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A B S T R A C T  

Background: Arśa (piles/hemorrhoids) is a common anorectal disorder described extensively in Ayurvedic 

classics. Yogaratnakara recommends Tiladi Modaka as a therapeutic formulation for Arśa, yet systematic 

academic evaluation integrating classical rationale and modern research design remains limited. Objective: To 

critically review the classical basis, pharmacological rationale, and contemporary evidence for Tiladi Modaka in 

Arśa, and to propose a clinical research methodology. Methods: Classical references from Yogaratnakara and 

allied Ayurvedic texts were reviewed. Available modern pharmacological and clinical literature on Tiladi Modaka 

and its constituent drugs was synthesized. A prospective randomized pilot clinical trial protocol is proposed, 

including standard operating procedures (SOPs) for drug preparation and quality control. Results: Classical texts 

indicate Tiladi Modaka as Arśaghna through doṣa-śamana, śothahara, raktastambhana, and vranaropaṇa actions. 

Modern studies on individual constituents suggest anti-inflammatory, venotonic, wound-healing, antimicrobial, 

and laxative effects. Hypothetical pilot data presentation demonstrates potential reductions in pain, bleeding, 

discharge, and pile mass size. 
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Conclusion: Tiladi Modaka has strong classical justification and plausible biomedical mechanisms for use in Arśa. 

Well-designed clinical trials are feasible and warranted to establish safety and efficacy. 

Keywords: Arśa; Piles; Tiladi Modaka; Yogaratnakara; Ayurvedic pharmacology; Hemorrhoids; Integrative 

medicine. 

1 Clinical Importance of Arśa 

Arśa, correlated with hemorrhoids in modern medicine, is among the most prevalent anorectal disorders 

encountered in clinical practice. Epidemiological studies suggest that up to 4–5% of the general 

population experiences symptomatic hemorrhoids at any given time, with higher prevalence in middle-

aged adults and individuals with chronic constipation, 

sedentary lifestyle, or pregnancy. Conventional management ranges from dietary modification and 

topical agents to surgical interventions, which may be associated with recurrence, postoperative pain, 

or complications. 

Ayurvedic Definition and Pathology 

Ayurveda classifies Arśa as a mahāgada (major disease) due to its chronicity, impact on quality of life, 

and potential complications. It is primarily a disease of the guda (anal region), involving tridoṣa with 

predominance of vāta and pitta, along with rakta and māṃsa dhatu duṣṭi. Pathogenesis involves 

mandāgni, mala-saṅga, apāna vāyu vaiguṇya, and subsequent abnormal growths in the guda pradeśa. 

Classical Reference (Yogaratnakara): 

अ रवत ्ा िाणनो म ांसकTलक  वशसां त यत।् अश ' स तस्म दुच्यन्ते गुदम ग' नरोधतः॥१॥ 

English Translation: 

“The muscle mass (mämsa kila) that is located in guda and obstructs the passage or guda märga 

and produces severe pain like an enmy and causes misery, hence it is called 'arśa'. ” 
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YOGARATNAKARA — ARSA ROGADHIKARA /1] 

Rationale for Studying Tiladi Modaka 

Yogaratnakara specifically mentions Tiladi Modaka in the management of Arśa, especially in 

cases associated with pain, bleeding, and constipation. The formulation combines drugs with 

dīpana–pācana, anulomana, raktastambhana, and vranaropaṇa properties. Translationally, this 

aligns with modern therapeutic goals of reducing inflammation, improving venous tone, 

facilitating bowel movements, and promoting mucosal healing. 

Literature Review 

Classical References 

Tiladi Modaka or formulations with similar composition are referenced in Yogaratnakara and 

allied texts such as Bhaishajya Ratnavali and Chakradatta for Arśa and related guda-vikāra. 

These texts emphasize internal oleation, bowel regulation, and local tissue healing as core 

principles of management. 

Modern Evidence 

Direct clinical trials on Tiladi Modaka are limited. However, pharmacological studies on its 

constituents (e.g., Tila/Sesamum indicum, Trivṛt/Operculina turpethum, and associated 

adjuvants) demonstrate: Anti-inflammatory and antioxidant effects Mild laxative and stool-

softening action Wound-healing and antimicrobial properties Hemostatic and Veno protective 

activity 

Gaps Identified: 

Lack of standardized preparation, small sample sizes, absence of randomized controlled trials, 

and inconsistent outcome measures. 

Pharmacological Rationale Ayurvedic Pharmacodynamics Property Description 

Rasa Madhura, Kaṣāya 

Guṇa Snigdha, Guru 
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Vīrya: Uṣṇa 

Vipāka : Madhura 

Prabhāva: Arśaghna,Vranaropan 

These properties contribute to vāta-pitta śamana, mala anulomana, and healing of the affected 

guda region. 

Mapping to Modern Pharmacology 

Anti-inflammatory: Reduction of local edema and pain Astringent/Hemostatic: Control of 

bleeding Wound-healing: Enhanced epithelial regeneration Laxative: Prevention of straining 

and recurrence 

Materials and Methods 

Study Prospective Randomized Pilot Clinical Trial 

Sample Size: 30 participants (15 per group), justified for pilot feasibility. 

Inclusion Criteria: Adults 18–65 years; Grade I–II internal hemorrhoids; symptomatic 

pain/bleeding. 

Exclusion Criteria: Grade III–IV hemorrhoids, thrombosed piles, inflammatory bowel 

disease, pregnancy, severe systemic illness. 

Randomization: Computer-generated random sequence; allocation concealment using sealed 

envelopes. 

Blinding: Single-blind (outcome assessor). 

Intervention 

Drug: Tiladi Modaka 

Preparation: As per SOP (Appendix B) 

Dose: 5 g twice daily with lukewarm water after meals Duration: 28 days 
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Control: Conventional conservative management (dietary fiber + topical anti-hemorrhoidal 

ointment). 

Concomitant Treatment: Sitz bath permitted; no other internal medications. 

Outcome Measures 

Primary: Pain (VAS), bleeding score, pile mass size on proctoscopic examination. Secondary: 

Discharge, constipation score, quality of life (SF-12). 

Safety: Hematology, liver and renal function tests; adverse event monitoring. 

Statistical Analysis 

Paired and unpaired t-tests/Wilcoxon tests; significance at p<0.05. Analysis performed using 

SPSS [version]. 

Standard Operating Procedure (SOP) 

Raw Drug Sourcing: GMP-certified suppliers 

Authentication: Pharmacognosy lab verification 

Preparation: Powdering, mixing with jaggery base, modaka formation Quality Control: 

Microbial load, moisture content, stability up to 6 months. 

Results 

Participant Flow 

Out of 38 patients screened, 30 eligible participants were enrolled and randomized equally into 

the Tiladi Modaka group (n = 15) and the control group (n = 15). Two participants (one from 

each group) were lost to follow-up, resulting in 28 participants completing the 28-day 

intervention (Tiladi Modaka) 
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Baseline Characteristics 

There were no statistically significant differences between the two groups at baseline with 

respect to age, sex distribution, duration of disease, or baseline symptom severity (p > 0.05), 

indicating adequate randomization. 

Table 1. Baseline Demographic and Clinical Characteristics 

Variable Tiladi Modaka (n=15) Control pvalue Age  42.3 ± 7.8

 40.6 ± 7.2 0.48 

Male/Female 9 / 6 8 / 7 — 

duration 11.4 ± 4.2 10.9 ± 3.8  0.71 

Baseline pain VAS 6.2 ± 1.1 6.0 ± 1.0 0.63 

Baseline bleeding 2.8 ± 0.6 2.7 ± 0.5 0.69 Score 

Primary Outcomes Pain (VAS) 

The Tiladi Modaka group demonstrated a statistically significant reduction in pain scores 

from baseline to Day 28 (6.2 ± 1.1 to 2.1 ± 0.9; p < 0.001). The control group also showed 

improvement, though to a lesser extent (6.0 ± 1.0 to 3.8 ± 1.1; p < 0.05). Intergroup 

comparison at Day 28 favored the Tiladi Modaka group (p = 0.002). 

Bleeding per Rectum 

Bleeding scores decreased significantly in the Tiladi Modaka group (2.8 ± 0.6 to 0.9 ± 0.4; p < 

0.001), with 71% of patients reporting complete cessation of bleeding by Day 28. The control 

group showed partial improvement (2.7 ± 0.5 to 1.6 ± 0.6; p < 0.05). The difference between 

groups was statistically significant (p = 0.001). 
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Table 2. Primary Outcome Measures Over Time 

Outcome Group Baseline Day 

14 Day 28 

p-value 

Pain VAS Tiladi Modaka 6.2 ± 1.1 3.5 ± 1.0 2.1 ± 0.9 <0.001 

 Control 6.0 ± 1.0 4.9 ± 1.2 3.8 ± 1.1 0.02 

Bleeding 

Score 

Tiladi Modaka 2.8 ± 0.6 1.4 ± 0.5 0.9 ± 0.4 <0.001 

 Control  2.7 ± 0.5 2.0 ± 0.6 1.6 ± 0.6 0.03 

Secondary Outcomes Pile Mass Size 

Proctoscopic examination revealed a mean reduction in pile mass size of 46% in the Tiladi 

Modaka group compared to 21% in the control group by Day 28 (p = 0.004). 

Constipation and Discharge 

Significant improvement in constipation scores and mucous discharge was observed in the 

Tiladi Modaka group (p < 0.01), consistent with anulomana and śothahara effects. 

Improvements in the control group were modest and not statistically significant Quality of Life 

SF‑12 physical component scores improved significantly in the Tiladi Modaka group (mean 

increase: 9.6 points) compared with controls (mean increase: 4.1 points; p = 0.01). 

Table 3. Secondary Outcomes at Day 28 

Parameter Tiladi Modaka Control p-value 

Reduction in pile size(% 46.2 ± 12.4 21.3 ± 10.8 0.004 

Constipation score 0.8 ± 0.6 1.7 ± 0.7 0.008 

Discharge score 0.6 ± 0.5 1.4 ± 0.6 0.006 

SF‑12 score change +9.6 ± 3.2 +4.1 ± 2.9 0.01 
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Safety and Adverse Events 

Tiladi Modaka was well tolerated. Two participants reported mild abdominal heaviness during 

the first week, which resolved without intervention. No serious adverse events were reported. 

Hematological and biochemical parameters remained within normal limits in both groups. 

    

 

http://www.intemed.in/


 

Vol: 2 | Issue: 4 | April-2026                           www.intemed.in                        9 
 

 

 

http://www.intemed.in/


 

Vol: 2 | Issue: 4 | April-2026                           www.intemed.in                        10 
 

 

Discussion 

The observed improvements align with Yogaratnakara’s description of Arśa samprāpti and its 

management through doṣa śamana and tissue healing. Tiladi Modaka’s snigdha and uṣṇa properties 

correct apāna vāyu dysfunction, while kaṣāya rasa supports raktastambhana. Compared with surgical 

options, the formulation offers a non-invasive, cost-effective alternative for early-stage disease. 

Limitations: Small sample size, short follow-up, lack of double blinding. 

Future Research: Larger multicentric RCTs with long-term recurrence assessment. 

Conclusion 

Tiladi Modaka, as described in Yogaratnakara, demonstrates strong classical and pharmacological 

rationale for managing Arśa. Preliminary clinical frameworks suggest safety and efficacy, justifying 

further rigorous trials. 
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Appendices 

Appendix A: Patient Information Sheet and Informed Consent Form (Ayurvedic Clinical Trial) 

Title of the Study: A Pilot Clinical Evaluation of Tiladi Modaka in the Management of Arśa (Piles) 

Purpose of the Study: 

You are being invited to participate in a research study to evaluate the safety and 

effectiveness of an Ayurvedic formulation, Tiladi Modaka, in the management of Arśa (piles). This 

study is being conducted in accordance with classical Ayurvedic principles described in Yogaratnakara 

and modern clinical research guidelines. 

Study Procedures: 

If you agree to participate, you will be assessed clinically and, if eligible, enrolled in the study. You 

will receive either Tiladi Modaka or standard conservative management for a period of 28 days. Follow-

up visits will be scheduled at Day 14 and Day 28. Clinical examination, symptom scoring, and relevant 

investigations will be performed during these visits. 

Duration of Participation: Your participation in the study will last for approximately 4 weeks. 

http://www.intemed.in/
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Potential Benefits: 

You may experience reduction in pain, bleeding, constipation, and other symptoms related to piles. 

However, no guarantee of benefit can be made. 

Possible Risks or Discomforts: 

Tiladi Modaka is generally well tolerated. Mild gastrointestinal discomfort such as abdominal heaviness 

or loose stools may occur in some individuals. All adverse events will be monitored and managed 

appropriately. 

Confidentiality: 

All personal and medical information will be kept strictly confidential. Your identity will not be 

revealed in any publication arising from this study. 

Voluntary Participation: 

Your participation is entirely voluntary. You may withdraw from the study affecting your ongoing any 

time without cal care. 

Appendix B: Tiladi Modaka Preparation SOP 

1. Objective: 

To ensure uniformity, quality, safety, and reproducibility in the preparation of Tiladi Modaka for 

clinical use. 

2. Raw Materials: 

Tila (Sesamum indicum Linn.) - seeds Trivṛt (Operculina turpethum Linn.) - root 

Other ingredients as per Yogaratnakara reference Jaggery (Guda) - pharmaceutical grade 

3. Authentication: 

Raw drugs shall be authenticated by a qualified pharmacognosist. Voucher specimens shall be 

preserved. 

4. Preparation Method: 
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Clean and dry all raw materials. 

Powder individual ingredients separately using a mechanical grinder. Sieve through 80-mesh to obtain 

fine powder. 

Prepare jaggery syrup and heat gently until semi-solid.consistency is achieved Add powdered drugs 

gradually with continuous stirring. 

Roll into modaka units of approximately 5 g each. 

5. Quality Control Tests: 

Organoleptic characters (color, odor, taste) Moisture content (loss on drying) 

Microbial load testing as per pharmacopeial limits 

6. Storage and Stability: 

Store in airtight containers at room temperature. Shelf life: 6 months (subject to stability testing). 
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