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Letter to the Editor

A Need for Pharmacovigilance in OTC Steroid Misuse:

Real-World Insights
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ABSTRACT

Over-the-Counter (OTC) corticosteroid misuse remains a pressing yet underreported issue in
rural India. This letter presents a case of a 70-year-old male who developed iatrogenic Cushing’s
syndrome complicated by urosepsis and septic shock after prolonged self-medication with
dexamethasone. The case underscores the urgent need for enhanced pharmacovigilance
systems at the community level, stricter enforcement of Schedule H regulations, and the
active involvement of pharmacists in identifying and preventing such adverse drug reactions.
Strengthening public awareness and pharmacist-led interventions are vital to curb the

inappropriate use of potent corticosteroids.
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INTRODUCTION

Over-the-Counter (OTC) misuse of corticosteroids is an
under-recognized public health threat in India, particularly
in rural and semi-urban areas where community pharmacies
often serve as the first point of care. Despite being classified
under schedule H, drugs like dexamethasone are frequently
dispensed without a prescription, contributing to delayed adverse
outcomes.”” The need to extend pharmacovigilance efforts
beyond hospitals into community and outpatient settings has
become urgent, especially with rising cases of steroid-induced
complications.® This report aims to underscore the importance of
real-world pharmacovigilance in addressing such misuse.

CASE SUMMARY

A 70-year-old male from a rural background presented with
complaints of breathlessness, fever, and abdominal pain. On
further inquiry, it was found that he had been self-medicating
with dexamethasone 0.5 mg daily for nearly 10 years to manage
joint pain. Examination revealed classical Cushingoid features
including moon facies, central obesity, and skin thinning.
Laboratory investigations
elevated white blood cell count, impaired renal function, and a

indicated severe hyperglycemia,
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urinary tract infection. He was admitted to the intensive care unit
and managed with intravenous antibiotics, insulin infusion, and
Vasopressors.

The patient improved with appropriate treatment and was
discharged after 12 days. Who-UMC causality assessment
classified the reaction as "Probable," and the Naranjo ADR
Probability Scale score was 6, confirming a “Probable” Adverse
Drug Reaction (ADR) due to prolonged corticosteroid use.*?

DISCUSSION

This case represents the real-world dangers of unsupervised
corticosteroid use, especially in geriatric patients with multiple
comorbidities.® In rural India, the lack of awareness about
prescription-only medications, limited healthcare access, and
informal medical advice contribute significantly to the chronic
misuse of steroids.” Prolonged use can lead to suppression of the
hypothalamic-pituitary-adrenal axis, metabolic derangements
like steroid-induced diabetes, and immunosuppression, which
predispose patients to serious infections.®

While pharmacovigilance efforts in tertiary hospitals have
improved in recent years, ADR reporting in outpatient and
pharmacy-level interactions remains negligible’ Cases like
this rarely enter national databases because they originate
outside institutional settings. This incident also highlights
the consequences of inadequate pharmacist involvement in
community-level medication counselingand monitoring.’ Despite
the presence of national programs like PvPI (Pharmacovigilance
Programme of India), their reach into smaller towns and villages
is still limited."
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Schedule H violations, such as OTC availability of potent
corticosteroids, continue unchecked due to poor enforcement,
creating a pharmacotherapeutic blind spot. A stronger
pharmacovigilance culture at the retail and primary care level,
combined with public education campaigns, is vital to preventing

such adverse outcomes.!

Role of the Pharmacist

healthcare
professionals in many communities. Their proactive engagement

Pharmacists are the first and most accessible
is essential for early identification of inappropriate drug use.”
In this case, pharmacist intervention could have identified the
prolonged unsupervised use of dexamethasone and prevented
complications. Pharmacists, especially PharmD graduates,
are trained to assess drug therapy, counsel patients, and report

ADRs.?

Enhancing the involvement of PharmD professionals in rural
pharmacovigilance initiatives could significantly reduce the
incidence of drug-induced complications. Training programs,
continuing education, and integration of pharmacists into
national PV systems like PvPI can ensure better community
surveillance.’ Additionally, encouraging pharmacists to act as
educators in local settings can improve public understanding of
drug risks and reduce misuse.

CONCLUSION

The chronic misuse of over-the-counter corticosteroids like
dexamethasone poses a severe risk to public health, especially in
rural areas where access to regulated healthcare islimited. This case
highlights the urgent need for strengthened pharmacovigilance
systems that extend into community settings. Pharmacists
must be empowered and actively involved in patient education,
medication counseling, and adverse drug reaction reporting.
Comprehensive regulatory enforcement and public awareness
campaigns are essential to prevent similar adverse outcomes in
the future
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SUMMARY

A case of dexamethasone-induced Cushing's syndrome with
urosepsis in a rural elderly patient underscores the dire need for
community-based pharmacovigilance. Strengthening pharmacist
roles and enforcing schedule H compliance are essential to
mitigating similar events.
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