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ABSTRACT 

Fixed drug eruption (FDE) is a distinctive cutaneous adverse drug reaction that recurs at the same anatomical sites upon re-exposure to the 
offending agent. Although most cases are triggered by antibiotics and non-steroidal anti-inflammatory drugs, herbal and polyherbal formulations 
are increasingly being recognized as potential culprits. We report a 45 y old female who developed multiple erythematous to hyperpigmented 
patches on the trunk and extremities following the use of an over-the-counter Ayurvedic supplement, Good Health, containing Withania somnifera 
(Ashwagandha), Eclipta alba (Bhringraj), and other ingredients. The lesions subsided after discontinuation of the supplement and topical 
application of mometasone 0.1 % cream but reappeared at identical sites upon re-exposure, confirming the diagnosis of FDE. Causality assessment 
using WHO-UMC and Naranjo criteria categorized the event as “probable.” Confirmatory patch testing was not performed; hence, the exact culprit 
herb remains uncertain. This case highlights that even widely used herbal preparations can precipitate fixed drug eruptions and underscores the 
importance of herbal pharmacovigilance and patient counselling regarding over-the-counter Ayurvedic products. 
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INTRODUCTION 

Fixed drug eruption (FDE) is a recurrent, well-defined cutaneous 
adverse drug reaction characterized by the reappearance of lesions 
at identical sites upon re-exposure to the offending agent. Although 
most FDEs are attributed to antibiotics and non-steroidal anti-
inflammatory drugs, herbal and polyherbal formulations are 
emerging as potential culprits due to their increasing use and 
complex composition. 

The coronavirus disease-2019 (COVID-19) pandemic has 
significantly increased global psychological stress, anxiety, and 
depression [1, 2]. Prolonged stress can adversely affect both physical 
and mental health, contributing to metabolic, cardiovascular, 
endocrinological, and neuropsychiatric disorders [3–5]. Adaptogens 
are herbal extracts that enhance the ability of the body to resist 
stress and maintain homeostasis without causing dependency [6]. 

Among adaptogens, Withania somnifera (Ashwagandha) holds a 
prominent place in Ayurvedic medicine for promoting vigor, vitality, 
and overall health [7]. Its pharmacologically active withanolides 
exhibit anxiolytic, antidepressant, and neuroprotective properties in 
both experimental and clinical studies [8-12]. However, despite its 
therapeutic reputation, recent reports indicate that even 
Ashwagandha-containing supplements can rarely cause adverse 
reactions, including hepatic injury and cutaneous eruptions. 

Good Health is a commercially available polyherbal Ayurvedic 
supplement that combines Withania somnifera(Ashwagandha) and 
Eclipta alba (Bhringraj) as key ingredients. Ashwagandha is 
recognized for its adaptogenic and immunomodulatory benefits, 
while Bhringraj has traditional applications in liver protection, anti-
inflammatory activity, and hair health [13]. Other components such 
as Shatavari (Asparagus racemosus), Yashtimadhu (Glycyrrhiza 
glabra), and Vidarikand (Pueraria tuberosa), along with purified 
Shilajit and Swarna bhasma, contribute to its restorative and tonic 
effects. 

Here, we report a rare case of FDE temporally associated with the 
use of Good Health, highlighting the diagnostic challenges posed by 
polyherbal formulations and emphasizing the need for vigilant 
herbal pharmacovigilance. 

 

Fig. 1: Withaniasomnifera (Ashwagandha) plant. Roots and 
leaves of Withaniasomnifera (ashwagandha), a medicinal shrub 
widely used in Ayurvedic formulations for its adaptogenic and 

immunomodulatory properties. Photo credit: Oregon’s Wild 
Harvest (licensed for educational use; image source: National 
Center for Complementary and Integrative Health. Bethesda 

(MD): NCCIH. Available from: 
https://www.nccih.nih.gov/health/ashwagandha) 

 

Case presentation 

A 25 y old male presented to the dermatology outpatient 
department with complaints of recurrent, well-demarcated 
hyperpigmented patches and papules over the trunk and peripheral 
body sites. The lesions, varying in shape and size, were 
erythematous, non-pruritic, and painless. He reported that the first 
episode occurred in July 2021, approximately six months after 
initiating daily use of an over-the-counter Ayurvedic supplement, 
Good Health, consumed for gym-related vitality since January 2021. 
The eruptions resolved within a few weeks of discontinuing the 
supplement, leaving residual hyperpigmentation. In October 2021, 
after resuming the same supplement, the patient experienced 
recurrence of lesions at identical sites, followed by similar episodes 
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in December 2021 and February 2022 upon re-exposure. There 
wasno associated fever, mucosal involvement, or systemic 
symptoms. He denied the use of any other allopathic or herbal 
medications during this period. Personal and family histories were 
unremarkable, and no prior drug allergies were reported. The 
temporal pattern of recurrence after re-exposure strongly suggested 
a diagnosis of fixed drug eruption (FDE) secondary to the polyherbal 
supplement. 

Management involved permanent discontinuation of the 
supplement, application of topical mometasone 0.1 % cream twice 
daily, and oral antihistamines for symptomatic relief. Lesions 
resolved completely within 10 d, leaving residual 
hyperpigmentation. No recurrence was observed during a six-month 
follow-up period after avoidance (table 1. Composition of the 
supplement, their roles and potential dermatological evidence) 
(table 2 Timeline of the events). 

 

 

Fig. 2: Eclipta alba (Bhringraj) plant. Leaves of Eclipta alba (bhringraj), an herb known for immunomodulatory and hepatoprotective 
activity and a constituent of the reported polyherbal supplement [15] 

 

Table 1: Composition of the supplement (Good health capsule) 

Ingredient  Common name Declared role/claim on label Potential dermatologic relevance 
Withaniasomnifera Ashwagandha Stress/adaptogen Prior single-agent FDE case reported; HILI reports exist [14] 
Eclipta alba Bhringraj Hepatoprotective/hair Limited human ADR data; theoretical immunomodulatory activity [15] 
Asparagus racemosus Shatavari General tonic Sparse cutaneous ADR data. 
Glycyrrhiza glabra Yashtimadhu Anti-inflammatory Can alter cortisol metabolism; rare hypersensitivity. 
Pueraria tuberosa Vidarikand Rejuvenative Limited ADR data. 
Purified Shilajit — Stamina/tonic Adulteration concerns reported in literature. 
Swarna bhasma — Rasayana Variability in preparation; safety depends on standardization. 

 

Clinical examination and diagnosis 

On physical examination, multiple well-defined erythematous and 
hyperpigmented patches and papules of varying shapes and sizes 
were observed across the trunk and peripheral body parts, with no 
signs of active inflammation or infection. The lesions were non-
tender and asymptomatic, without mucosal involvement. The 
patient reported that these lesions consistently appeared after 
taking the Good Health Capsule and gradually subsided upon 
discontinuation, only to recur at the same sites with each re-
exposure. Given this history of repeated episodes and the 
characteristic presentation, a diagnosis of fixed drug eruption (FDE) 
was strongly considered [16] (fig. 3). FDE is a well-recognized 
dermatologic manifestation of drug hypersensitivity, often 
presenting as recurrent erythematous or hyperpigmented lesions at 
the same site of drug exposure. In this case, the use of Good Health 
Capsule was suspected as the causative agent. 

Management and outcome 

The primary intervention involved discontinuing the suspected 
offending agent, Good Health Capsule. The patient was advised to 
stop taking the supplement, and treatment with Mometasone 0.1% 
creamwas prescribed for local application at night for three 
weekEach time the patient experienced a recurrence after re-
exposure to the supplement, the lesions followed a similar pattern, 

appearing at the same sites and gradually subsiding with 
discontinuation and topical treatment. Over multiple episodes, the 
same treatment approach led to resolution, with significant 
improvement in pigmentation and lesion count. During follow-up, 
the patient reported no long-term complications, but recurrences 
occurred whenever the supplement was resumed (table 2). 

 

 

Fig. 3: Drug eruption rashes with FDE patches on the back and 
legs, recurring as dark red lesions (depicted by arrows), often 

leaving post-inflammatory hyperpigmentation
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Table 2: Timeline of exposure and events 

Date Event description  
January 2021 Began taking Good Health supplement daily for general wellness. 
July 2021 First appearance of erythematous–hyperpigmented lesions; supplement stopped → lesions resolved. 
October 2021 Restarted supplement → recurrence of lesions at identical sites. 
December 2021 Second recurrence following re-exposure. 
February 2022 Third recurrence with same morphology and distribution. 
March 2022 Supplement permanently discontinued; treated with mometasone 0.1 % cream → recovery. 
September 2022 Six-month follow-up — no recurrence observed. 

 

DISCUSSION 

FDE represents a unique type of cutaneous ADR characterized by 
recurrence of lesions at the same anatomical site after re-exposure 
to the culprit agent. The pathogenesis involves cytotoxic T-cell-
mediated immune responses to drug-derived antigens retained in 
resident epidermal memory cells [17]. Diagnosis is based on clinical 
morphology, history of re-exposure, and exclusion of alternative 
causes. Polyherbal formulations pose unique challenges for ADR 
attribution because of multiple active constituents and possible 
contaminants [18, 19]. Ashwagandha (Withania somnifera) has been 
associated with FDE in a prior report by Sehgal et al. (2012) [20], 
and hepatotoxicity cases have also been documented [21]. Eclipta 
alba (Bhringraj), while traditionally used for hepatoprotection and 
hair growth, has immunomodulatory and bioactive constituents that 
may provoke idiosyncratic reactions. Hence, in a polyherbal matrix 
like Good Health, specific culprit identification is difficult and 
causality should remain probabilistic. 

Previous literature shows that herbal FDE is rare but increasingly 
recognized, with reported triggers including Tinospora cordifolia, 
Aloe vera, and ashwagandha supplements [22–24]. Unregulated 
marketing and absence of robust post-marketing surveillance 
contribute to under-reporting. Therefore, this case adds valuable 
clinical evidence to the limited database of herbal-related FDE. 

CONCLUSION 

This case highlights that even widely used Ayurvedic and polyherbal 
supplements can provoke fixed drug eruption (FDE) in susceptible 
individuals. Because such formulations contain multiple bioactive 
components, specific culprit identification often remains uncertain 
without confirmatory testing such as patch tests or supervised 
rechallenge. Clinicians should maintain a high index of suspicion for 
herbal-related adverse drug reactions (ADRs) and should document 
product brand, batch, and full ingredient composition in every 
suspected case. Application of standardized causality assessment 
tools—such as the WHO-UMC system and the Naranjo algorithm—is 
essential to classify the likelihood of association. All suspected 
herbal-associated ADRs should be reported to the national 
pharmacovigilance and AYUSH-pharmacovigilance programs to 
improve safety signal detection and protect public health. Public 
awareness campaigns emphasizing the potential adverse effects of 
self-prescribed “natural” or “immunity-boosting” products are 
equally vital to ensure the safe and rational use of herbal medicines. 
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