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Abstract 

Ayurvedic medicines play an important part in illness treatment; they 

originated in India and are now widely used in other countries. 

Pharmacovigilance is concerned with the detection, assessment, 

comprehension, and prevention of adverse medication reactions and 

associated difficulties. The world is becoming more aware of the importance 

of developing pharmacovigilance for herbal medications. Using normal 

pharmacovigilance methodologies (WHO standards) introduces new issues 

linked to how herbal medications are controlled, used, identified, and 

perceived. The primary approach of detection is now correct reporting of 

possible adverse medication responses to herbal medicines. However, there is 

under-reporting for herbal medications since individuals do not seek expert 

counsel or record side  effects. An ADR is  described as a detrimental  or 

noxious reaction to a marketed health product that occurs at dosages 

routinely used or evaluated for the treatment, diagnosis, or prevention of a 

disease or the alteration of an organic function. Plants are crucial in the 

creation of contemporary medications. More than 65-70 percent of current 

medications sold throughout the world are derived or created directly or 

indirectly from plant sources. Ginkgo biloba causes bleeding, Ephedra (Ma 

Huang) causes hypertension, sleeplessness, arrhythmia, and other side effects. 

With one or more clinical trials and other clinical research activities being 

undertaken in India, there is an urgent need to comprehend the significance of 

pharmacovigilance and how it affects the product's lifecycle. In this case, the 

DCGI should respond immediately to improve pharmacovigilance by 

incorporating   Good   Pharmacovigilance   Practice   into   processes   and 

mailto:choudharykapil6@gmail.com


46 Page 45-51 © MANTECH PUBLICATIONS 2022. All Rights Reserved 

Journal of Pharmacovigilance and Quality Assurance 

Volume 4, Issue 1, January-June, 2022 

 
 

 

 

procedures to assist assure regulatory compliance, as well as to improve 

clinical trial safety and postmarketing surveillance. When healthcare experts, 

regulatory agencies, pharmaceutical firms, and consumers cooperate, it will 

be beneficial. 
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INTRODUCTION 

Pharmacovigilance is the science of 

detecting, assessing, comprehending, and 

preventing harmful medication effects or 

other pharmacological side effects. 

Nowadays, it is concerned with herbal 

items, traditional  and  complementary 

treatments, blood, and biological products 

[1]. The goal of pharmacovigilance is to 

identify, analyse, explain, and prevent 

adverse reactions or other potential drug- 

related issues, which include herbal, 

traditional, and biological products, 

vaccines, blood products, and medical 

devices. Herbs have been used as medicine 

for centuries. Herbs were initially used for 

medicinal therapy  about 4000  years ago 

[2]. This herbal remedy originated in India 

and China. Then, a combination of herbs, 

acupuncture, and massage is administered 

as traditional Chinese medical therapy. 

Ayurvedic medicine is a type of traditional 

Indian medicine. Medicinal plants have an 

essential part in nearly all traditional 

medical systems, and their 

pharmacological   constituents   are   even 

more important. Misuse of medicinal 

plants, inappropriate dosing, interactions 

with other drugs, and usage of 

contaminated items containing potentially 

harmful components such as toxic metals 

and pathogenic microbes can all lead to 

increased adverse effects. 

 

The specific aims of Pharmacovigilance 

are to: 

• Improve patient care and safety in the 

use of medications. 

 

• Regulate public health and safety in 

regard to medicine usage 

 

• Overcome medication risks and 

increase their safe, logical, and 

effective (including cost-efficient) 

usage 

 

• Increase public knowledge, education, 

and clinical training in 

pharmacovigilance, as well as its 

effective communication. 
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Name Action Diagram 

 

 

 

 

 
BLACK 

COHOSH 

Black cohosh is often used for menopausal 

disorders painful menstruation, uterine 

spasms, and vaginitis. However, 

prescription drugs broken down by certain 

liver enzymes may accumulate in the body 

and lead to toxicity if used with black 

cohosh. It may enhance liver toxicity with 

certain medications, such as atorvastatin, 

alcohol etc. 

 

 

 

 
 

 

 

 

 

 

 

 

CRANBERRY, 

GARLIC, 

GINSENG, 

GREEN TEA 

Cranberry juice is used to prevent  Urinary 

Tract Infection. Garlic is used to  reduce 

menstrual pain, reduce cholesterol, to 

prevent cancer, to lower blood sugar level. 

Ginseng is used to improve body resistance 

to stress and increase vitality   among 

other   use, Green Tea is used to promoted 

for stomach disorders, to lower cholesterol, 

as an anti-cancer antioxidant, as 

stimulant, to lessen belly fat. Cranberry 

may exert an increased effect on blood 

thinners (anticoagulants) like warfarin and 

lead to bruising or bleeding. 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

ECHINACEA 

Echinacea has been used to stimulate the 

immune system, and is most commonly 

used in the treatment of the common cold. 

Echinacea might slow the breakdown 

(metabolism) of caffeine in your body, and 

could lead to side effects like jitteriness, 

headache, or insomnia. 

 
 

 

 

 

EVENING 

PRIMROSE OIL 

Evening primrose oil provides fatty acids 

used by the body for growth. Use of 

evening primrose oil may increase the risk 

for seizures if you take anti- seizure 

medication or phenothiazine drugs 
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ROLE OF DRUG REGULATORY 

AUTHORITIES 

The engagement of drug regulatory bodies 

and national pharmacovigilance centres, 

among others, in the preparation of these 

recommendations has been praised by the 

WHO. This has provided a helpful 

beginning point for improving 

communication across various authorities, 

which will be required to guarantee 

progress toward the common aim of herbal 

medicine safety. The proposed strategy is 

to include herbal medicines into current 

national pharmacovigilance systems or, in 

the absence of such systems, to construct 

complete national pharmacovigilance 

systems that include herbal medication 

coverage. As a result,  the 

recommendations outline the specific 

problems that must be overcome in order 

to successfully monitor the safety of herbal 

medications. Special consideration is also 

given to the mechanism for reporting bad 

responses to herbal medications, as well as 

the investigation of the causes of the 

reported adverse reactions. 

 

Safety is an important aspect of herbal 

medications and herbal products used in 

health care, as well as a crucial component 

of quality control. These recommendations 

give practical technical assistance for 

pharmacovigilance systems in monitoring 

the safety of herbal medications. The 

safety of herbal medicines is compared to 

that of other pharmaceuticals currently 

being studied as part of the WHO 

International Drug Monitoring Program. 

Although there are certain distinctions in 

the manufacturing and usage of various 

types of drugs, they are all equally 

significant in terms of pharmacovigilance. 

 

Even among  the more than 65  Member 

States participating in the WHO 

International Drug Monitoring Program, 

national surveillance systems to monitor 

and analyse adverse events associated with 

herbal medications are  rare,  despite 

increased interest in their safety. As a 

result, effective communication on this 

issue is lacking at all levels, from 

international to local.  According to  a 

study, around 90 nations presently govern 

herbal medicines, with an even smaller 

number having procedures in place for the 

regulation/qualification of herbal medicine 

providers. Furthermore, there are 

regulatory differences between nations, 

which have major consequences for 

worldwide access to and distribution of 

such items. 

 

National pharmacovigilance systems 

should be in close collaboration with 

national drug regulating systems. To work 
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efficiently, a national safety monitoring 

programme for herbal medicines should be 

run in tandem with an effective national 

drug regulatory system that has the will 

and capacity to detect harmful effects of 

herbal medicines and implement adequate 

regulatory safeguards. At the  national 

level, many Member States' capacity for 

reporting adverse events on herbal 

medicines, analysing their causes, and 

learning from past experience is severely 

hampered by a lack of methodologic 

uniformity in identification and 

measurement, a lack of information on 

adverse effects of herbal medicines, 

insufficient reporting  schemes,  a fear of 

professional liability, and insufficient 

information systems relating to the use of 

herbal medicines. The epidemiology of 

adverse responses to herbal medications, 

such as frequency of incidence and 

reasons, is currently unknown. 

 

IMPORTANCE OF 

PHARMACOVIGILANCE IN 

HERBALS 

The WHO Collaborating Centre for 

International Drug Monitoring has 

recommended the use of proper scientific 

binomial names for herbs used  in 

medicine, including the use of such names 

(where this information is available) in the 

coding of adverse reaction (AR) reports, to 

provide consistency in the name of 

medicinal herbs in adverse reaction (AR) 

reports. This will guarantee that reports 

from multiple worldwide 

pharmacovigilance databases are 

comparable. 

 

An adverse drug reaction (ADR) is 

described as a detrimental and unexpected 

reaction to a marketed health product that 

occurs at dosages routinely used or tested 

for the diagnosis, treatment, or prevention 

of a disease or the change of an organic 

function. Plants unquestionably play an 

essential part in the creation of 

contemporary medications. More than 65 

to 70% of current medications on the 

global market are derived directly or 

indirectly from plant sources. ARs 

connected with Ephedra and Aristolochia, 

for example, have demonstrated that 

HMPs can cause toxicity in humans. 

Hepatic and renal issues are the most 

prevalent side effects. However, because 

traditional herbal medicines sometimes 

include many substances, identifying the 

causal agent related with the ARs reported 

is challenging. The WHO database has 

almost 10,000 suspected herbal case 

reports. Because most HMPs lack clinical 

trials, post-market pharmacovigilance is an 

important source of safety information; 

nevertheless,   assessing   ARs   associated 
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with HMPs presents distinct problems in 

terms of the number and quality of 

accessible information. 

 

CONCLUSION 

Herbal remedies are widely utilised in both 

developed and developing nations. There 

are various high-profile herbal safety 

problems that have an impact on public 

health, and there is growing 

acknowledgement of the necessity to build 

pharmacovigilance drug profile (safety 

monitoring) systems for herbal treatments. 

This is a one-of-a-kind difficulty for 

monitoring and managing the 

pharmacovigilance profile for herbal 

medications. 

 

The purpose of this workshop is to offer a 

thorough and critical evaluation of the 

present state of pharmacovigilance 

operations for herbal medicines on a 

national and worldwide scale. Consider 

pertinent new challenges and what efforts 

might and should be made in the future to 

improve safety monitoring for herbal 

medications, since pharmacovigilance of 

herbal medicines provides a tremendous 

challenge. 
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