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ABSTRACT

As the global use of herbal medicines continues to grow, concerns regarding their safety are becoming more prominent. It's essential to have systems in place to
monitor and assess any potential risks associated with these products. This review explores the current landscape of pharmacovigilance in relation to herbal remedies
and outlines strategies for enhancing safety measures. Key challenges include inconsistent quality control, the complex nature of herbal formulations, and
insufficient adverse event reporting. Emerging technologies like artificial intelligence and big data analysis offer promising tools to improve monitoring systems.
Strengthening global cooperation and aligning regulatory standards are vital to ensure the safe integration of herbal products into healthcare practices.
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INTRODUCTION

For thousands of years, various cultures across the globe have relied on herbs for treating a wide range of health conditions. In recent years, there's been
a significant increase in the use of these products, which are often marketed for purposes such as boosting memory, enhancing liver health, treating
diabetes, and improving sexual health. Due to their natural origins, they are often mistakenly assumed to be inherently safe.

The World Health Organization (WHO) has issued guidelines to evaluate the quality, safety, and efficacy of herbal treatments, emphasizing the
importance of incorporating them into national health frameworks. These recommendations aim to encourage cooperation among regulatory bodies and
create a shared strategy for herbal medicine oversight. However, many countries still lack comprehensive systems to monitor herbal products effectively.

Roles and Objectives of Pharmacovigilance

e  Pharmacovigilance serves several critical purposes:

e Monitoring drug safety, quality, and efficacy

. Identifying and investigating adverse drug reactions (ADRs)

e  Assessing risk and the impact of corrective actions

e  Managing potential harms while weighing therapeutic benefits

e  Supporting regulatory decision-making and public communication
WHO's International Drug Monitoring Program
WHO has established a global network to track and analyze side effects related to medicinal products, with healthcare providers submitting ADRs to
national pharmacovigilance centers. These centers operate under WHO guidelines and share reports with Uppsala Monitoring Centre (UMC), which

houses a global database. This centralized system helps identify emerging risks and disseminate safety updates internationally.

Challenges in Monitoring Herbal Medicines

. Inconsistent Formulations: Herbal products often vary in active ingredient concentration, making it hard to predict their effects.

e  Low Reporting Rates: Many side effects go unreported due to a lack of awareness or misattribution to other causes.
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. Regulatory Gaps: Herbal supplements often face less rigorous oversight than pharmaceutical drugs, leading to quality and safety concerns.

CURRENT SCENARIO IN INDIA

India re-established its pharmacovigilance efforts in 2004 with support from the World Bank, launching the National Programme of Pharmacovigilance
(NPP). This initiative aimed to increase reporting, involve healthcare professionals, and align with global standards. Though initially effective, funding
issues led to its temporary suspension in 2009. Recognizing the continued need for monitoring, the program was revived in 2010 as the Pharmacovigilance
Programme of India (PvPl), with the All-India Institute of Medical Sciences (AlIMS) as the central coordinating hub. PvPI now includes a network of
ADR monitoring centers across the country.

To improve the safety of herbal medicine use, especially in traditional systems like Chinese herbal medicine, several steps should be taken:
1. Education and Communication: Companies should provide clear usage instructions and risk data to consumers and regulators.

2. Continuous Evaluation: Regular reassessment of products based on new information should be mandated.

3. Standardization: Unified terminology and classification systems should be developed for herbal products.

4. Research Funding: Support should be given to scientific studies exploring herbal pharmacology and safety.

5. Workforce Development: Technical training is necessary to enhance analysis and reporting capabilities.

CONCLUSION

The widespread reliance on herbal remedies necessitates the creation of tailored pharmacovigilance systems that reflect their specific properties. Presently,
these efforts are hindered by inconsistent regulation, limited data, and underreporting. To address these issues, a holistic approach combining
technological innovation, international alignment, and collaboration between traditional and conventional healthcare systems is crucial. Only then can
the safe and effective use of herbal medicine be ensured globally.
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