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ABSTRACT
Unintentional overdose of over-the-counter (OTC) medications has become an increasing
global public health concern due to the common and frequent use of painkillers among end
users, to self-medicate and medicate others, without fully understanding the associated
health risks. While many developed countries have started to implement measures in an
attempt to reduce access to large quantities and raise awareness of the dangers of misuse
of OTC medications, this is not the case in many middle and low income countries. Instead,
many individuals are forced to rely on written information while faced with poor health
literacy, inadequate information and limited verbal information from health professionals,

all of which contribute to the increase in unsafe behaviours leading to overdosing.

In South Africa, most unintentional overdoses from OTC painkillers occur in children, which
can often be attributed to incorrect dosing from caregivers. With the common practice of
re-packaging medications at a distribution level, individuals are often not provided with
adequate information about their medication, appropriate for their level of health literacy.
This study explored whether caregivers are able to make informed decisions about the
correct and safe administration of popular OTC painkillers (specifically paracetamol) to their
children, based on information from labels, medication inserts and/or patient information

leaflets (PILs).

The protocol (part A) provides a justification for the study and describes the methods used
to collect and analyse the data. The literature review (part B) describes the extent of OTC
medication overdose globally as well as the current regulations in South Africa around OTC

medication and the difficulties with accessing health information. The factors which inform



decision making when using OTC medication are also discussed. The article (part C) presents
research findings on whether caregivers in South Africa were able to make informed
decisions about dosing, risk and use of paracetamol, specifically through the access to and
comprehension of labels, medication inserts and/or PILs. The study found that caregivers do
not have access to enough information to make informed decisions about administering
medication to their children. Those who are provided with sufficient information are usually
the end users who are already educated and have adequate levels of health literacy to make
informed decisions with the information provided. Pictograms, clearer formatting and use of
clear lay language appropriate for the health literacy of end users were found to be
imperative for encouraging caregivers to make informed decisions about dosage and risks

associated with OTC medication use.
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Abstract

Unintentional overdose of over-the-counter (OTC) medications has become an increasing
global Public Health concern. While many developed countries have started to implement
measures in an attempt to reduce access to large quantities and raise awareness of the
dangers of misuse of OTC medications, this is not the case in many developing countries.
Instead, many individuals are faced with poor health literacy, inadequate information and
the ability to purchase large quantities of medication without much knowledge of the

associated risks.

In South Africa, most unintentional overdoses from OTC painkillers occur in children, which
can often be attributed to incorrect dosing from caregivers. With the common practice of
re-packaging medications at a distribution level, individuals are often not provided with
adequate information about their medication, which is against their constitutional right to
information, and could have significant consequences for their health. The purpose of this
research study is to determine whether caregivers are provided with adequate dosing and
risk information about popular over-the-counter medications, thereby allowing them to
make informed and risk reduction decisions about their own health as well as the health of
their families. This will be done through the administration of a questionnaire to caregivers
and pharmaceutical service providers in Cape Town, South Africa across socioeconomic
groups. Recommendations as to how to improve health risk communication for OTC

painkillers for these groups will be given after reviewing the results.



1. Justification

1.1 Introduction

The South African Patients’ Rights Charter states that everyone has the right to access to
healthcare in the form of health information (1). The World Health Organisation
recommends that all essential medicines be available with assured quality and adequate
information and the South African National Department of Health aims to ensure that all
citizens have access to medicines, which are available and accessible for all people (2). The
South African government also acknowledges that a crucial and often deficient element in
curative services is the adequate supply and dispensing of appropriate medicines (2). The
main objectives of the National Drug Policy are:

* To ensure the availability and accessibility of essential medicines to all citizens.

* To ensure the safety, efficacy and quality of drugs.

* To ensure good prescribing and dispensing practices.

e To promote the rational use of drugs by prescribers, dispensers and patients through
provision of the necessary training, education and information.

e To promote the concept of individual responsibility for health, preventive care and

informed decision-making (2).

It is clear from the last objective of the National Drug Policy that the South African
government aims to promote three specific concepts, specifically the concept of individuals
being able to take responsibility for their own health, individuals being able to make use of,
and practice preventive care and individuals being equipped to make informed decision-

making about their own health (2). With the current practices relating to provision and



access to medication, one needs to determine whether these three concepts are being
upheld in the South African context. Other than the state’s responsibility to uphold the
rights of its citizens, it is imperative that individuals are equipped to make informed
decisions about their health to prevent or reduce the life threatening risks associated with
incorrect use of medication such as co-morbid conditions or in some cases, death.
Therefore, if the abovementioned concepts are not upheld, the barriers need to be
identified. This research aims to determine whether caregivers are able to exercise their
right to access to health information in order to make informed decisions about their and
their families’ use of popular OTC painkillers specifically, through the access to and use of

medication inserts and/or patient education leaflets.

1.2. Access to medication information

In South Africa, there are three major means of communicating necessary medication
information to end-users, (i.e. indications, contraindications, side effects, dosage, directions
for use, warnings, etc). According to legislation, “all medicine intended for administration to
humans shall have a label attached to it, with each package accompanied by a medication
insert and Patient Information Leaflet (PIL) (3). Certain regulations regarding the
standardisation of information are not clear and those that are available are not always
implemented, with some medications being provided with only one or two means of
communication, or in some cases, with no additional information. The written information
provided with medication does not incorporate any Braille or other assistive technology,

resulting in visually impaired consumers having limited or no access to this information.



1.2.1 Labels

The way in which medicines are dispensed in South Africa, varies from facility to facility.
Certain brands of OTC medication (e.g. Panado™), will be sold in a box which contains a
certain amount of tablets per box. In some public facilities and private pharmacies,
medication is often dispensed into small packets (see Figure 1) or containers (usually
generics). These boxes, packets and containers will usually have some form of label on them
providing specific information, however information can be limited to the name of the
medication and/ or its generic dosage. The legislation clearly states that the container of
every medicine intended for human use must have a label clearly attached to it in English
and one other official language (3). The container label should provide basic information
about the medication such as the medication’s name, patient’s name, dosage, instructions
indications, special instructions and general warnings and is created by the manufacturer of
the medication (3). In certain South African settings it is not always possible to have a
medication insert accompanying the medication, making the label incredibly important, as it

is the consumer’s only means of access to information.

Studies in the United States have found that readability of labels can be increased by having
larger font, boldfacing, use of white space and aesthetically pleasing designs (4). However,
the Act 101 does not have clear guidelines stipulating the font size or other instructions
pertaining to the design of the label, allowing for a variety of labels being produced in South
Africa (3). A study conducted in the United States found that those with low literacy were
three times more likely to misinterpret warnings on labels than those with higher literacy
levels, with some participants misinterpreting seven out of eight warnings on the label (5).

The World Health Organisation (WHO) encourages the use of labelling to communicate the



risks associated with the substance being sold and has found pictograms to be particularly
effective in attracting attention, reminding consumers of safety messages already known
and aiding in conveying messages that are difficult to describe in text, especially for those
who have limited health literacy (6). A study conducted in South Africa further highlights
this, in that 72% of those who received a label including pictograms were found to have a
high understanding (>90%) of the labels, compared to 15% of those who received a label
without pictograms (Dowse & Ehlers, 2004). The use of pictograms in conveying health
information on OTC medicine labels, however, is not currently common practice in South

Africa.

Child resistant containers (containers which an adult can open but are not accessible to
children under the age of 5 years) have been known to reduce the number of poisonings
from medicines, and have the potential to make adults aware of the associated risks of the
medication (6). However, as OTC medication is usually bought off a shelf or repackaged into
smaller packets by health providers, child resistant containers and/or labels are not usually
included with OTC medication, making the medication label or insert of particular

importance for providing information about safe use of the medication.

1.2.2. Medication inserts

Medication inserts provide information about each medication, which is provided by the
manufacturer of the medication, to health workers and patients about the technical and
medical details of the product (8). In South Africa it is compulsory that every container of
medication be provided with a medication insert, providing essential information about the

medication to inform the consumer about correct use (3). This insert comes in the form of a



double sided printed piece of paper, each side printed in a different language, which in
South Africa is English and Afrikaans. Regulation 9 of Act 101 provides an extensive
description of the content that should be provided in the medication inserts (3). The inserts
should include the following: Proprietary name and dosage form, scheduling status,
pharmacological classification, composition, dosage and direction of use, contra-indications,
pharmacological action, indication, warnings, pregnancy information, interactions, side
effects and precautions, over dosage information, information for certain categories/
ingredients, presentation, storage, contact details of certificate holder, registration name
and publication date of the insert (3). All of these details should provide the consumer with
accurate information about the contents of the medication, who manufactures the
medication (and how they can be contacted) as well as instructions for safe use of the
medication (including dosage, side effects and contra-indications). All information provided
in the medication insert is produced by the pharmaceutical company or manufacturer and

approved by the Medicines Control Council (3).

The medication leaflet is often the only resource available for accessing information about
OTC medication in South Africa, making it an incredibly important source of information. It
is a source of information that has the potential to empower patients through self-
medication, aiding in improving compliance and allowing patients to make informed
decisions about their health (9). For medication inserts to be effective, the information
needs to be readable (appropriate font size, use of language, design, etc) as well as
understandable (in one’s first language) and culturally acceptable (10). However in South
Africa, this is usually not the case, highlighted in a study found that on average, participants

reported that the medication inserts are too difficult to understand for the average reader.



Many participants reported that the amount of information, the technical design and the
type of language used in the insert was not acceptable and resulted in many participants not
attempting to read the insert at all (9). In South Africa, there are guidelines referring to the
content of medication inserts in the Regulation 9 of Act 101 as well as the font type and size
(3). However, there are no guidelines referring to the size of the insert paper and insert
design, which can result in a variety of designs between different medications. Information
is often very technical and the language content is very difficult to understand correctly,
even for those with adequate levels of health literacy, which could potentially be preventing
many individuals from accessing information that is very important for their health and the

health of their children.

1.2.3. Patient Information Leaflets (PIL)

The Patient Information Leaflet (PIL) is an information document, distributed with
medication, which provides information about the accompanying medication in an easy to
read format, making the information more accessible than the information provided in
medication inserts, to the general public. PILs were formally introduced to South African
legislation in 2003 in the Medicines and Related Substances Control Act 101 (3). A PIL
usually includes key information on what the medication is to be used for, warnings or
contraindications, how to take the medication, side effects, storage information and further
information (with contact details) (11). Patient Information Leaflets have been found to
reduce the gap between health professionals and patients, improve adherence to
medication and reduce patient anxiety around administering of medication, however PlLs
are only effective if they match patients’ level of education and are culturally sensitive (10).

Patient information leaflets have been implemented throughout the developed world,



which has been found to improve patients’ knowledge of medication, however the

complete implementation of the PIL has often not occurred in developing countries (10).

Regulation 10 of Act 101 states that all medicines distributed in South Africa should be
provided with PlLs, which requires pharmaceutical companies to develop and distribute PlLs
with all medicines (3, 12). It also provides detail as to what content should be provided in
each PIL and states that all PILs should be printed in English and one other official language
(13). A study conducted in Grahamstown, South Africa, evaluating the effect of PIL use on
patient knowledge and recall, found that those who received PlLs with pictograms had a
significantly higher level of knowledge and recall (76.3%), compared to those who were just
given text-only PILs (50.9%) and no information at all (43.3%) (14). A related study found
that when participants were provided with an easy to read PIL, they reported to
understanding most words in the leaflet, with all participants approving the amount of
information contained in each leaflet, compared to average medication inserts, which are
scientifically based and difficult to read (15). However, there has been little evidence to
suggest that South African public hospitals have received many PILs from pharmaceutical
companies which causes questioning as to whether these leaflets are accessible and

available to the general public (10).

Despite there being certain regulations regarding the level of information required on
labels, medication inserts and PILs (i.e. font type and size), there are no guidelines included
in the Act 101 which recommend how often the information found on medication inserts
and PlLs needs to be updated (3). This means that certain OTC medicines provide

information that may not be up to date with current scientific findings. Despite regulations

10



set in place to promote the increased access to information through labelling, medication
inserts and PlLs, it would seem that there is little uniformity in South Africa, with regards to
how these regulations and policies are implemented, resulting in discrepancies between
policy and what consumers are experiencing on an individual basis. With regards to the
availability of Patient Information Leaflets in South Africa, it would seem that many OTC

medications are not provided with PlLs, despite legislation requirements.

1.2.4. Other sources of information

Other sources of information regarding OTC medications which are available to the public
include the internet, advertisements and health professionals (8). In South Africa, those who
have access to the internet can access information regarding OTC medication. One website
in particular has been created for the purpose of making South African medication inserts
available in electronic format, providing generic and trade names (16). According to a
technology research organisation, Wide World Worx, only one in nine South Africans had
access to a computer or internet in 2008, with these individuals being in higher
socioeconomic groups due to the expense of computers. However, with the increased
availability of mobile phones with internet access, especially among those in lower
socioeconomic groups, this number has increased since 2008 (17). Those living in urban
areas who do not have access to the internet, usually have access to television which often
advertises common OTC medications, as well as billboards, which are placed alongside busy
roads or near communal centres, advertising OTC medications. Those who do not have
access to these means of communication, specifically those in lower socioeconomic groups,
often rely on information given from family or community members as well as health

professionals. Accessing information from health professionals does prove to be difficult in a
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South African context, as it has been found that many patients do not feel comfortable to
ask questions or clarify information about their medication. The presence of language or
cultural barriers also exacerbates these difficulties (12). Within many health facilities, health
professionals often only fluently speak English and Afrikaans, without having sufficient
communication skills in any African languages with limited access to interpreters. Even
when health professionals who are able to speak the first language of patients or
interpreters are available, these services are often restricted due to terminology difficulties
and differences in meaning (18). Many of the participants in this study who have poor
literacy skills will most probably rely on health professionals and people in their immediate
context (such as family members) to provide information about the correct use of OTC
medication. Due to increased workloads and reduced consultation time in public hospital
settings, health professionals may not be able to provide adequate verbal information to
knowledge regarding safe use of OTC medication. Those with higher socioeconomic groups
will usually make use of the internet to find further information if the information is not

provided or inadequate.

1.2.5. Repackaging of Medication

At certain private pharmacies in Cape Town, South Africa, the pharmacists reported that
some OTC medications are distributed in packaging which has been re-packaged to reduce
costs, with minimal information available (19) (see Figure 1). Policy also states that all
generic medication needs to be repackaged on site where medication is administered (i.e.
pharmacies) (3). The repackaging of medication is also described as a service that South
African Pharmacists and Pharmacy assistants are able to perform, highlighting the fact that

repackaging of medication is common procedure in South Africa (20). However, when
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medication is repackaged, the information that is usually given is lacking, with just the
dosage requirements, the time of day the medication should be taken, quantity of tablets
provided and the name of the medication. Figure 1 shows a packet of medication given to
the researcher at a private pharmacy in Cape Town after requesting generic paracetamol.
No other information was provided with this packaging, and when it was queried whether
other consumers ask for additional information, the employee distributing the medication
responded, “It’s just paracetamol, if people want something stronger they can request it”,
which seemed to imply that there was no need for further information due to the common

use and perceived low risk of the product.

Figure 1

Repackaged paracetamol

The packet reads ‘2 tablets, 3 times a day’/’2 tablette, 2 maal per dag’ (Afrikaans)

13



1.2.6. South African Pharmaceutical Providers

South Africans are able to obtain OTC medication from a variety of providers. The most
common pharmaceutical providers include government public clinics and private chemists,
however many individuals also purchase OTC medication, off the shelf, from commercial
supermarkets such as Pick ‘n Pay or Clicks stores. Other providers include ‘Spaza’ shops
which are informal traders found in predominantly township areas, as well as small corner
shops located in most areas of the country. The amount and level of information provided
when purchasing OTC medication from these providers varies from provider to provider,
with some providers (such as commercial stores) consistently providing medication inserts
alongside the medication and other providers (such as a private chemist) providing

medication in the packet seen in Figure 1.

1.3. Literacy Issues

The United Nations Educational, Scientific, and Cultural Organization (UNESCO) Institute for
Statistics, which defines the adult literacy rate as ‘the percentage of people ages 15 and
above who can, with understanding, read and write a short, simple statement on their
everyday life,” states that in 2007, the South African adult literacy rate (males and females
above the age of 15) was 88.72% (21). As South Africa has eleven official languages, a large
majority of South Africans speak home languages other than English and for those who do
attend schools, are often not taught in English (21). The 2001 census by Statistics South
Africa reported that only 8.2% of South Africans were first language English speakers. The
Pan South African Language Board (PanSALB) reported that in 2002, only 22% of South
Africans were found to fully understand political, policy and administrative related speeches

and statements made in English (22). As many official documents and forms of medical
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information are produced in English and on most occasions Afrikaans as well, this presumes
that those who are literate are not able to access many forms of information which are

needed to make informed decisions about their health.

In developed countries, it is generally found that information provided with medication
usually includes information at a higher level than the reading ability of the patient (10). It is
important to acknowledge that individuals who have access to medication don’t necessarily
understand it. Therefore, it needs to be highlighted that providing access to information is
not sufficient for informing the population about safe medication use, the information
needs to be conveyed in a way that is effective and appropriate for the context. Low-
literacy is associated with poor understanding of one’s disease, poorer clinical outcomes as
well as poor understanding of medication labels and instructions (23). When patients have
an understanding of the benefits and potential risks of their medication, as well as an
understanding of how to administer the medication, they are empowered to make
appropriate decisions about using the medication safely. Patients should receive counselling
and education in how to administer the medication, as well as the risks and benefits of the
medication from their doctor and/ or pharmacists (24). Studies in the UK have found that in
general, patients retain 20% of what they hear but this may increase up to 50% when
accompanied by written information (25). Another study found that patients, who do
receive education regarding their medication from pharmacists or physicians, struggle to
remember this information and will rely on labels and other written information for further
guidance (24). This, together with language and cultural barriers may result in a similar
situation occurring in the South African context. However, many OTC medication inserts and

written information contain a high volume of text filled information, which can be confusing
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for those who have poor literacy skills. This has important implications as to what

information should be included with medications in a South African context (23).

A study in Pretoria, South Africa, which looked specifically at the knowledge around aspirin
use and use of medication inserts in the general public, found that most people have poor
understanding or poor application of their knowledge with regards to indication, side effects
and symptoms of overdose (8). A study conducted in the United Kingdom found that people
often only read medication inserts or PIL’'s when they had experienced a side effect, the
medicine was for a child or the medicine was not known to them. Many found the writing
too small and struggled with dosages, especially concerning a child (26). Given the history of
inequality in South African education and access to information, there is still a large
discrepancy between the educated and uneducated, as a result of past injustices. Many
South Africans are unable to converse in English or Afrikaans and many of those who are
able to converse, struggle to read basic information. This means that a large proportion of
the population are not able to access information as a result of illiteracy, which further

exacerbates their poor health outcomes.

1.4. Misuse of OTC medication

The frequent and often everyday use of OTC medication for various indications has been
common practice amongst adults. Almost half (42%) of adults in the United States take at
least one form of OTC medication regularly (27). The ease, at which these medications are
accessed, as well as the potential lack of any guidance from health professionals regarding
the correct dosage and precautions, results in the public having to rely on their own level of

health literacy to access the information provided with the medication. A South African
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study which was carried out in 23 Cape Town specialist substance abuse treatment centres
found that the second most frequently reported medicines which are abused or overused
are OTC analgesics. OTC medicines as a primary and secondary substance of abuse
accounted for 2.6% and 5.2% of all patients admitted, respectively (28). As this study was
completed in substance abuse centres, the authors of the study suggest that the prevalence
of OTC misuse in the general population is predicted to be more extensive than the misuse

reported in the study.

There are significant risks associated with paracetamol overdose. Other than the known link
between paracetamol toxicity and liver failure, recent studies in the UK have found a link
between excessive use of common OTC painkillers (including paracetamol) and headaches
(29). Despite these associated risks, paracetamol is known to be the most commonly used
OTC medication in the United States, with approximately 19% of adults having admitted to
using it on a weekly basis (27). Paracetamol overdose has resulted in more than 30 0000
annual hospitalisations, and it has been suggested that the cause of overdose is due to
reduced or limited understanding of medication labelling, as well as a lack of appropriate
understanding of daily dosages (30). A Cape Town study carried out in specialist substance
abuse treatment centres found that the most commonly used OTC medications were
codeine based, which are easily available in paracetamol and codeine mixtures, commonly
sold and dispensed at shops and dispensaries. Analgesics were the second most common
OTC substances to be abused (28). However, in a study carried out by the poison centre in
Tygerberg Hospital in Cape Town, South Africa, it was found that paracetamol (both
intentional and unintentional abuse) was responsible for 14% of drugs reported to be

involved in overdoses, followed by Benzodiazepines at 10.9% (31). A study conducted in a
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poison centre in Durban, South Africa found similar findings, in that 11% of queries were
related to paracetamol over dosage (32). The authors largely attribute these high figures of
paracetamol overdosing to the lay public being unaware of the potential toxicity of the drug
when taken in overdose, which is further exacerbated by the open display of drugs in shops

contributing to the perception that these OTC medications are safe (31).

Due to overdosing and dependence on OTC medication becoming a common phenomenon,
certain countries such as the United Kingdom and the United States have attempted to
control the consumption of OTC medications by implementing limits on the daily
consumption of certain products (33). Similar guidelines are followed in the USA and
Canada. However, studies have found it difficult to determine whether this limitation has
had any significant effect on the overuse of paracetamol amongst the population (34).
Codeine by itself is a prescribed medication in the UK; however Codeine and paracetamol
mixtures are sold as OTC medications in South Africa. Locally, there is no restriction on the
number of tablets that can be sold at one time. Quantities of paracetamol tablets can range
from 10 to 100 tablets, depending on the choice of the consumer. However, regulation does
state that the maximum dose of paracetamol in each tablet is 500mg (35). Paracetamol is
often distributed by public and private pharmacies in its generic form, often with little or no
accompanying information (as seen above in Figure 1). As many forms of medication
information have high volumes of text heavy information, which has been found to be
confusing and difficult to follow for individuals with low-literacy skills, it is not clear in the
literature if less intricate information accompanying medication will assist with the
administering of medication to those with low-literacy skills (23). However, other than the

considerable amount of information missing, what is concerning is that there are no contact
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details available to contact the provider of the medication if the consumer requires more
information regarding the information written or regarding the information not included on
these packages shown in Figure 1, such as contact details for the poison centre in the case
of emergency. Consumers are not provided with any information to make informed choices
about the ingredients, how much is administered, when it should be administered and when
it should not be administered as well as potential side effects. This is a significant
infringement on the consumers’ right to access to information and ability to make informed

decisions through accessing the correct and acceptable information.

1.5. Over-the counter medication use in vulnerable groups

1.5.1. Foetuses

There is a significant focus on certain vulnerable groups and their susceptibility for overuse
of OTC medications in the literature. Paracetamol is one of the most commonly used OTC
medications during pregnancy worldwide (36). Although studies relating to overdose in
pregnancy are still largely limited to small prospective and case studies, it has been found
that paracetamol is the most common overdose drug, usually as a result of intentional
overdose, although unintentional paracetamol overdose has also been documented (37). It
has been found that paracetemol can cross the placenta, resulting in its metabolism by
foetal hepatocytes. This can result in liver necrosis if the appropriate treatment is delayed or
not given (36). There is evidence to suggest that the maternal use of paracetamol during
pregnancy may be a risk factor for children in the development of asthma, and this
increased use may have contributed to the increased prevalence of asthma, worldwide,
over the last half century (38). Associations have been observed between the use of

paracetamol in pregnancy and the risk of wheezing in children in infancy and early
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childhood (38). These studies relating to the association between paracetamol and liver
necrosis and childhood asthma highlight the potential risks for the unborn child when
mothers use paracetamol in pregnancy. Therefore it is important to understand whether
pregnant women are aware of the risks of paracetamol use for their unborn child, to
provide recommendations on how to potentially raise awareness and reduce use during

pregnancy.

1.5.2. Children

The safety and efficacy of paracetamol has been well documented, especially compared to
Aspirin. In the United Kingdom, use of Aspirin is not encouraged in children below the age of
16, after associations have been found between childhood use of Aspirin and Reye’s
syndrome (39). In South Africa, health professionals advise administering paracetamol to
babies over the age of three months, with the recommended dose of 10 to 15mg every four
to six hours (40). Paracetamol toxicity remains a concern, due to its increased consumption
in children (41). Due to the perceived low risk of cough and cold medicines, the Food and
Drug Administration (FDA) in the US recommends medical supervision when providing
medication for children below the age of two, however despite this, inappropriate
administration of OTC medication still accounts for a large proportion of Emergency Room
visits which are as a result of drug ingestion (42). Data collected from Poison centres across
the United States in 1997 found that 25% of fatal child paracetamol overdoses were as a
result of unintentional overdose, which was usually due to lack of understanding of correct
dosing on the part of the caregiver (41). The UK’s Medicines and Healthcare Regulatory
Agency (MHRA) also administered guidelines recommending that OTC cough and cold

medications, which can include paracetamol and/ or Ibuprofen, not be given to children
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below the age of six, however it was found that 87% of parents still administered OTC
medication to their children and 70% of the sample misunderstood the purpose of giving
OTC medication to children (43). In the US, it has been found that unintentional overdoses
of medication in children are especially common with parents of a lower socioeconomic
status and limited English proficiency (23). It is important to determine whether this is the
case in other contexts such as South Africa with lower socioeconomic groups who also have

limited English proficiency.

The Tygerberg Poison Centre in Cape Town, South Africa, reported that varying levels of
overdosing of OTC medication were common in children below the age of six, and this
overdosing was usually unintentional (44). This is further highlighted in a study conducted at
a children’s hospital in Cape Town, which found that 60% of children admitted as
outpatients for ingesting poisonous substances were as a result of drug ingestion, with 9%
of those admittances due to the ingestion of analgesics (45). With regards to the amount of
calls received at the same poison centre, almost half of the calls were regarding the
ingestion of drugs. The large amount of queries involving children as opposed to adults may
have been as a result of the association with the hospital being a children’s hospital,
however, it also demonstrates that unintentional poisoning is most common in children
(45). A recent follow up study was conducted at the same Cape Town children’s hospital,
documenting poisoning statistics between 2003 and 2008. This study found that poisoning
as a result of drug ingestion had decreased from the study conducted in 1987, however drug
ingestion was still the most common toxin (34% of poisonings). This decrease in reported
poisonings was thought to be as a result of the decentralisation of health services in the

Western Cape, resulting in more poisonings being seen at Primary facilities. However, of the

21



drug ingestions reported, 8% were as a result of ingesting cold medicines and
antihistamines, which are common OTC medications (46). An important finding from this
study was the difference in the amount of child poisonings between different
socioeconomic groups, with those in lower socioeconomic groups reporting more
poisonings. This highlights the concern that unintentional poisoning from OTC medication is
still occurring and varies between socioeconomic groups (46). These poison statistics from
Cape Town hospitals and evidence from global and local studies highlight the detrimental
overuse of OTC medication in children and therefore contribute to the main justification for

choosing caregivers as the population group in this study.

1.6. Gaps in literature

The major body of literature focusing on OTC medication use and vulnerable groups focuses
largely on the consumption habits and effects of overdose on unborn foetuses and children.
However, there is limited research investigating the reasons as to why these unintentional
overdoses occur and how these overdoses can be prevented. This means that further
research needs to be done which focuses on potential reasons for overdose, such as limited
access to appropriate information and limited health literacy needed to understand and
apply the information provided, in order to reduce the risks when administering or taking

medication.

There is a great body of knowledge being produced from developed countries regarding
labelling of medication, health literacy and risk of overdose with OTC medications. However,
these count