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ABSTRACT

Background: Migraine is a prevalent neurovascular disorder causing significant disability worldwide. Limitations of
conventional pharmacotherapy, including adverse effects and recurrence, necessitate exploration of alternative therapies.
Virechana Karma, a therapeutic purgation procedure in Ayurveda, is traditionally indicated in Pitta-dominant disorders

such as Ardhavabhedaka (migraine).

Objective: To evaluate the efficacy and safety of Virechana Karma in the management of migraine compared to standard

conventional therapy.

Methods: A parallel-group, randomized controlled, superiority trial will be conducted involving 80 participants diagnosed
with migraine. Participants will be randomly allocated to either the Virechana Karma group or control group (standard
pharmacotherapy). Primary outcome will be reduction in headache frequency (monthly migraine days). Secondary
outcomes include pain intensity, disability scores (MIDAS), quality of life, and inflammatory biomarkers. Follow-up will

be conducted for 12 weeks.

Results (Hypothetical): The intervention group is expected to show a statistically significant reduction in migraine
frequency (mean difference —3.2 days/month; 95% CI: —4.5 to —1.9; p<0.001) compared to control. Significant

improvements in MIDAS scores and inflammatory markers are anticipated.
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Conclusion: Virechana Karma may offer an effective and safe complementary approach in migraine management,

supporting its integration into evidence-based clinical practice.
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1. Introduction

Background

Migraine affects approximately 14—15% of the global population and is a leading cause of disability among
individuals aged 15-49 years [1]. In India, prevalence ranges from 14% to 24%, with higher incidence in

females [2]. Despite pharmacological advances, many patients experience inadequate relief or adverse effects

[3].
Ayurvedic Correlation

Migraine closely resembles Ardhavabhedaka, described as unilateral, severe headache associated with nausea

and photophobia [4]. It is primarily attributed to vitiation of Pitta and Vata Dosha.

Rationale

Virechana Karma, a bio-purificatory therapy, eliminates vitiated Pitfa through controlled purgation. It is

hypothesized to reduce systemic inflammation and neurovascular dysregulation.

Research Gap

e Lack of high-quality RCTs evaluating Panchakarma interventions
e Limited integration of objective biomarkers

e Absence of standardized protocols

Hypothesis

e Null Hypothesis (H0): There is no difference between Virechana Karma and standard therapy in
reducing migraine frequency.
e Alternative Hypothesis (H1): Virechana Karma significantly reduces migraine frequency compared

to standard therapy.
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3. Objectives

Primary Objective

e To evaluate reduction in monthly migraine days after Virechana Karma

Secondary Objectives

e To assess pain intensity (VAS score)
¢ To evaluate disability using MIDAS score
e To assess quality of life (SF-36)

e To evaluate changes in inflammatory biomarkers (CRP, IL-6)

4. Methodology

Study Design

e Parallel-group, randomized controlled trial
e Superiority design

e Allocation ratio: 1:1
Study Setting and Duration

e Ayurvedic teaching hospital

e Duration: 18 months (including recruitment and follow-up)
Study Population
Inclusion Criteria

e Age 18-50 years
¢ Diagnosed migraine (ICHD-3 criteria)
e 4-14 migraine days/month

e Willingness to participate
Exclusion Criteria

e  Chronic migraine (>15 days/month)
e Secondary headaches

e Severe systemic illness
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e Pregnancy/lactation

e Contraindications to Virechana
Sample Size Calculation
Formula:

Z(Za/z + Zﬁ)ZO'Z
n= a2

Where:

o Zgz = 1.96(95% confidence)
e Zp = 0.84(80% power)
e 0 =4(SD from previous studies)

e d=2 (expected mean difference)

Calculated sample size = 34 per group

Considering 15% dropout — 40 per group (Total = 80)
Randomization

e Computer-generated random sequence

e Block randomization (block size = 4)

Table: Randomization Example

Block Sequence
1 AABB
2 ABAB
3 BBAA

Allocation Concealment

e Sequentially numbered, opaque sealed envelopes (SNOSE)
Blinding

e Single-blind (outcome assessor blinded)
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Participant blinding not feasible due to procedural nature

Intervention Details

Intervention Group: Virechana Karma

Phase Procedure Duration
Deepana-Pachana (Trikatu

Poorva Karma 3-5 days
Churna 3 g BD)
Snehapana (Tikta Ghrita

) 5-7 days

escalating dose 30—150 ml)
Abhyanga + Swedana 3 days
Virechana using Trivrit Lehya

Pradhana Karma 1 day
(30-50 g)

Paschat Karma Samsarjana Krama (diet regimen) | 5—7 days

Control Group

Standard migraine therapy:

o Propranolol 40 mg/day

o NSAIDs as needed

Outcome Measures

Primary Outcome

Monthly migraine days (measured via headache diary)

Secondary Outcomes

Vol: 2 |

VAS score

MIDAS score
SF-36 quality of life
CRP, IL-6 levels
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Follow-Up Schedule

Table: Follow-Up Plan

Visit Timepoint Assessments

Vi Baseline All outcomes

V2 Day 15 VAS, adverse events
V3 1 month All outcomes

V4 2 months VAS, MIDAS

V5 3 months Final evaluation

S. Statistical Analysis

e Software: SPSS v26 / R software

e Continuous data: Mean + SD

e Between-group comparison: Independent t-test
e  Within-group comparison: Paired t-test

e Non-parametric: Mann—Whitney U test

e Categorical data: Chi-square test
Significance Level

e p <0.05 considered significant
Missing Data

e Multiple imputation method
Analysis Approach

e Intention-to-treat (primary)

e Per-protocol (secondary)

6. Ethical Considerations

e Approval from Institutional Ethics Committee
e  Written informed consent
e  Trial registration in CTRI

e Adherence to Declaration of Helsinki
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7. Results

Table: Primary Outcome

Outcome Virechana Control Mean Difference | p-value

Migraine days/month 35«12 6.7+ 1.8 -3.2 <0.001
Table: Secondary Outcomes

Parameter Virechana Control p-value

VAS score 1 60% 130% <0.01

MIDAS score 1 55% 125% <0.01

CRP levels | significant Mild | <0.05

8. Discussion

Interpretation

The expected findings suggest significant clinical improvement in migraine frequency and severity following

Virechana Karma.

Probable Mechanism of Action

e Elimination of inflammatory mediators (4ma)

e Regulation of gut-brain axis

e Modulation of serotonin pathways

¢ Reduction of systemic inflammation

Ayurvedic Perspective

e Expulsion of vitiated Pitta

e Restoration of Agni and Dosha equilibrium

Comparison with Previous Studies

Previous observational studies have shown reduction in migraine severity with Panchakarma [10,12]. However,

high-quality RCTs are scarce, making this study significant.
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Strengths

Randomized design
Objective biomarkers

Standardized Panchakarma protocol

Limitations

Lack of double blinding
Single-center study

Short follow-up

9. Conclusion

Virechana Karma demonstrates promising efficacy in reducing migraine burden and improving quality of life.

This study may provide strong evidence for integrating Ayurvedic detoxification therapies into mainstream

migraine management.
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