40
moistened with the medicine, to
be taken orally on clean tongue
with empty stomach. All
medicines and sundry items will
be procured from a Good
Manufacturing Practice
(GMP)-certified firm. Route of
administration: per oral.
Duration of therapy: 3 days

Comparator Agent

Placebo

This group will receive
placebos, identical in
appearance with the verum, four
times a day for 3 consecutive
days. Each dose consists of 4
cane sugar globules no. 40
moistened with non-medicinal
rectified spirit, to be taken orally
on clean tongue with empty
stomach. Route of
administration: per oral.
Duration of therapy: 3 days.

Inclusion Criteria

Inclusion Criteria

Age From

18.00 Year(s)

Age To

65.00 Year(s)

Gender

Both

Details

a) No major diseases with apparently healthy status<br/> b) No
abnormality detected during clinical examination and laboratory
examinations (complete hemogram, fasting blood sugar, lipid profile,
liver enzymes, electrocardiogram and chest x-ray)<br/> c) Age 18-65
years<br/> d) Participants of either sex<br/> e) Participants providing
with written informed consent

Exclusion Criteria

Exclusion Criteria

Details

a) Vulnerable population — unconscious, ambulatory, too sick for
consultation, differently abled, terminally or critically ill patients
b) Diagnosed cases of unstable psychiatric complaints or other
systemic diseases affecting quality of life

¢) Any kind of substance abuse and/or dependence

d) Currently receiving standard any therapy or homoeopathic
treatment for any chronic condition within last 4 weeks.

e) Pregnant and puerperal women, lactating mothers

f) Self-reported immune-compromised conditions

Method of Generating |Permuted block randomization, variable

Random Sequence

Method of Pre-numbered or coded identical Containers

Concealment

Blinding/Masking Participant, Investigator, Outcome Assessor and Date-entry Operator Blinded

Primary Outcome

Outcome

Timepoints

Blood SpO2% as measured by pulse oximeter

Before and after a 6 minutes walk test before
and after intervention

Secondary Outcome

Outcome

Timepoints

by a stop watch

Breath holding capacity (in seconds) measured

Before and after a 6 minutes walk test before
and after intervention

Peak flow rate measured by a peak flow meter

Before and after a 6 minutes walk test before
and after intervention
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Target Sample Size

Phase of Trial

Date of First
Enroliment (India)

Date of First
Enroliment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial (Global)

Recruitment Status of
Trial (India)
Publication Details
Brief Summary

Total Sample Size=60

Sample Size from India=60

Final Enroliment numbers achieved (Total)=60
Final Enroliment numbers achieved (India)=60

Phase 2

24/08/2022

No Date Specified

Years=0
Months=0
Days=15

Not Applicable

Completed

None yet; to be published later on

Oxygen saturation (SpO,) is an essential component during patient care
and management because hypoxemia can lead to many acute adverse
effects on individual organs and systems. The effects of two homeopathic
medicines Coca erythroxylon 6CH and Vanadium metallicum 6CH
explored against placebos on blood SpO, following a 6-minute walk test
(6MWT) in healthy human volunteers after three days of intervention. A
3-day, randomized (1:1:1), double-blind, placebo-controlled, pilot trial was
conducted on 60 healthy human volunteers. Participants were randomized
to Coca erythroxylon (n = 20), Vanadium metallicum (n = 20), and
identical-looking placebos (n = 20). Blood SpO,% (primary), peak
expiratory flow (PEF; ml), and breath holding timing (sec) were measured
at baseline once pre-intervention and post-intervention, and again before
and after a BMWT. Interventions were administered 4 times a day for 3
consecutive days. Group differences were estimated using a one-way
analysis of variance. P values were set at 0.05 two-tailed as statistically
significant. Statistically significant differences in pre- and post-intervention
mean changes were observed in blood SpO,% in the Coca erythroxylon
group in comparison with the others (F, 5s; = 3.815, P = 0.028); however,
no such significant differences could be observed in PEF and breath
holding time. No adverse events were reported. Coca

erythroxylon significantly increased blood SpO,% following a 6MWT in
healthy human volunteers. Definitive trials are warranted to confirm the

findings.




| ebed #SIP98Y2 9L0¢ LHOSNOD

wisiueyoaw
paubisse alem suonUBAIBIUI [I3UN 8duanbas ay) |eaoU0D 0} uaye) sdays Aue Buiquosap Jusw|eaduod
/ ‘(s1auIBlUOD palaquinu Ajjenuanbas se yons) aouanbas uoneoo|ie wopuel ayj Juswajdwi 0} pasn WSIUBYIS| 6 uoleoo|Y
/ (8z1s %00|q pue Bupoo|q se yons) uonoulsal Aue Jo sjiejep ‘uonesiwopues joadA]  qg uolnjessuab
/ aouanbas uojedo|le wopuel sy} alessusb 0] pasn poyls  eg aouanbag
:uonesiwopuey
VN saulapinb buiddols pue sasAjeue wusiul Aue jo uonjeue|dxs ‘s|gqedidde uaypn qZ
/ [euy jojid 8y} Ul s;equunu Jo) sjeuoney e/ azis s|dwesg
- |eu} 8AIULSP 81NNy yim paasoud 0} ‘moy Jo ‘Jayleym abpnl o) pasn eusyuo payoads-aud ‘sjgeondde jj o9
VN SUOSEal Y)IM ‘paduswiwod [eu) jojid sy} Jaye sjuawainseaw Jo sjuswssasse [el) jojid 0} sebueyo Auy g9
passasse alam Aay} uaym pue moy Buipnjoul ‘gz ul payoads
9 aAnoalqo |ew jojid yoes ssalppe 0} sjuswainsesw o sjuswssasse payoads-aid paulep Aj@joldwon  eg sawoolnQ
paJajsiuiwpe Ajjenjoe
9 alam Asy) usym pue moy Buipnjour ‘uoneosijdas mojje o} sjielap juaions yum dnolb yoes Joj suoijuaA®ul 8y G SUOljUBAISIU|
9-G pajuasu00 pue paliluapl aiom sjuedioiyed moH  of
S po}09||00 BJoM Blep 8y} aiaym suoieoo| pue sbuies qy
9§ sjuedioiped Joj euslo ANqiBlg ey sjuedioied
VN suosea. yym ‘(eusiuo Ayjiqibiie se yons) JuswiaouawWwWo9 (el Jojid Jaye spoyjew o} sebueyo juepodw|  gg
S oljes uoneooje Buipnjoul (jeloyoey ‘|a|ieted se yons) ubisap |euy jojid jo uonduoseq  eg ubisep [el ]
SPoYyIsiN
P-€ |ew jojid Joj suonsanb yoleasal Jo saAnoalgo oyoads qg
[euy saAl30a(qo
y-€ j0|1d pasiwopuel 10} SUOSEaJ PUB ‘|el] SAIIULSP 8inin} Jo} 8jeuonel Jo uojeue|dxa pue punoibyoeq oyjusns ez pue punoibyoeg
uononNpoJU|
(slewy jo|id Joy uoisua)xe Joessge | HOSNOD
L @as aouepinb ol10ads 1oj) sUOISNOUOD pue ‘sjnsal ‘spoyjew ‘ubisap el 1ojid Jo Alewwns painonis  q|
I a1} 8y} Ul [ell) pasiwopuel Ayjiqisesy 1o jojid e se uoleoyuep| el
joelisqe pue apiL
ON abed uo wajl }SIPo9y) ON oido]juonoag
payoday wiay

«[ern joqid pasrwiopue. e Sun.aoda.a uaym apnoul 0} UOI}BULIOJUT JO ISIPI3YI 9T0Z LUOSNOD :Z 31y Arejusawajddng

Downloaded from http://journals.lww.com/dmms by BhDMf5ePHKav1zEoum1tQfN4a+kJLhEZgbsIHo4XMiOhCywCX1AW
nYQp/IIQrHD3i3D00dRYi7TvSFI4Cf3VC1lyO0abggQZXdtwnfKZBYtws= on 07/01/2024



Z ebed ISIP1o8Y2 9102 1HOSNOD
S Jaquunu 82UaJaJaJ YIIM PaLLIJUOD ‘@8])liLiWod MalAdl yoleasal Ag [eaocldde Jo jeaosdde jeoiylg 9z
) sJapuny Jo ajoJ {(sbnup jo Aiddns se yons) poddns Jayjo pue Buipuny Jo s82IN0S G2 Buipung
S a|ge|ieAe JI ‘passaooe 8q ued [090j0.d [eu} Jojid BU) BIBUM P2 |090}01d
[ Ansibal |eu} Jo sweu pue |ew jojid Joj Jaquinu uopesisibey €2 uoneussibay
uonjewlojul 1OY}0
90UBPIAS JuBAd|aJ JaYJ0 Bulapisuod
rARIN) pue ‘swJey pue syjouad |enusjod Buioueleq ‘sbuipul pue saAios(qo |eu Jojid yum jusysisuod uonejasdisjul gz uonejaidiayu)
ZL-LL SaIpN}s Jayjo pue (et} dARiulyep ainjny o} sbulpuy pue spoyjew (et} joiid jo (Aujigeoidde) Ayjgesijelsuss |z Ayigesijeseusg
AR Ajjigises) 1noge Ajuiepasun Bululewal pue seiq [enualod Jo saoinos Buissalppe ‘suonejwl| el 10lld 02 suonejwi
uoissnasiqg
- saouanbasuoo papusjulun juepodwi JBYI0 ‘JUBAlIal |  BFL
06 (sw.ey 1o} 1HOSNOD @es souepinb oyoads Jo)) dnouB Yyoes ul S}oays papusjulun Jo swiey juepodwl |IY 61 swueH
VN [BL} SAIIULSP 84NjN} S} WIOUI O} pash aq p|nod jey) pawiopuad sasAjeue Jay)o Aue Jo s)nsey gl sasAjeue Algjjiouy
dnoub pasiwopuel Ag 89 p|nOYS S)NSal 9S8y} ‘JUBAS|DI J| "SSJEWIS uonewnss
oL-6 Aue 1o} (JeAsaiul 82UBpLU0D %GE Se Yyons) Ajuienaoun Jo suoissaldxa Buipnjoul synsal ‘eAnoalqo yoesa Jo4 e/ pue sawodnQ0
dnoub pasiwopuel Aq 8q pjnoys
6 sloguinu asay) ‘JueAsjal §| ‘sisAjeue yoea ul papnijoul (Jojeujwousp) sjuedidljied Jo Jaquinu ‘9Aoalqo yoes Jo4 9| pasAjeue siaquinN
| 9|9el dnoib yoes 1oy} soljsualoeIRYD [BO1UID pue dlydesBowsap auljeseq Buimoys s|qe} Y Gl ejep auljeseq
VN paddojs sem Jo papus [el} jojid 8y} AUm gL
6 dn-mojjo} pue Juswynioal jo spouad ay) Buluyep seyleq eyl JuswinIoay
6 suoseal y)m Jaylabo) ‘uoljesiwopuel Ja)je SUOISN|oXa pue sasso| ‘dnolb yoes Jo4  qglL (papuswiwodal
aAoa[qo Yyoes 10} paSSasSSe a1aM pue ‘Juallieal) papuaiul paladal ‘paubisse ABuons si welbeip
6 Alwopues ‘Ayiqibije Joy passasse Jo/pue payoeosdde aiam oym sjuedioned jo sisaquinu ay} ‘dnoib yoes Jo4  egl e) moy} Juedioied
s}insay
/ aAieyjuenb Jo aAnelenb Jayiaym aaoalqo |ew jojid yoea ssaippe 0) pasn Spoyls|Ny  BgZL  Spoylaw [ednsnels
9 suonuaialul Jo Ajuejiwis ayy jo uonduosap ‘Jueaslal yl gl
Moy pue (sawodjno Buissasse
/ asoy) ‘siapinoid aied ‘syuedioied ‘gidwexa 10}) suoljuaAlaiul 0} Juswubisse Jaye papuljq SeM OUm ‘Bauop j| el Buipung
SuoljuUBAIB)UI
/ 0} syuedipied paubisse oym pue ‘sjuediolued pajjoius oym ‘@ousnbas uoijeso|je wopuel sy} pajessuab oypn 0L uonejuawsa|dw|

Downloaded from http://journals.lww.com/dmms by BhDMf5ePHKav1zEoum1tQfN4a+kJLhEZgbsIHo4XMiOhCywCX1AW

nYQp/IIQrHD3i3D00dRYi7TvSFI4Cf3VC1lyO0abggQZXdtwnfKZBYtws= on 07/01/2024



T 98ed

ISIPIRY J0HPY

suoneolyijenb ‘uoneypalooe ‘eousiiadxy
Apnis ul JaquinN

suonduosalid ul 8ousplU0)
uone}nsuo9 uadxe Jo ssesoud dnolg
uonduoseaid salbe 0} papasu JoaquinN

() sisuonnoeld S

9 Aouanbaly ‘uoneing
9 lleyap Alojsiy [edlul|D
Bumes (¢) suoneynsuod
9 wuoy ‘Buiwn ‘esoq e
ebesoqg
VN aWeuU apeJ} ‘SJUaN}JSU0D :BjNWIOH e
VN a|ge)} Aouanbaly 40 )SI| :paZI|eNpIAIPU| e
8.1njejouswWoN
9 poylsw uonnjig e
9 9leos pue Aousjod e
9 saoualajal (ssao0.d J0) elsodooewleyd ‘lainyoeinuely e
ainjoejnuepy (y) suoneoipsy ¢
VN Buinoad ul uoniuyap yjesy auleseg
9-G uonIpuod abpsjmouy (¢) syjuedpied ¢
y-€ S90UBI9J8l ‘S82IN0S
aseq 8auUspINg
- Ayredos
- B|nwIO
y-€ oli0adg/paziienplAipul
Ayjedoswoy jo adA | (2) sjeuoney |
oN abed uo uonduoasag (4aquinu wiay|
papoday wa)l 1YOSNOID)
juswieal]

Ayredoswioy jo sjel paziwopuel Buiiodal usym apnjoul 0} UOIJBWIOUI JO 1SIO8YD JOHPaY ¢ ajiy Alejuswalddng

Downloaded from http://journals.lww.com/dmms by BhDMf5ePHKav1zEoum1tQfN4a+kJLhEZgbsIHo4XMiOhCywCX1AW
nYQp/IIQrHD3i3D00dRYi7TvSFI4Cf3VC1lyO0abggQZXdtwnfKZBYtws= on 07/01/2024



z 93ed ISIP{P9YD J0HPY

"$8IpNJS SWOJJNO PS||0J3UOOUN O} / WIBY INg B ‘S|l [eDIUI|D Pa||0J3u0D 0} Jajau sjulod ||y “Ayjedoswoy o} oyioads aie aaoge sjuiod ay |

‘Weyomoly ayy Aenoied ‘ssuljepinb | HOSNOD 8yl mojjo} Ayredoawioy 4o sjel [eo1ulfo JO suodal Jey) puswwosa.
K|Buosys ap\ “siuswiead) olyedoswoy jo Buiodas ayy eacidwi 0} ‘uswslels 1 HOSNOD 8y} “Joj 8Jnjisgns e jou ‘o) Juswajddns e se papusiul ale sauljepinb esay |
3811994 UM papnjoul 84 0} ‘Juswale)s

0l ‘8- suoljeAaelbby (8) swuans asianpy )
o-G ssa204d Buunjoeinuel
9-G 0qedeld
VN saoualajal ‘ejeuoney
VN oAy (¥) suopuanselul jOJUOD
VN sajophuy
VN suoljjuaAleul weadjsuiew jo buiddoig
papnjox3
VN Aouanbaly ‘uoneing
VN saoUalojal ‘108448 papualul ‘sjeuoney
papnjou| () suonuaAIBluI-0D 9
9-G Ayjedoawoy o s9jA}s 10 S|00YDS Jualing

Downloaded from http://journals.lww.com/dmms by BhDMf5ePHKavlzEoum1tQfN4a+kJLhEZgbsIHo4XMiOhCywCX1AW
nYQp/IIQrHD3i3D00dRYi7TvSFI4Cf3VC1y0abggQZXdtwnfKZBYtws= on 07/01/2024



