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This study is an innovative trial exclusively by
investigator and their guide and co-guide. All
aspects including study design, data collection,
analysis, interpretation and protocol development
are carried out by investigator himself with
guidance.

l. BACKGROUND AND RATIONALE

Adenoids being part of the Waldeyer’s
ring are masses of lymphoid tissue is most
immunologically active between 4 and 10 years of
age.'They can get inflamed and enlarged by
infections and allergy.Adenoid enlargement is
found in 58% of children between the age of 6
months and 15 years, with a peak occurrence at 3 to
7 years.?

According to NCBI a systematic review
and meta-analysis, adenoid enlargement occupies
the most among all diseases of the upper
respiratory tract in paediatric, accounting for about
34.5% 3Infections and allergies may contribute to
adenoid enlargement, it may cause nasal
(adenoiditis, rhinosinusitis), aural (recurrent otitis
and otitis media with effusion), and obstructive
sleep apnea.*

Nasal Endoscopy and Lateral X-rays of
the neck, remains a very reliable and valid
diagnostic test in the evaluation of adenoid
enlargement.” Treatment options available are nasal
decongestant drops, antihistamines, nasal inhaler
steroids(Mometasone ~ Furoate,  Fluticasone)®®,
adenoidectomy is a common surgical procedure
but, it may result inpostoperative complications
such as immediate and late bleeding (0.7%) and
recurrence of adenoid tissuein 10-20%. The risk of
anaesthesia and other surgically-related
morbidities, high costs and the absence ofthe child

from school have further highlighted novel non-
surgical approach to deal this condition.”

Kantha Shaluka(adenoid enlargement)
explained in Sushruta Samhita is one among
Mukharoga(diseases of  mouth) and its
adhisthana(site)is Kantha (throat),® having similar
explanation with adenoid enlargement.®The drive
and necessity to find out effective non-surgical
management is very necessary which can be
fulfilled by ayurvedic approach
(samanyakanthagataroga  chikitsa) to  the
disease.Till date very less research work is done in
this area.

The present study intends to evaluate the
effectiveness of Kapithashtaka Choorna mentioned
in Ashtanga Hridaya’®which isindicated in Gala
Roga (diseases of throat). Itcontains 21 ingredients
(mainly Kkapitta, chitraka, chaturjata, ajamodha,
dhanyaka, sita) is expected to be very effective as it
is said to possess properties like kanthya(beneficial
to throat), kaphahara(depletion of
kapha),strotovishodhana(clears  the  channel),
lekhana(scraping),vanhideepana(appetizer),paachan
a(enhance digestion),shothahara(anti-
inflammatory). Majority of the herbs in the
ingredient contains phytochemicals like
polyphenols, vitamins, saponins, coumarins, amino
acids, tri-terpenoids, phytosterols, flavonoid and
tannins. These are natural antimicrobial; analgesic
and it reduces inflammation. It is pallatable, safe
and non-surgical intervention in the management of
adenoid enlargement.If the drug is proven effective,
it can be contributed to medical management of
Adenoid Enlargement.
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OBJECTIVES

This study is designed to evaluate the
efficacy of Kapithasktaka Choorna in relieving
clinical features of Adenoid Enlargement with
subjective  symptomatic grading for mouth
breathing, snoring, sleep disturbance and otological
infection and to compare its efficacy with
Nasomac-F nasal spray.

TRIAL DESIGN AND CLINICAL SOURCE
The study is a single centre, double arm,
open labelled, randomized prospective

interventional trial with participants randomized to
intervention and control group using simple
random technique. The clinical participants for trial
and control group will comprise children aged3-10
years, of either gender,presenting with enlarged
adenoidsand at least two or more symptoms.
Childrenwill be recruited from the Outpatient
department and Inpatient  department of
Kaumarabhritya at Shri Dharmasthala
Manjunatheshwara Institute of Ayurveda and
Hospital, Bengaluru.

[ Enrollment ]

Childran diagnosad with
Hanthashaluka, Adenoid Hypertrophy

Excludad
| Motmesting inclusion criteria

» Declined to participats
»  Othar rezzons
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“Kapithashtaka Chooma”orallyin “Masomac-F" nasal sprayin
prescribad dose for 28 davs prescribaddose for 28 days
¥ [ Follow-Up ] ¥
Follow up on 28% day and 42°° day Followup on 28* day and 42 day
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' [ Analysis ] !

Amnalyvsis using SP3S varsion 26 with
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Figure No. 1: Consort flow diagram of the study

ELIGIBILITY:ICD - 10 CODE: J35.2
ELIGIBILITY CRITERIA:Eligible children will
be enrolled for the study after screening in the
study site.

The inclusion criteria are mentioned as follows:

1. Children of age group 3-10 years of either sex
who fulfills the diagnostic criteria.

2. Willing to participate under parental consent.

STUDY SETTING AND PARTICIPANTS
Minimum 30 children attending outpatient
department and inpatient  department of
Kaumarabhritya of Shri Dharmasthala
Manjunatheshwara Institute of Ayurveda and
Hospital (SDMIAH), Bengaluru who are fulfilling
the inclusion criteria and willing to participate in
the study under the parental assent or consent will
be recruited for study for a period of 42 days. 30
children will be randomly divided into 2 groups
namely Group A (15 children) and Group B (15
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children). Group A (Study group) will be
administered with Kapithashtaka Choorna in a dose
of 2.5g for 3-6 years and 4.5g for 7-10 years with
Takra as anupana after food twice daily.

Group B (Control group) will be
administered with Nasomac-F nasal spray in a dose
of 50mcg for 3-6 years and 50mcg for 7-10 years 1
spray twice daily. Assessment will be done using
Lateral X-ray of nasopharynx or nasal endoscopy.
Statistical analysis will be done by considering the
data of day-1 (BT),day-14 (monitoring),day-28
(AT) and day-42 (follow up) by using suitable test.

DIAGNOSTIC CRITERIA

Children of age group 3 to 10 years will be
screened for the features of Adenoid Enlargement
and diagnosis will be confirmed based on X-Ray
Nasopharynx Lateral View or Nasal Endoscopy.*

INTERVENTIONS

Upon enrollment, children will receive
either the intervention medicine or control group
medicine based on allocation.

TRIAL DRUG - KAPITHASHTAKA CHOORNA
Table no. 1 Trial Drug Intervention

Drug Kapithashtaka Choorna

Dosage 3-6 years - 2.5g BD after food
7-10 years - 4.5g BD after food

Anupana Takra QS

Treatment duration 28 days

Follow up On 14™, 28™, 42™ day

CONTROL DRUG- NASOMAC-F
Table no. 2 Control drug intervention

Drug Nasomac-F Nasal Spray

Dosage 3-6 years - 50mcg (1 spray) twice a day in each nostril
7-10 years - 50mcg (1 spray) twice a day in each nostril

Treatment duration 28 days

Follow up

On 14", 28" 42" day

WITHDRAWAL CRITERIA

Subjects may be withdrawn from the study
at any point if they experience adverse events, fail
to adhere to the study protocol, develop new or
worsening medical conditions and are lost to follow
up, as determined by the researcher.

OUTCOMES

Relieving clinical features and significant
improvement of Adenoid Enlargement with
subjective  symptomatic grading for mouth
breathing, snoring, sleep disturbance and otological
infection which will be assessed before treatment,
14" day, 28" day and 42™ day.

Table no. 3 Assessment for Adenoid Enlargement

Sl no Symptoms 1- 2- Present on | 3-Present 4- Always
Absent few occasions | whenever present
asleep
1. Mouth  breathing
BT (Day 1)
2. Mouth  breathing
DT (Day 14)
3. Mouth  breathing
AT (Day 28)
4. Mouth  breathing
FU (Day 42)
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5. Snoring BT (Day 1)
6. Snoring DT (Day
14)
7. Snoring AT (Day
28)
8. Snoring FU (Day
42)
Grading 0- 1- Mild and | 2- Moderate, | 3- Severe,
Absent easily frequent and | presents
tolerated bothersome most  of
the time
and
interferes
with daily
activities
and sleep
9. Cough BT (Day 1)
10. Cough DT (Day
14)
11. Cough AT (Day 28)
12. Cough FU (Day
42)
13. Nasal obstruction
BT (Day 1)
14, Nasal obstruction
DT (Day 1)
15. Nasal obstruction
AT (Day 28)
16. Nasal obstruction
FU (Day 42)
17. Nasal discharge BT
(Day 1)
18. Nasal discharge DT
(Day 14)
19. Nasal discharge AT
(Day 28)
20. Nasal discharge FU
(Day 42)
21, Nasal block BT
(Day 1)
22. Nasal block DT
(Day 14)
23. Nasal block AT
(Day 28)
24, Nasal block FU
(Day 42)
Otological infection Sleep disturbances Drooling of saliva
Grading | BT | DT | A| F| Gradin | BT | DT | A|FU | Grading | BT | DT | AT |FU
T|Ulg T
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Participant timeline: The schedule of clinical assessment performed at each visit is exhibited in figure no.2.

DAY 1 DAY 14 DAY 42
Screening and Follow up and Follow up and final
recruitment assessment assessment

DAY 1 28 DAYS Intervention
Baseline assessment Follow up and
assessment after
treatment
Figure no. 2
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Assessment is done on the day of recruitment (BT),
14™ day (DT) on follow up, 28" day (AT) after
treatment and 14 days follow up of post treatment.

SAMPLE SIZE
The sample size was calculated using Standard
Deviation from previous study using formula

N=2 (SD)2 X (Z (1-0) + ZK)2 |

This generates the minimum sample of 13 children in
each arm.

Considering 10% dropout rate, sample size is taken as
15 in each arm.

Accounting total of 30 participants for study.

Sample size for current study will be 13.

Table no. 4 Sample size

Trial group Group A-Kapithashtaka Choorna 15 children
Control group Group B- Nasomac-F Nasal Spray 15 children
RECRUITMENT Descriptive ~ Statistics  will be used to

The study will recruit children between 3-
10 years of age, of either gender, presenting with
signs and symptoms of Kanthashaluka(Adenoid
Enlargement). Participants will be selected from
the outpatient department and inpatient department
of  Kaumarabhrityaat  Shri Dharmasthala
Manjunatheshwara Institute of Ayurveda and
Hospital, Bengaluru.Both the trial group and
control group will be recruited from the same
population using the same inclusion and exclusion
criteria.

ASSIGNMENT OF INTERVENTIONS
ALLOCATION

Sequence generation:Computer generated random
allocation will be used to assign participants to
either the trial group or control group.

Allocation concealment mechanism: Random
allocation using computer generated random tickets
which will be kept labeled in a sealed cover.
Implementation: The sealed covers containing the
random tickets will be opened in front of guide at
the start of the intervention.

Blinding:Open labelled study where
parents/children will be informed about group
assignment with treatment, additionally researcher
will also be aware of group allocation with
treatment allotted.

DATA COLLECTION

Data will be collected using a specially
designed Case Report Form (CRF) that
incorporates assessment scales. The researcher will
enter the collected data into the CRF, which will
then be transferred to MS office excel and SPSS
version 26 for statistical analysis.

STATISTICAL ANALYSIS
Both descriptive and inferential statistics
will be used to analyze the collected data.

summarizethedemographic data and other relevant
information, expressed in frequency (f), percentile
(%), range and Median. Ordinal data will be
expressed in mean, standard deviation and standard
error. The Shapiro Wilk test will be used to assess
normality, and based on the results, -either
parametric test or non-parametric test will be
employed. For inferential statistics, the study will
analyze both qualitative and quantitative data. A
significance level of p < 0.05 will be used. Non-
parametric tests, including Friedman's test and
post-hoc Wilcoxon signed rank test, will be used
for within-group comparisons, while the Mann-
Whitney U test will be used for between-group
comparisons. Parametric tests, such as paired t-tests
and unpaired t-tests, will also be employed, along
with repeated measures ANOVA. The magnitude
of the tests will be evaluated using Cohen's D effect
size. All statistical analyses will be performed
using SPSS version 26.

DATA MANAGEMENT

The researcher and guide will closely
monitor the study data, ensuring the adherence to
the intervention protocol, tracking adverse effects
and overseeing participant enrolment. They will
also conduct audits, perform interim analysis and
report any ADR or changes in study protocol to the
Ethical Review Board via principal investigator.
The investigator may terminate the participant from
the study if their continued participation poses a
risk to their safety or wellbeing.

Specifically, withdrawal may occur if
adverse effects require immediate attention or if the
investigator determines that remaining in the study
could cause harm to the participant.
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SAFETY MEASURES AND MANAGING
ADVERSE EFFECTS

Although the study protocol is expected to
be safe for children, the monitoring team will
closely track any unexpected occurrences during
the intervention period. In the event of an adverse
reaction, the relevant authority will be promptly
informed. Parents/ guardians will record any issues
in their log and notify the principal investigator. All
significant adverse events will be documented and
published in final record.

ETHICS AND DISSEMINATION
Research ethics approval

On Mayl16 2024, the Institutional Ethics
Committee of Shri Dharmasthala
Manjunatheshwara Institute of Ayurveda and
Hospital (SDMIAH) granted the trial ethical
approval (SDMIAH/IEC/55/2024). On 18/03/2025,
the trial has beenregistered prospectively with the
Clinical Trial Registry India (CTRI) (CTRI/2025/
03/082548). Confidentiality and anonymity will be
maintained throughout the study. Upon completion
of the trial, the anonymized data will be made
accessible to the primary investigator, data auditors
ensuring transparency and accountability.

Protocol amendments

Any modifications to the study protocol
will be communicated to relevant authority
inclusive of investigator, guide, Institutional ethics
committee (IEC), participant and their family and
trial registry (CTRI). All changes will be
documented, justified and will be as approved by
IECprior to implementation.

Study Recruitment status

Recruitment for the study is currently
open and underway. As of now, 18 subjects have
successfully enrolled in the study.

Informed consent, Confidentiality and Access to
data

Prior to enrolment, written informed
consent/assent will be obtained from parents by
designated investigator. The consent will be taken
abiding the protocol and will ensure participant
understanding of the study purpose, procedures,
risk and benefits. Personal and medical information
gathered during the study will be strictly
confidential. Access to the information will be
limited to authorised personnel, who may review
records for specific purpose, including result
analysis, ensuring study integrity by IEC members

and rare court proceedings. Identity of child will
remain anonymous and name will not be disclosed.

Declaration of interests: The author declares no
conflict of interest.
Ancillary and post-trial care

In the event of any adverse event resulted
from the trial participation, the researcher will
ensure appropriate treatment or referral to
guarantee necessary care.After study completion,
participants were advised to follow dietary
recommendations. However, no formal post-trial
care was advised.

Dissemination policy

The study data will be published in
indexed scientific journal and if feasible, may be
presented at seminars/ conference.
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