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1 Introduction

Herbal medicines, or herbal medicinal products, cover 
manufactured products containing herbal ingredients, and 
simple preparations of herbal substances. Most, if not all, 
traditional medical systems, including traditional Chinese 
medicine (China), Ayurvedic medicine (Indian subconti-
nent), Aboriginal medicine (Australia), te rongoā Māori 
(New Zealand), and many others, include the use of herbal 
ingredients (i.e. substances originating from plants); many 
traditional (indigenous) medicines also include ingredients 
from other sources (e.g. animals, insects, minerals).

Herbal and traditional medicines (H&TMs) are a popu-
lar, sometimes the only, healthcare choice among people 
worldwide. In Western countries, out-of-pocket expendi-
ture on herbal medicines and other ‘natural health’ products 
(NHPs), and on consultations with H&TM practitioners, is 
substantial [1–8]. Market data indicate large sales volumes: 
for the year 2018, in the USA alone, estimated retail sales 
of “herbal supplements” totaled more than $US8.84 billion, 
an increase of almost 10% over the previous year [9]. Many 
consumers of these types of products use them concurrently 
with conventional prescription medicines [10], which can 
lead to serious drug interactions. In many low- to middle-
income countries, a substantial proportion of the population 
relies on H&TMs and traditional healers as their main, or 
only, source of primary healthcare [11].

The need to improve pharmacovigilance for H&TMs and 
other NHPs is recognized internationally, not least because 
the use of these types of products is highly prevalent and 
because safety concerns associated with their use continue 
to emerge. For example, in recent years, signals (i.e. a causal 
relationship has not necessarily been established) of hepato-
toxicity associated with black cohosh (Actaea racemosa L.) 
root extracts [12], green tea (Camellia sinensis (L.) Kuntze) 
leaf extracts [13], and a supercritical carbon-dioxide extract 
of Artemisia annua L. in grapeseed oil [14] have emerged 
in different countries.

Detection of signals of safety concerns associated with 
H&TMs continues to rely almost solely on analysis and 
assessment of spontaneous reports of suspected adverse drug 
reactions (ADRs) associated with the use of these types of 
products submitted by health professionals and the general 
public. The limitations of spontaneous reporting, and the 
unique and additional challenges in pharmacovigilance for 
H&TMs, are well-documented, but progress toward resolv-
ing them has been slow. Key international organizations have 
supported the development of pharmacovigilance practices 
for H&TMs. For example, the World Health Organization 
(WHO) published guidelines on safety monitoring and phar-
macovigilance for herbal medicines [15]. Also, the Uppsala 
Monitoring Centre (UMC) launched a traditional medicines 
programme to stimulate reporting for these products and 
developed the herbal anatomical therapeutic chemical (ATC) 
classification system [16], which has a structure consistent 
with that of the regular ATC system and provides a unique 
framework for the nomenclature and therapeutic classi-
fication of herbal substances and combinations of herbal 
ingredients.

The International Society of Pharmacovigilance (ISoP) 
has also focused attention on this topic. Pharmacovigilance 
for H&TMs has featured at ISoP annual conferences for 
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many years, including in plenary and parallel sessions. Fur-
ther, ISoP working groups have been mindful of the need 
to include a herbal- medicines perspective in their work. 
For example, the International Society for Pharmacoepi-
demiology (ISPE) initiated a venture, supported by ISoP, 
that was tasked with preparing guidelines for the submis-
sion of reports of suspected ADRs to journals. This venture 
included an ISoP member with herbal medicines expertise, 
and the resulting guidelines—approved by both ISoP and 
ISPE—included reference to some of the additional items of 
information required for comprehensive literature reports of 
ADRs associated with herbal medicines [17].

2  Formation and Membership 
of the International Society 
of Pharmacovigilance Special Interest 
Group (SIG) on Herbal and Traditional 
Medicines (H&TMs)

Against this background, in 2016, the new ISoP Execu-
tive Committee encouraged the creation and development 
of a new special interest group (SIG) in ISoP dedicated to 
exploring issues relating to the safety and pharmacovigi-
lance of H&TMs. The H&TMs SIG was formally launched 
at the 17th annual meeting of ISoP, held in Liverpool, UK, 
in October 2017. The conference also featured a plenary 
session on pharmacovigilance for H&TMs, which included 
a keynote lecture “Pharmacovigilance for herbal and tra-
ditional medicines: towards solutions and innovations” by 
Professor Phil Routledge, then Clinical Director of the All 
Wales Therapeutics & Toxicology Centre, Wales, and Chair 
of the Committee on Herbal Medicinal Products, Medicines 
and Healthcare products Regulatory Agency (MHRA), UK.

Membership of the H&TMs SIG is diverse in several 
ways. As reported at the 20th annual meeting of ISoP, 
held in Bogota, Colombia, in October 2019, the H&TMs 
SIG included 22 members from 14 countries by the end of 
2019. Members of the H&TMs SIG have specific interests 
in H&TMs in the broadest sense, including marketed com-
mercial herbal medicinal products as well as all types of 
traditional herbal and indigenous medicines and other natu-
ral products used in healthcare. Members are employed in 
a range of pharmacovigilance settings, including national 
pharmacovigilance centers, medicines’ regulatory agencies, 
academic institutions, and the herbal and pharmaceutical 
industries. Collectively, members bring a range of skills, 
expertise and experience across H&TMs and pharmacovigi-
lance; thus, the H&TMs SIG is well-placed to advance the 
topic at a global level and in ways that are impactful, not 
least for users of H&TMs.

Current members of ISoP with an interest in H&TMs are 
invited to join the SIG. The group is keen to attract members 

from different continents and hopes to achieve strong repre-
sentation from countries in which H&TMs are an important 
part of healthcare, either locally for individuals, or as part 
of an organized health system. The H&TMs SIG welcomes 
members with expertise in the chemistry, clinical pharma-
cology, manufacture, regulation, practice and, of course, 
pharmacovigilance of herbal medicines, including in relation 
to the many different traditional medicine systems, such as 
Ayurvedic medicine, traditional Chinese medicine and oth-
ers. The SIG also welcomes members who have expertise in 
other areas of pharmacovigilance, including specific meth-
ods or therapeutic areas, and who are interested in exploring 
the interface of these with H&TMs. However, it is not neces-
sary to have particular expertise or experience in H&TMs to 
join the SIG, and ISoP members with an interest in this topic 
are welcomed. If you would like to join the ISoP H&TMs 
SIG, or have questions, please contact Associate Professor 
Jo Barnes by email (administration@isoponline.org).

3  H&TMs SIG: Aims and Objectives

The overall aims of the H&TMs SIG are to provide a focal 
point for ISoP members interested in H&TMs and other 
NHPs to share and provide information on relevant issues 
and developments, and to support and promote progress in 
pharmacovigilance for these types of products and prepara-
tions. The group aims to share news items, research findings, 
regulatory actions and other information on herbal medi-
cines issues that have been identified worldwide, including 
signals of safety concerns associated with herbal medicines 
where SIG members may have data or experiences to share. 
Since its inception, the H&TMs SIG lead has compiled and 
sent email updates to SIG members on an approximately 
quarterly basis; teleconferences, also quarterly, were initi-
ated in 2020. The SIG also meets annually, where possi-
ble, at the annual ISoP conference. The purpose of all these 
communications is to network, share information, stimulate 
debate, and possibly lead to the development of new project 
ideas.

The main focus of the SIG is on herbal medicines, since 
products based on herbal ingredients are among the most 
commonly used NHPs, and herbal substances are common 
ingredients in many traditional medicines. However, this 
does not exclude other types of ingredients included in tra-
ditional medicines and other NHPs.

The key objectives of the SIG are as follows:

• To discuss issues in H&TMs safety and pharmacovigi-
lance and work collaboratively toward finding solutions

• To raise awareness of issues in H&TMs safety and phar-
macovigilance among relevant organizations, including 
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those representing patient groups, healthcare providers, 
medicines information providers, media and others

• To serve as a conduit for ISoP members wishing to initi-
ate or be involved with collaborative research or other 
projects of relevance to the H&TMs area.

The H&TMs SIG aims to both be strategic in its outlook 
and have the flexibility to respond swiftly to emerging situa-
tions or needs. Against this background, and in line with the 
H&TMs SIG’s aims and objectives, a key goal is to achieve 
impactful outputs, in the form of journal articles, confer-
ence presentations, and so forth. Already, a subgroup of the 
H&TMs SIG has worked collaboratively on a descriptive 
analysis of reports in VigiBase, the WHO global database 
of individual case safety reports, relating to hepatotoxicity 
associated with herbal medicines. A paper from this work 
has been published [18].

4  Towards Resolving Challenges 
in Pharmacovigilance for H&TMs

There are numerous issues relating to pharmacovigilance for 
H&TMs, and these have been comprehensively discussed in 
the literature [15, 19, 20] and at an international conference 
dedicated to this topic in 2006 (Pharmacovigilance of Herbal 
Medicines: Current State and Future Directions) organized 
by the author in concert with the Royal Pharmaceutical Soci-
ety of Great Britain, and with ISoP and other distinguished 
scientific societies in pharmaceutical sciences and herbal 
medicines as partners [21].

However, progress toward overcoming challenges in phar-
macovigilance for H&TMs has been slow. Part of the work 
of the H&TMs SIG will be to develop an “issues” agenda, 
determine what actions are needed and work collaboratively 
and creatively both within and outside ISoP to develop, 
implement and disseminate innovative solutions. Members 
are invited to propose and discuss other issues relating to 
H&TMs they feel are of importance. One example of a fun-
damental issue in pharmacovigilance for H&TMs and other 
NHPs is the difficulty in classifying and coding these prod-
ucts and preparations. The UMC Herbal ATC classification 
system is a useful framework, but it is not used universally, 
and potential remains to improve and standardize how herbal 
medicines and other NHPs are classified and coded interna-
tionally. The H&TMs SIG is developing a workplan on this 
topic through which it hopes to progress practice in this area.

The ISoP H&TMs SIG aims to liaise and work collabo-
ratively with other ISoP SIGs and chapters working on rel-
evant issues; indeed, some H&TMs SIG members are also 
members of other ISoP SIGs, such as the Women’s Medi-
cines and Risk Communication SIGs. Likewise, the H&TMs 
SIG is committed to creating productive relationships with 

other international organizations and learned societies to 
advance the field, and activity in this area is expected to 
increase as the SIG evolves and matures. Some members 
of the group are involved with research and other projects 
concerning herbal medicines and other NHPs, and this may 
present opportunities for other SIG members to work as col-
laborators on these projects.
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