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Abstract 

Pharmacovigilance concerned with identifying the hazards associated with pharmaceutical products and with 
minimizing the risk of any harm that may come to patients and is defined as the science relating to the collection, 
detection, understanding, assessment, monitoring and prevention of adverse effects with pharmaceutical products. 
Adverse drug reaction (ADR) comes under the umbrella of Pharmacovigilance defined as the response to a drug which 
is noxious, unintended and which occurs at doses normally used in man for prophylaxis, diagnosis or therapy of disease 
or for the modification of a physiological function. This includes a case presentation reported for ADR; a 49 year old 
female patient visited the JSS Ayurveda Hospital, Mysuru on August 2023 and diagnosed to have Sandhivata. She was 
treated with medications internally and Kottamchukkadi churna for external application as lepa. On application of 
Kottamchukkadi churna, appearance of reddish rashes and itching over applied area of ankle joints of both legs was 
noticed. As such not any conclusive reports on Kottamchukkadi churna of previous ADRs have been reported. Currently 
there is utmost importance for ADR in clinical practice concerned to the public health is of prime importance; so there 
is a need to educate all the Medical Professionals and encourage them to analyse and report any adverse drug reaction 
or adverse effects that occur in a patient. This shall only be a step towards global acceptance of Ayurvedic drugs hence 
proper documentation and further evaluation is a need of the hour.  

Keywords: Pharmacovigilance; Kottamchukkadi churna; Adverse Drug Reaction; Pharmaceutical product; Clinical 
practice  

1. Introduction

Pharmacovigilance is concerned with identifying the hazards associated with pharmaceutical products and with 
minimizing the risk of any harm that may come to patients. WHO defines Pharmacovigilance as; it is the science and 
activities relating to the detection, assessment, understanding and prevention of adverse effects or any other possible 
medicine related problem [1]. A drug or medicine is any substance in a pharmaceutical product which is used to modify 
or explore physiological systems or pathological states for the benefit of the recipient. The drug reaction or adverse 
drug reaction is the response to the medicine used in humans or animals [2]. The literature depicts the incidence of ADR 
to be 2.4-6.5% even in western countries, with only 6-10% of all ADRs being reported [3]. Adverse drug reaction (ADR) 
comes under Pharmacovigilance which is a response to a drug which is noxious, unintended and which occurs at doses 
normally used in man for prophylaxis, diagnosis or therapy of disease or for the modification of a physiological function
[4]. Recent Meta-analysis has suggested that ADR were between the fourth and sixth commonest cause of death [5]. 
Thus the programme was initiated to collect, analyze and to establish evidence based clinical safety profile for 
documentation and to monitor ADRs from the Government of India, Ministry of AYUSH for ASU & H drugs.  
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Kottamchukkadi churna is an Ayurvedic proprietary medicine contains Saussurea lappa, Zingiber officinale, Acorus 
calamus, Moringa oleifera, Allium sativum, Hugonia mystax, Cedrus deodara, Brassica juncea and Alpinia galanga. It 
contains drugs of herbal origin and useful in conditions like pain, inflammation, etc.  

2. Case presentation 

A 49 year old female patient presented with the complaints of pain in both the knee joints and ankle joints since one 
year associated with morning stiffness and pain. Prior to presentation at JSS Ayurveda Hospital, Mysuru; the patient had 
been admitted to another facility for evaluation of her symptoms. Patient didn’t get satisfactory relief so she approached 
at JSS Ayurveda Hospital, Mysuru on August 2023 with OPD number 118724 and diagnosed to have Sandhivata. She 
was a K/C/O Rheumatoid arthritis and on medication since eight years. H/O previous allergic reaction to Kolakulathadi 
churna was noted. She got admitted in the hospital and on treatment following Gandharvahastadi taila and Dashamula 
kashaya 25 ml each for virechana, then started with Ajamodadi churna + Gokshura churna 1-1-1, Punarnavadi kashaya 
+ Varunadi kashaya 1-0-1 internally and later Kottamchukkadi churna for local application as lepa followed by Tab. 
Grab 1-1-1 internally. She applied Kottamchukkadi churna as lepa using sufficient quantity of water over ankle joints 
on both legs and was wiped off after two hours but after wash, immediately she developed reddish rashes and itching 
over applied area of ankle joints of both legs. Then required symptomatic treatment was done for the reaction.  

 

Figure 1 Appearance of rashes over ankle joint 

3. Discussion 

Pharmacovigilance is of prime importance in this present situation to ensure the safety of drugs so as to minimize the 
adverse effects and to provide maximum benefit to the patient and enrich Ayurveda. Prevention of ADR plays a vital 
role in ensuring the patient safety, treatment plan which mitigates any possible adverse effects and identify the 
subgroup of patients who are likely to be susceptible to the adverse effect and modify the treatment choice accordingly 
[6]. So it is the prime duty to report ADRs that can benefit the mankind.  

In this case report, the patient presented with the complaints of pain in both the knee joints and ankle joints associated 
with morning stiffness and pain. Following the treatment, on application of Kottamchukkadi churna over ankle joints 
on both legs, developed reddish rashes and itching over applied area. As the reaction was appreciated at the applied site 
of lepa it was evident that this reaction was purely from the application of Kottamchukkadi churna and not because of 
other oral medicaments. The drugs present in the Kottamchukkadi churna are of herbal origin and no other previous 
ADRs or any other conclusive reports on the same were being reported. It is important to identify whether this reaction 
was from the drugs used in Kottamchukkadi churna or from any undesired method followed during the manufacturing 
of this particular batch product or from the default during the authentication of drugs collected initially or from any 
other impacts which has to be ruled out. So it is very important to document the reaction and to send for further 
evaluation for the concerned centers.  
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4. Conclusion 

As famous saying says “Prevention is better than cure”, there is utmost importance for ADR in clinical practice as 
concerned to public health. It should be treated properly with care or it may become fatal. So there is a need to educate 
all the Medical professionals and encourage them to analyse and report any adverse drug reaction or adverse effects 
that occur in a patient. This shall only be a step towards global acceptance of Ayurvedic drugs hence proper 
documentation and further evaluation is a need of the hour.  
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