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ABSTRACT

Background: The dissertation will compare prescription and OTC drug sales regulation
in India and Ireland. India's drugs regulatory system is evolving over time to meet the
country's expanding healthcare requirements. On the other hand, the Irish healthcare
system is heavily regulated, and its medication regulatory framework prioritises patient
safety and quality of service. This research compares medication sales regulation

regimes in India and Ireland to identify strengths and weaknesses.

Method: The effectiveness of the drug sales regulations in both countries was analysed
by secondary and primary research. The regulations and guidelines pertaining to the
distribution of prescription and non- prescription medicines available in the official
website of Indian regulatory authority (CDSCO) and Irish regulatory authority (HPRA)
were the foundation for the literature review. Form the detailed literature review it was
identified that India lacks a specific regulation for over-the-counter drug sales. It was
also observed that there is no separate drug sales list existing in India. Ireland had a very
detailed OTC and prescription drug sales regulation with regularly updated drug sales
list. The primary research strategy was quantitative and qualitative surveys focusing on

the Pharmacist working in India and Ireland.

Results: The comparative efficacy of the regulatory framework governing the sale of
prescription drugs in Ireland and India suggests that the former is more efficacious.
According to the findings, it can be inferred that Ireland's approach to drug sales
regulation implementation is more efficacious than that of India due to the utilisation of
a combination of various strategies. As per a respondent from India, there are doubts
regarding the efficacy of the implementation strategy. According to the data, it can be
inferred that the standard of regulatory inspections in India is comparatively lower than
that of Ireland. The study's results suggest that the regulatory framework in India
requires consistent updating, while in Ireland, it is updated on a regular basis. It has
been observed that the regulatory bodies in India may be insufficiently enforcing
regulations, which could potentially lead to drug abuse and noncompliance with
regulatory standards. Overall, the regulatory measures implemented in Ireland have
been deemed to be more  effective  than  those in India

Xi



CHAPTER 1

INTRODUCTION

1.1Aim and Purpose of the Study

The dissertation will undertake a comparative analysis of the efficacy of drug sales
regulation for prescription and over-the-counter (OTC) medications in India and
Ireland. The regulation of drug sales is a crucial component of the global healthcare
industry, and it varies from nation to nation. India and Ireland are two countries whose
healthcare systems have enacted drug sales regulation to ensure patient safety. This
paper seeks to explore the implementation of drug sales regulation in India and Ireland,
comparing the two countries' approaches and assessing their efficacy in promoting

public health outcomes.

India has a large population and a flourishing pharmaceutical industry, and its drug
regulatory system is evolving over time to meet the country's expanding healthcare
requirements. On the other hand, the healthcare system in Ireland is highly regulated,
and its drug regulatory framework prioritises patient safety and the quality of care

provided.

The research will investigate the regulatory policies and laws governing the sale of
drugs in these two nations, as well as the challenges and obstacles encountered during
their implementation. The study will assess the effect of drug sales regulation on public
health outcomes, such as the quality of available drugs, the accessibility of medications,

and the efficacy of regulation in ensuring patient safety.

By comparing the regulatory systems for drug sales in India and Ireland, this study aims
to provide valuable insights into the advantages and disadvantages of each approach
while highlighting areas in need of improvement. This study can contribute to the
improvement of public health outcomes by informing policy decisions and guiding

future efforts to strengthen drug sales regulation in both countries.



1.2 Regulatory Authorities in India and Ireland

The “Central Drugs standard control organisation” (CDSCO) is the regulatory agency in
India and is under Directorate General of Health Services, “Ministry of Health &
Family Welfare”, Government of India is the “National Regulatory Authority” (NRA) of
India. The “Drugs and Cosmetics Act, 1940 and Drugs and Cosmetics rule 1945~
regulate the import, manufacture, distribution and sale of drugs and cosmetics in India.
India also enacted "The Narcotic Drugs and Psychotropic Substances Act, 1985” (the
NDPS Act) to consolidate and amend the law relating to narcotic drugs, to establish
strict requirements for control and oversight of operation relating to narcotic drugs and
psychotropic substances. All matters relating to medicines and cosmetics in India are
governed by the “Drugs Technical Advisory Board”, “the Central and State Pharmacy
Council the Central Drugs Laboratory”, and “the Drugs Consultative Committee”,
together ~ with  “MoHFW (Ministry  of health and family  welfare)”
and “Consumer Affairs ministry”. The “Narcotic Drugs and Psychotropic Substances
Act”, 1985 (the NDPS Act) was enacted as a law relating to narcotic drugs, to establish
strict requirements for control and oversight of operation relating to narcotic drugs and

psychotropic substances.

The “Health Products Regulatory Authority” (HPRA) is responsible for overseeing
Ireland's human medicines, veterinary medicines, medical devices and all other aspects
of medicinal products which is a “Member State (MS) / National Competent Authorities
(NCA)” of “European Medicines Agency” (EMA). A network comprising the heads of
the NCA, whose organisations are responsible for the regulation of medicinal goods for
human use in the European Economic Area, this network is known as “Heads of
Medicines Agencies” (HMA). A Management Group is in charge of coordinating and
supervising the HMA's activities. Additionally, the HMA is supported by a number of
Working Groups charged with concentrating on particular areas of responsibility and by
a Permanent Secretariat. The HMA's partnership with the EMA and the European
Commission in running the European pharmaceuticals regulatory network is an
innovative concept promoting collaboration and shared effort on both mandatory and
elective regulatory tasks (Heads of Medicines Agencies, n.d.). They have postulated
“Medicinal Products (Prescription and Control of Supply) Regulation 2003” in the year
2003 to control the sales of medicinal product in European Economic Area. This

regulation is in the light of “Irish Medicines Board Act, 1995”. Amendments were made



to this regulation over the year and collectively known as “the Medicinal Products
(Prescription and Control of Supply) Regulations 2003 to 2022”. Controlled drugs
manufacturing and distribution at all stages of the process, its import and export are
regulated by “Misuse of Drugs Regulations, 1988”. The regulation is on the basis of
“Misuse of Drugs Act, 1977”.

1.3 Prescription and Non-prescription Drug Classification System

As a regulatory strategy to ensure the safety of patients, the drug classification system,
which categorizes drugs as either prescription or over-the-counter medications, has been
utilized. (Leelavanich et al., 2020).The drug classification system varies across each
country. In India, medicinal products scheduled to prescription medicines and medicines
that can be administered only in the presence of registered medical practitioner. The
products do not fall in this list can be sold over the counter without a valid prescription.
In Ireland drug products are categorized to medicinal products subject to prescription
and not subject to prescription which is also called over the counter medications, when
granting a marketing authorization “(Guide to Reclassification (Switching) of Legal
Supply Status for Human Medicinal Products, 2022)”. A medicine falls into one of two
categories when it comes to prescription medicine either it is non-renewable or
renewable the pharmacist will only dispense the medication once unless the prescribing
doctor specifies otherwise if its non-renewable. Renewable prescriptions can be filled
by the pharmacist for up to six months at a time, unless the attending physician specifies
otherwise. (Directive 2001/83/EC, n.d.) Regulation 12 of S.I. No. 540 of 2007
postulated by “European Medicines Agency (EMA)” divides non-prescription
medications into two groups: Items that can only be obtained through a pharmacy have
a "pharmacy only" designation. Products for general distribution that can be marketed
without the involvement of a pharmacist with reasonable assurance of patient safety
after a thorough evaluation of the product's nature and intended usage. Products that
would typically go under prescription controls could be declassified for over-the-
counter distribution under specific circumstances. It is possible to apply for a drug's
general sale status if the benefit/risk analysis of wider distribution reveals that the drug
is safe and effective for use “(Regulation of Retail Pharmacy Businesses Regulations
put forward by Health products regulatory authority in the year 2008)”. In USA the
drugs are classified as prescription medicine and over the counter medicines where us in

Japan it is pharmacy drugs, Guidance mandatory drugs, Type 1 non-prescription drugs,



Type 2 non-prescription drugs and Type 3 non- prescription drugs. Canada has different
schedules of medicines. In which schedule 1 is prescription medicine and schedule 2,

schedule 3, and un schedule belongs to over-the-counter drugs.

Table 1 Drug categorization system for supply of a medicine in India, Ireland, USA,

Canada and Japan

Country | Prescription drugs OTC drugs
INDIA Prescriptio | Drugs Drugs not listed in this schedule and Schedule K
n drugs administere
d only in
the

presence of
a

practitioner

IRELAN | Non- Renewable | Pharmacy drugs General sale drug
D Renewabl
e

USA Prescription Drug Over the counter drugs

CANAD | Schedule 1 Schedule | Schedule | Unscheduled

A 2 3

JAPAN Pharmacy drugs Guidance | Type 1| Type 2 | Type 3
mandator | non- non- non-
y drugs prescriptio | prescriptio | prescriptio

n drugs n drugs n drugs

Source: Author

1.3.1 Scheduling of Drugs in India and Ireland

The drug and cosmetic regulations are divided into schedules and named alphabetically,
beginning with Schedule A and proceeding through Schedule Y. The scheduling in
Drugs and cosmetic act is given in the Table 2. Medicinal Products (Prescription and
Control of Supply) Regulation 2003 has 6 schedules all together. Some of the schedules




are divided in to different parts. The detailed scheduling of drugs in Ireland is given in

Table 3.

Table 2 Scheduling of drugs in Drugs and Cosmetic Act

Schedules Context of the schedule

Schedule A Types of applications and licences

Schedule B The Fees for tests or analyses by the
Central/State Drugs Laboratories

Schedule C Biological and Special Products

Schedule C (1) Other Special Products

Schedule D Information and commitment that must be
provided by the manufacturer

Schedule E1 List of Toxic Substances in Ayurvedic
(including Siddha) and Unani Medical
Systems

Schedule F Part XI1 B requirements for the operation and
maintenance of a blood bank and/or the
preparation of blood components

Part X11-D requirements for stem cells derived from

umbilical cord blood

Schedule F1 Part 1 Vaccines

Part 2 Antisera

Schedule F2 specifications for surgical dressings

Schedule F3 specifications for umbilical tapes

Schedule FF Ophthalmic Preparations Standards

Schedule G Hormonal drugs

Schedule H Prescription drugs

Schedule H1 Prescription drugs (antibiotics and habit-
forming drugs)

Schedule J lists the diseases and conditions for which
a drug may not claim to prevent or treat

Schedule K types of drugs exempt from the provisions




of the Drug and Cosmetic Act (drugs that
are considered as possible OTC

medications)

Schedule L1

Good laboratory practises

Schedule M, M1, M2

good manufacturing  practices and
requirements for pharmaceutical product,
homoeopathic drugs, cosmetics

manufacturing facilities respectively

Schedule M3 quality management system for medical
devices

Schedule N minimum equipment required for the
efficient operation of a pharmacy

Schedule O requirements for disinfectant fluids

Schedule P shelf-life of substances

Schedule P1 pack sizes of controlled substances

Schedule Q list of colouring agents and pigments

Schedule R standards for mechanical contraceptives

Schedule R1 Standards for medical devices

Schedule S Cosmetics Standards

Schedule T Good  manufacturing  practises  for

ayurvedic, siddha, and unani medicines

Schedule U and U1l

information  contained in drug and

cosmetics manufacturing records

Schedule V patent or proprietary drugs
Schedule X list of addictive and narcotic substances
Schedule Y requirements and guidelines for import/

manufacture/conduct clinical trial of new

drugs

Source: Authors own consolidation based on the information from (Drugs and

Cosmetics Act, 1940)




Table 3 Scheduling of drugs in Medicinal Products (Prescription and Control of Supply)
Regulation 2003

Schedules Context
Schedule 1 Part A medicinal products that can be only be given
(Prescription once if the number of occasion or the interval
Drugs)

Part B Medicines that can be dispensed more than once

within 6 months

Part C The pharmaceuticals that can only be distributed
within a healthcare facility

Schedule 2 part A Substances that, when present in certain over-
(OTC drugs) the-counter medicinal products, are restricted to
distribution only within the manufacturer's
original packaging, which must display the

appropriate legal classification for distribution

Part B substances that, when included in some over-
the-counter medicines, may be sold outside of
pharmacies

Part C Pharmaceutical substance those found in
homoeopathic medications that can be sold
over-the-counter and in stores other than
Pharmacies

Part D compilation of herbal substances that, when
included in extemporaneously prepared
medicinal products, have the legal right to be
sold without the need for a prescription in

certain restricted circumstances

Schedule 3 Part A products for external use
Part B products used as an oral contraceptive in two
parts
Schedule 4 Products prohibited from being included in any




medicinal product distributed under Regulation

8
Schedule 5 Important Safety Information for Medications
Schedule 6 tests, examinations, or analysis’s result

certificates

Source: Authors own consolidation based on the information from (Medicinal Products
(Prescription and Control of Supply) Regulations, 2003)

1.4 Key Objectives
1) To identify and compare the existing regulatory requirements for prescription
and OTC drugs sales in India and in Ireland
2) To review and compare the effectiveness and implementation strategy of
regulation in India and Ireland
3) To identify any gaps in prescription and OTC drug sales regulation in India

4) To identify any gaps in prescription and OTC drug sales regulation in Ireland

1.5 Overview of the study

This dissertation will examine how successfully India and Ireland regulate drugs sales.
The purpose of this research is to compare and contrast the drug sales policies in India
and Ireland and to evaluate their impact on public health outcomes. We may learn more
about the pros and limitations of each system, as well as how regulation affects
consumers' access to OTC and prescription pharmaceuticals, by comparing the systems
in place in these two countries. Both the usage and abuse of drugs available without a
prescription have increased dramatically recently. On top of this prescription medicines
are available without the foot of prescription in many third world countries. (Shet et al.,
2015a) When times are tough, people are more inclined to turn to medications available
over-the-counter. The purpose of this study is to compare and contrast the drug sales
regulation and practice of selling drugs in the countries of Ireland and India. For the
purposes of this study, positivism will be the guiding philosophical framework. For this
study, the researcher utilises a mix of qualitative and quantitative strategies. The mixing
method will be a triangulation design. Participants' responses will be gathered via a

quantitative questionnaire survey composed of unbiased closed-ended questions. Open-



ended qualitative questions will also be included in the survey to verify or supplement
the quantitative findings. Quantitative data analysis makes use of mathematical,
statistical, and computational techniques. Quantitative and qualitative information will
be separated out using content analysis. Words, concepts, and themes are used to

organise the data and reveal hidden patterns.



CHAPTER 2

LITERATURE REVIEW

There is mounting evidence from epidemiological surveys to suggest that the
recreational use and abuse of prescription opioids are on the rise across the world
(Zacny et al., 2003).Recent years have also seen an alarming increase in both the intake
of and abuse of drugs available without a prescription. Due to the increasing availability
of over-the-counter (OTC) medications, many people today make treatment decisions
without first consulting a doctor, instead relying on self-education or the counsel of
those they trust (such as friends, family, online communities, search engines, etc.). The
media also plays a significant role, as it is the site of numerous OTC medicine
advertisements. Medications that were once solely available with a doctor's prescription
are now often found in retail settings such as pharmacies and supermarkets. As a matter
of fact, the usage and abuse of OTC drugs have increased dramatically. Concerns about
the misuse and abuse of pharmaceuticals, especially opioid prescription drugs, have
been prevalent in the United States and around the world for quite some time. India and
Ireland have drug sales regulation in place for controlling the distribution of
pharmaceutical products. The abuse of prescription medicine and OTC drugs are still a
growing concern in India and Ireland. Along with drug abuse, availability of
prescription antibiotic over the counter and its inappropriate use are also among issues
faced by the government officials.(Shet et al., 2015b) (Alhomoud et al., 2017). Both
domestic and international regulatory bodies exist to safeguard the public's health in
both countries. They enforce regulations to guarantee that all citizens have easy access
to high-quality pharmaceuticals. The current regulation establishes a framework for
limiting and tracking the abuse of medicinal prescriptions and over the counter drugs.
The goal is to regulate controlled substances, prescription drugs and over the counter
throughout their entire product cycles. The government, the technology, and the
economy of a country all play a role in the efficacy of the regulatory strategy to
monitor, control, and prevent drug misuse. Therefore, countries all over the world can
benefit from a look at the challenges and new lessons presented by the regulatory

systems in other nations.
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2.1 Existing Regulatory Requirements for Prescription and OTC Drugs

Sales in India and in Ireland

2.1.1 Prescription Drugs Sales Regulation in India

Form 19 A must be used if you want to get a licence to buy, possess, display, or offer to
sell or distribute controlled substances that aren't on Schedule X; “Form 21, Form 21A,
or Form 21B” must be used for Schedule C and C (1) substances; and “Form 20F or
Form 20G” must be used for Schedule X substances (Drugs and Cosmetics Act, 1940)

2.1.1.1 Retaining of Records

Only a licenced pharmacist or someone under the direct supervision of a licenced
pharmacist may fill a doctor's prescription for a controlled substance. At the time of
supply, the serial number of the entry in a prescription register specially retained for this
purpose must be entered on the prescription for any drug other than those mentioned in
Schedule X supplied on a doctor's prescription. The following information must be
recorded in the register: the serial number of the entry, the date of supply, the name and
address of the doctor who prescribed the medication, the name and address of the
individual receiving the medication, the name of the drug or preparation, the quantity,
or, in the case of a medicine prepared by the licensee, the ingredients and quantities
thereof; and, in the case of a drug specified in Schedule C, H and H1 the foregoing
information can be recorded in a cash or credit memo book that is kept exclusively for

this function and is assigned a unique serial number.(Drugs and Cosmetics Act, 1940)

In addition, if the doctor's order is appropriately stamped at the time of supply with the
name of the seller and the date of the supply, it is not essential to record the
aforementioned information in the register with regard to of any drugs supplied other
than those specified in Schedule C or Schedule H and Schedule H1.(Drugs and
Cosmetics Act, 1940)

When a licensee buys a drug with the intent to resell it, he or she must keep detailed
records of the transaction. The licensee is responsible for keeping all cash and credit
memo purchase of their orders in chronological order and assigning each one a unique

serial number.(Code of Pharmaceutical Ethics, 2019,Drugs and Cosmetics Act, 1940)
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2.1.1.2 Mandates for a Prescription to be Valid in India

No Schedule H and H1 or Schedule X substance may be sold at retail without a valid
prescription from a Registered Medical Practitioner. Schedule X prescriptions must be
written in duplicate, and the licensee must keep one copy for a minimum of two years.
The medications included in Schedules H, H1, and X in D& C Act must bear a label
declaring that they may only be sold with a valid prescription from a licenced physician.
Schedule G medications, which are largely antihistamines, must have the warning
"Caution: it is unsafe to take this preparation except under medical supervision™ printed

on the packaging”.(Drugs and Cosmetics Act, 1940)

A valid prescription must include the full name along with the address of the patient
being treated, the name and quantity of the medication being prescribed, and a date and
signature from the prescribing physician. The following conditions must be met by
anyone filling a prescription for a controlled substance listed in “Schedules H, H1, or
X”. At the time of dispensing, the full name and address of the supplier and the date
must be written above the prescriber's signature, and the prescription may only be filled
once until the prescriber indicates on the prescription that it may be filled more than
once. If the prescription specifies that it may be filled multiple times or at specific
intervals, the prescription must be filled in accordance with the prescriber's instructions.
If a prescription is filled for a controlled substance listed in Schedule H, H1, or X, the
pharmacist is not allowed to dispense any other preparation, if it contains the same
substance. Any Schedule X substances kept in a retail shop must be locked away in a
cabinet or drawer set aside specifically for their storage, or in a section of the premises
that is separated from the rest of the premises and to which only authorized persons

have access.(Drugs and Cosmetics Act, 1940)

2.1.2 OTC Drugs Sales Regulation in India

Non-prescription (OTC) medicines in India are defined as those that are not included on
any of the three lists of prescription drugs (“Schedule H, Schedule H1, and Schedule
X”). Only pharmacies with the proper licencing are allowed to stock these medications
for sale to patients. These medications can be provided in response to a valid

prescription from a doctor who is licenced to practise medicine in the state where the

12



pharmacy is located, upon the recommendation of the pharmacy's registered pharmacist,
or in response to a request from a customer purchasing medicine over the counter. The
pharmacist is not required to provide a patient any medication that he or she believes
should not be given. While dispensing these medications, the pharmacist should ideally
guide and assist the patient in selecting the appropriate medication and dose, as well as
advise them on proper use, precautions, contraindications, adverse effects (including
which to ignore and which to report), when to seek further medical attention, etc. Each
drug in this class shall have its own maximum quantity prescribed and/or dispensed/sold
to a single patient set forth in the D & C Rules. Only a retail pharmacy, and not a
wholesale one, may sell directly to the patient. This transaction must take place in the
presence of a licenced pharmacist. The pharmacist has the authority to make this choice
in the absence of the Registered medical practitioner (RMP). Therefore, the pharmacist
has discretion to prescribe these medications "again" on the same prescription (The

Indian pharmaceutical association).

2.1.3 Prescription Drugs Sales Regulation in Ireland

Except in the case of a product containing a substance specified in Part 2 of the Second
Schedule, a person is forbidden to provide a medication which may be offered without a
doctor's prescription unless he is an authorized individual in compliance with the
Pharmacy Acts, 1875 to 1977 and the supply is carried out by or under the private
oversight of an authorised person. (Medicinal Products (Prescription and Control of

Supply) Regulations, 2003)

2.1.3.1 Mandates for a Prescription to be Valid in Ireland

In order to be valid, a prescription must meet the following criteria: it must be written in
ink, signed and dated by the person issuing it (with the exception of health
prescriptions), indicate the name of the individual issuing it and state whether or not
they are a licensed physician or registered dentist, and include the name, address, and
age (if under 12) of the person receiving the prescription. (Medicinal Products

(Prescription and Control of Supply) Regulations, 2003)

2.1.3.2 Requirements for Filling of Certain Prescription
When a prescription calls for a drug listed in Part A or Part B of the First Schedule to

be dispensed multiple times, but does not specify how often those doses should be
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administered, the dispenser may choose whatever intervals they deem appropriate,
taking the prescribed dosage into account. If a prescription for a drug included in Part A
of the First Schedule does not specify the number of times it may be filled or the
frequency with which it should be filled, the drug may be distributed only once. When a
prescription for a drug listed in Part B of the First Schedule does not specify how often
or the duration between refills, the dispensing pharmacist may fill the prescription as
many times within the six-month period beginning on the prescription's date as the
pharmacist determines is reasonable in light of the patient's weight and the drug's
prescribed dosage. A prescription may be filled no more than three times, regardless of
the number of times the intervals between fills are specified, for a medicinal product
that is listed in Part A of the First Schedule. If a prescription calls for a medicine that is
or contains an ingredient mentioned in Part B of the First Schedule but not an ingredient
listed in Part A of the said Schedule, it can be filled at the prescribed intervals within a
six-month time frame.(Medicinal Products (Prescription and Control of Supply)
Regulations, 2003)

No pharmacy other than a hospital may fill a prescription for a medicine made entirely
or partially from an ingredient listed in Part C of the First Schedule. Where a
prescription is not complying with requirements solely because one of the prerequisites
listed in the demands is not fulfilled, an authorised person may, after exercising due
diligence and care, dispense the drug to which this regulation applies, if the authorised
person has determined that it is safe to do so. (Medicinal Products (Prescription and

Control of Supply) Regulations, 2003)

2.1.3.3 Exemption on the Regulatory Requirements for Prescription Drugs

Under the following circumstances, a licenced pharmacist may dispense medication
without a prescription. First, the product is supplied in accordance with the practitioner's
instructions, due to an emergency, is unable to provide a prescription instantly provided
that the practitioner concerned has agreed to furnish a prescription within 72 hours. It is
impracticable to obtain a prescription without undue delay, treatment with the product
has previously been prescribed by a registered medical practitioner for the percipient,
and the authorised person interviewed the percipient at such shop and the pharmacist
can confirm that there is an immediate need for the product to be supplied. Except for
specific medicines that have a longer treatment course, the quantity of the product that

is delivered is limited to no more than what will treat the patient for a period of 5 days.
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Products distributed in this fashion should bear the phrase "Emergency Supply™ on the
packaging. In accordance with the Misuse of Drugs Regulations 1988, the product being
sold without a prescription does not consist of or include any banned substances listed
in Schedules 1, 2, 3, or 4. Methylphenobarbitone, Phenobarbital (Phenobarbital
Sodium), and Phenobarbital (Phenobarbital) are the active ingredients, and they are
excluded from this restriction since they are used to treat epilepsy.(Medicinal Products
(Prescription and Control of Supply) Regulations, 2003)

2.1.3.4 Retaining of Records in Ireland

Each time a pharmacist fills a prescription, they are required to record the following
information in a logbook (Register) which is kept solely for this purpose: the date of the
dispensing, the name, gquantity, pharmaceutical form, and strength of the product, the
prescriber's name and address, the complete name and address of the person receiving
the product, and the date of the prescription. The date the prescription is obtained is also
relevant to the provision of a product at the request of a registered physician without a
prescription. If the product is used to fill a repeat prescription, the date of the repeat
dispensing should be recorded, and should be added in the register where it was made
when the product was first dispensed. If the last time the product was bought at a
different store, you'll need to include the name and address of that store, as well as a
reference of to the previous entry in the register. If the product is provided without a
prescription due to an emergency, details on the nature of the emergency that
necessitated the deviation from the usual method of obtaining the product should be
included. If the authorised person is unfamiliar with the physician who previously
prescribed the medicine, he or she must also record the doctor's address.(Medicinal
Products (Prescription and Control of Supply) Regulations, 2003)

The duplicate copy of the prescription for health prescription and in case of all
other prescription, the original prescription; and the order or invoice pertaining to
it must be kept for a period of two years from the date of issuance. This requirement is
met for computerised records by retaining a printout for each day the store is open. This
printout must be dated and certified by the authorised person who manages the business
on the day to which it relates or within twenty-four hours thereafter. A person who
dispenses a medicinal product that contains mifepristone is required to maintain a

separate register for each case. In relation to the distribution of paracetamol, a separate
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rule mandating the maximum number of dosage units that may be distributed and the
requirements of labels that must be affixed to the product's exterior packaging as well as
has been proposed.(Medicinal Products (Prescription and Control of Supply)
Regulations, 2003)

2.1.4 OTC Drugs Sales Regulation in Ireland

Ireland has a specific set of regulation for the sales of prescription and non-prescription
drug. Ireland also holds a pharmacy only drugs list, general drugs list which is updated
every year. To sell their over-the-counter medicines in Ireland and the rest of the
European Economic Area (EEA), manufacturers need to first apply for marketing
authorizations (MAS), just like with prescription medicines. All pharmacy medications,
including those available for purchase in other stores, must be dispensed by a
pharmacist or under his or her direct supervision (Control of Placing on the Market
Regulations 2007). A doctor's prescription may be required to obtain any new
medication. There may be enough data collected after a few years of the medicine's use
to alter the legal supply category to supply by a pharmacist without a prescription.
Drugs that were once available only through a pharmacy might possibly potentially be
made available to the general public if the circumstances warranted it. Companies with
valid marketing authorizations may submit a request to the HPRA to alter the supply
categories. Reclassification or "switching” applications are the terms used to describe
this type of request. This requires an application to the HPRA for nationally authorised
products since the 2007 Regulations went into effect; no further amendment to the
“Medicinal Products (Prescription and Control of Supply) Regulations” is necessary.
The HPRA and its experts evaluate reclassification applications, and if granted, modify
the terms of the marketing authorization accordingly. HPRA which is a Member State
(MS) of European Medicines Agency (EMA) like all other countries in Europe has
detailed regulatory framework which put forward guidelines on the sales and supply of
OTC drug products and also has a detailed OTC drugs list which is updated
periodically. They also postulated guidance and guidelines for reclassification of
pharmaceutical products and legal supply status (Guidelines on the Sale or Supply of
Non-Prescription Medicinal Products from a Retail Pharmacy Business, 2018).There is
no switching of medicine from one sale class to other in India. Even though, there are
circumstance when a drug available over the counter without the prescription has been

classified in to a prescription drug, for instance, in 2015, the Delhi State Government
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issued a mandate that aspirin, previously categorised as a household remedy under
Schedule K, must be dispensed exclusively with a prescription within the region
(Marathe et al., 2020). In the contrary, a marketing authorisation holder can apply for
reclassification/ switching of medicinal products from prescription only status to
pharmacy only and pharmacy only status to general sales status in Ireland. The
reclassification of prescription only to pharmacy only is applicable only if the
prescription-only medicines have a well-established safety profile over a prolonged
period and the manufacturer seeking approval must provide evidence that the
pharmaceutical product in question is eligible for exemption from prescription
regulation. Besides, the product should be in the market for reasonable time and is well
known. The decision to apply for general sale status of a pharmacy-only drug might be
made after a period of time if the benefit/risk assessment of greater availability is
favourable. In this case, there has to be proof that the drug can be safely distributed
without the involvement of a pharmacist.(Guide to Reclassification (Switching) of

Legal Supply Status for Human Medicinal Products, 2022)

2.2 Effectiveness of Drug Sales Regulation in India and Ireland

2.2.1 Regulations for the Sales of Prescription Drugs

India and lIreland have regulations for the sales of prescription drugs. Most of their
regulatory requirements are comparable. Even though, there are certain areas where
Irelands regulations stands out. Both countries do not allow anyone else other than
authorised and a registered pharmacist to sell prescription medicines or the sales has to
be under the supervision of a registered pharmacist. The minimum requirements for a
prescription to valid in both countries are the same. In India, the sales of certain drugs
are limited only to once unless specified by the prescriber just like in Ireland, however
the regulations in Ireland clearly explains the number of occasions these drugs can be
filled in case of the absence of relevant information related to it Indian regulations failed
to do so. India restricts the filling of multiple prescription with same chemical
compound despite of having two legitimate prescriptions. After dispensing a
prescription, it has to be duly noted with the word “dispensed” in the prescription with
the date according to the regulation in Ireland. In India there is no such requirements
other than entering it in the register retained for this purpose. Maintaining a register for

the entry of drug sales in a pharmacy and keeping it for 2 years following the date of
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entry is an imperative duty of the pharmacist filling the prescription in both India and
Ireland. They are also supposed to provide a reference number or serial number which is
specific for each sale. There should be distinct records for different medication based on
their pharmacological classification. The information requisites to enter in the register
for each class of medications in both the countries are almost alike with minor
variations. Ireland necessitates the retaining of the original prescription from the
prescriber with an exemption only for health prescription where us in India the retaining
of prescription is not advised in any case, for controlled and habit-forming drugs the
copy of prescription is to be kept returning the original prescription back to the patient.
The prescription for controlled and habit-forming drugs should return only with a
signature of the pharmacist filling the prescription. This is not applicable for any other
class of prescription medicines allowing them to refill the prescription without doctors’
consultation in some other pharmacy. In Ireland for a prescription that can be filled
more than once, the pharmacist should enter the sales in the register for each time and if
the medicine is dispensed in some other pharmacy in the first time the reference number
and name and address of the pharmacy should be entered in the register kept for this
purpose. In India there is no such requirement or practice which results in self-
medication with antibiotics and other drugs.(Bennadi, 2013) The situation in which a
registered pharmacist can dispense a prescription medicine without a prescription is
clearly explained in Medicinal Products (Prescription and Control of Supply)
Regulations 2003. These exemptions are absent in Drugs and Cosmetics Act. The
labelling requirements for each class of medication is postulated in Drugs and
Cosmetics Act and in Medicinal Products (Prescription and Control of Supply)
Regulations 2003.

2.2.2 Regulations for the Sales of Non-prescription Drugs

Nevertheless, India and Ireland have comparable prescription drugs regulatory
requirement there are now no regulations in place for the sales of over-the-counter drugs
in India. However, Ireland among other numerous nations regard over-the-counter
medications as a distinct category of drugs and have enacted legislation governing their
usage. In India, there is no designated category for over-the-counter (OTC)
medications, and products that do not fall under the prescription medicines schedule are

typically sold as OTC medications. Certain medications in schedules G and H are
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excluded from scheduling if they are used topically or externally (with the exception of
antibacterial and steroid ophthalmic and ear/nose preparations). Diuretics and amino
salicylates (sulfasalazine, mesalamine) are two examples of crucial drug classes that
aren't covered by any drug schedule, leaving pharmacists in the dark about whether or
not they should be sold as over-the-counter (OTC) or prescription medicines.(Marathe
et al., 2020) Where us in Ireland, non-prescription medicines are two types, they are,
Pharmacy-only: available under the supervision of a pharmacist and drugs available in
general stores with reasonable safety and are sold without the supervision of a
pharmacist (Control of Placing on the Market Regulations 2007). Ireland also holds
discrete medication list of for these three categories which specifies the trade name,
manufacturer, active ingredient and dosage form making it easier for pharmacist to
make decision on the sales of any drugs. India regulations not only failed to categorise
over the counter medicine even the scheduling of prescription medicines is perplexed
and hard to understand. It must be emphasised that the term "OTC" is not recognised by
Indian law. In contrast to Ireland, where OTC refers to a legitimate classification of
medicines, in the India the term is used to describe the way drugs are used (self-
medication without a prescription or allowed to be sold by pharmacists without the

prescription of a Registered Medical Practitioner).

In India, in villages with a population of less than a five thousand, nondrug-licensed
stores are allowed to offer a small number of medicines listed as "Household Remedies"
in Schedule K of the D and C act, without the supervision of a registered pharmacist
provided that they meet certain specific criteria. All the other over the counter
pharmaceutical products which do not falls in the category of prescription schedule are
to be dispensed only in the presence of a pharmacist who has registered with the state
pharmacy council. Non-pharmacist dispensing of over-the-counter medications is not
acceptable under any circumstances apart from the household remedies in rural areas.
Nonetheless, in Ireland non-prescription medicines are available in general stores with
reasonable safety and are sold without the supervision of a pharmacist which includes
analgesics (paracetamol), nicotine patches and some herbal products.(General Sales
Product Information, 2013)

2.3 Implementation of Drug Sales Regulation
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The methodology employed by regulatory bodies to verify compliance with regulations
among stakeholders remains undetermined. Several articles suggest that drug
monitoring programmes are employed by various regulatory bodies as an
implementation tactic to mitigate drug abuse and self-medication (Griggs et al., 2015;
Dave et al., 2017; Grecu et al., 2019).The distribution of instructional materials is the
implementation approach that is employed in health care more frequently than any other
strategy. Use of variety of educational material such as the guideline in either a paper or
electronic format, small laminated cards and posters. Audit and feedback were the
professional strategy that was named the third most frequently in relation to
implementation and dissemination (Medves et al., 2010). Law enforcement tools and
drug disposal programs can also be used as an approach to implement regulations and
health care initiatives(Mazerolle et al., 2006; Phillips, 2013) Distribution of educational
materials, educational meetings, educational outreach visits, audit and feedback,
reminders, marketing and mass media, were some of the dissemination and
implementation strategies that were identified by the “Effective Practise and
Organisation of Care (EPOC) group” (Medves et al., 2009). In astudy assessed the
efficacy of various interventions employed for the implementation of healthcare
guidelines, the results indicated that dissemination of educational materials and audit
and feedback were the most frequently evaluated single interventions. All approaches
that utilised multiple methods incorporated educational outreach (Grimshaw et al.,
2004).

2.3.1 Restriction on Advertisements of Certain Drugs in India and Ireland

The regulatory authority as an implementation strategy to prevent the abuse of
prescription and OTC drug marketing of the certain drugs has been restricted. Any
drugs or magic remedies which proclaim to prevent the conception in women, cause
miscarriage, enhance or maintain sexual pleasure, correct menstrual cycle, any
medicines listed in the prescription drugs schedule, and giving false information or
misleading information are prevented from advertising and promotion to prevent
individuals from medicating themselves without consulting a doctor under the “Drugs
and Magic Remedies (Objectionable Advertisements) Act 1954 and Rules, 1955 in
India. (Drugs and Magic Remedies (Objectionable Advertisement) Act, 1954) Likewise,
“Medicinal Products (Control of Advertising) Regulations 2007 regulates the
advertisement of pharmaceutical drugs in Ireland. The products which have obtained the
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marketing authorisation and do not require a prescription for dispensing are the only
drugs allowed to advertise in Ireland. Furthermore, giving misleading information,
offering diagnosis, hiding the side effects and adverse reaction, comparison with other
medications, information leading to self-diagnosis, clamming recovery, pictorial
representation of the action of the drug on the human body, clamming the drug to be
natural, foodstuff or cosmetic and so on are restricted under this regulation. The content
of the advertisement and advertising to the health care professionals are also regulated
by Medicinal Products (Control of Advertising) Regulations 2007.(Medicinal Products
(Control of Advertising) Regulations, 2007)

2.4 Gaps in the Drug Sales Regulation in India and Ireland

Even though there are guidelines for the sales of over-the-counter drugs in India unlike
other countries India does not have an OTC drug list or clear-cut regulations for OTC
drug or switching from prescription OTC and vice versa. Regulatory gaps and lack of
adherence to rules could make it easier for people to self-medicate and misuse OTC
drugs. This factor's impact has not been studied prior to this study. The extend of
implementation of drug sales regulation and its impact on controlling the misuse of
drugs is not studied yet(Cooper, 2013). Even though none of the articles have studied
the gaps, the increase in prescription drug abuse and self-medication with OTC drugs

can be considered as a loophole in the regulatory framework.

2.4.1 Epidemiology of Prescription Drug Abuse

It is widely known that, just like OTC medications, prescription drugs are available
without a doctor's note.(Marathe et al., 2020). The utilisation of pain medications,
including OxyContin, Vicodin, and Methadone, has garnered amplified scrutiny from
both the government and media within the past few years. This is due to the escalation
of their usage in managing acute and chronic pain, which has been linked to a rise in
reported instances of drug abuse and dependency, unfavourable medical occurrences,
and pharmacy thefts.(Hurwitz and Hurwitz, 2005). According to the National Survey of
Drug Use and Health (NSDUH) data for 2002, there was a higher incidence of
utilisation and addiction or misuse of pain relievers compared to heroin. There were an
estimated 11 million individuals who engaged in the non-medical use of prescription
painkillers in the year 2004.(Slevin and Stephens, 2004) According to the NSDUH, in

2012, the number has increased over 16.7 million. Individuals engaged in prescription
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drug abuse are aged 12 and above in the United States.(McHugh et al., 2015) The
escalation of illicit drug incidents involving non-prescription drugs implies that the
misuse of prescription drugs is indicative of a broader pattern of drug abuse. The
NSDUH data reveals that the scope of illegal drug usage and the similarities in usage
patterns between the illegal use of prescription medications and other illicit drugs, as
well as alcohol and tobacco, are noteworthy. An estimated annual range of 2.3 to 2.8
million individuals are believed to initiate prescription drug abuse. Opioids have been
identified as the most frequently misused category of prescription medication and are
believed to be the primary factor driving the observed escalation in such occurrences.
The prevalence of prescription opioid abuse among adults rose from 4.9 million in 1992
to nearly 12.5 million in 2012. (National Survey on Drug Use and Health: Summary of
National Findings, 2013)Tranquillizers and stimulants are the two most frequently
misused prescription medicines in the United States, with 6 million individuals abusing
tranquillizers and 3.3 million individuals abusing stimulants in 2012, following opioids.
While the abuse of opioids that are prescription-only and stimulant medications has
received considerable attention, it is important to recognise that this problem extends to
a broader range of psychotropic medications. As an illustration, it has been discovered
that a proportion of 17% of hospitalised individuals who were examined at a treatment
facility for substance use disorder had engaged in the misuse of antipsychotic drugs,
such as quetiapine.(Malekshahi et al., 2015) While the United States is widely
recognised as having the highest incidence of prescription drug abuse globally,
noteworthy levels of prescription opioid abuse have also been documented in other
nations, including Canada, New Zealand, and India, among others. The incidence of
prescription drug misuse seems to fluctuate depending on the accessibility of
medications with potential for abuse, which encompasses the legal availability of such
medications, proximity to regions where these medications are produced, and the
accessibility of alternative substances that can be abused (Degenhardt et al., 2008). Self-
medication with prescription and non-prescription antibiotics are also a growing
concern around the world. In the context of developing nations such as India, the ready
accessibility of a diverse array of pharmaceuticals, combined with insufficient

healthcare infrastructure, contributes to a higher prevalence of self-medication practises.
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2.4.3 Effect of Regulation in Prevention of Self-medication

People's reliance on over-the-counter medicines can be affected by the regulatory
climate in a country. It is also established that self-medication can be influenced by lax
regulation of medications as a result of inadequate enforcement of policies (Alhomoud
et al., 2017). It is possible that restricting patients’ access to medications containing
codeine will result in a reduction in the patients' consumption of and abuse of drugs
containing this component. After regulations were put into place, fewer patients
reported using medicines containing codeine for euphoria or to regulate impulses. This
is compelling evidence for the function of regulation in limiting the abuse of drugs, as it
shows that fewer patients reported using codeine-containing medicines (Agyapong et
al., 2013). The practise of self-medication is significantly more widespread in
developing nations than it is in industrialised nations, which have a more developed
regulatory infrastructure. (Sansgiry et al., 2017). It is common knowledge that
government oversight plays a role in ensuring the safe and effective use of
pharmaceutical products; however, the specific causes of the variation in developed and

underdeveloped countries are not well understood.

2.5 Role of Pharmacists

A customer's first point of contact with an OTC drug retailer is usually the pharmacist
(Sansgiry et al., 2017). They need to monitor how many OTC medications a specific
population buy. About two-thirds of pharmacists have taken steps to curb the abuse of
over-the-counter drugs (Romanelli and Smith, 2009). Customers in several countries,
have access to over-the-counter drugs following a consultation with a pharmacist rather
than a prescription. (Emmerton 2009) As per the 2002 evaluation conducted by the
Drug Enforcement Administration (DEA) on the diversion of OxyContin, it was
concluded that the main means of diverted pharmaceuticals that are accessible on the
illicit market are the illegal activities carried out by physicians and
pharmacists.(Hurwitz and Hurwitz, 2005) By hiding the products in question,
questioning clients about their reasons for purchasing the products in issue, and refusing
to sell the products in question, pharmacists can prevent customers from misusing over-
the-counter (OTC) medications (Roussin et al., 2013). To prevent the abuse of OTC
drugs, pharmacists and pharmacy personnel must overcome a number of challenges. If

regular data on OTC medications is insufficient, it may be more difficult to discover
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drug-related concerns. According to research (Major and Vincze, 2010), pharmacists
lack essential information for making informed counseling decisions since they rarely
(if ever) maintain or track patient medication profiles for OTC drug use. It is also
unknown, as stated by (Hammerlein et al., 2007), how pharmacists in India and Ireland

respond when their customers seek self-medication or abuse over-the-counter

medications.

2.6Conceptual Framework

Figure 1 Conceptual Framework

Source: Researcher
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CHAPTER 3

RESEARCH METHODOLOGY AND DESIGN

3.1 Overview of the Research Methodology

Table 4 Overview of the research methodology

Methodology Details
Research Approach Embedded mixed method approach
Research Paradigm Positivism and Interpretivism with

dominance to positivism

Research Participants Pharmacist

Sampling Method Quantitative Study | Voluntary response sampling technique
and snowball sampling in India
Convenience sample and snowball

sampling in Ireland

Qualitative Study Convenience sample technique was used
to collect data from both India and Ireland

Research Strategy Systematic Review
Quantitative Survey

Qualitative Survey

Source: Author

3.2 Research Approach

The objective of this study was to examine and contrast the effectiveness of regulatory
frameworks for prescription and over-the-counter medications in Ireland and India, as
well as their respective implementation strategies and their gaps. The difference in the
regulatory frame work was determined using thorough and detailed systematic review.
The regulations put forwarded by respective regulatory authorities in India (CDSCO)
and Ireland (HPRA) were compared and contrasted. The variations and similarities in

the regulatory requirements for OTC and prescription drugs sales were identified
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beforehand and the questionnaires were formulated by taking this data in to
consideration. By doing survey research, instrumentations, and statistical treatments to
the data, the quantitative findings of this study assisted in providing an intensive answer
for the other research issue in question. The data were acquired from the sample
population through the use of a survey questionnaire. It was also determined that
qualitative data would be useful for this study since it would allow for better
understanding of diverse points of view (Shorten and Smith, 2017). Hence a mixed
method research is adopted for this study. Embedded design is used as the mixed
approach. The Embedded Design is a research methodology that utilises a combination
of qualitative and quantitative data sets, where one data set serves as a supplementary
component to the primary data type.(Tashakkori and Teddlie, 2003) The quantitative
data is the main foundation of this research. A qualitative component is embedded into
the design in order to confirm and expand the findings of a quantitative survey and to
address a different research question within this study. Qualitative data set in this study
provides a supportive secondary role. This strategy entails combining the two forms of
information into single research. The goal of this layout was to unite the benefits of

qualitative research with the shortcomings of quantitative techniques.

3.2 Research Paradigm

Positivism is the dominant philosophical approach utilised for the purpose of
conducting this research. Positivism is distinguished from other philosophical
approaches by its adoption of quantitative techniques and methods of gathering and
analysing data based on evidence and statistics which is incorporated in this study
(Junjie and Yingxin, 2022). The data obtained from the participants in the closed ended
quantitative questionnaire survey are comparable, and there is only one reality. This part
of the research adheres to the naive realist viewpoint, which asserts that the world is an
independent entity and that there is a singular objective reality underlying each
circumstance or phenomenon that is under investigation, irrespective of the viewpoints
and opinions held by the researcher (Park et al., 2020). The realities that have been
observed and described in the past are used to form make predictions about how those

realities interact with one another in the quantitative questionnaire survey.
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Utilising a qualitative structured questionnaire survey subjective and context-specific
data was yielded. The participants' responses in the survey exhibit a multiplicity of
realities as perceived by them. The study collected data on the varying perceptions of
participants, and subsequently identified recurring patterns in their responses in order to
draw a conclusion. This necessitated the consideration of interpretivism as a
philosophical approach even though predominant philosophical approach is positivism

with utilisation of deductive process. (Junjie and Yingxin, 2022)

3.3 Research Participants and Sample Size

The participants of this study were determined to be practising pharmacists from the
countries of India and Ireland respectively. When trying to gain an accurate
understanding of the effectiveness of a country’s regulatory rules, a pharmacist is an
excellent resource to consult. Because the majority of the regulations are intended for
the pharmacists to follow in the course of their daily pharmacy practise, they are in a
unique position to comment on the implementation of regulations based on the
experience they have gained. Because they are the first point of contact for patients who
need over-the-counter drugs, and because prescription drug abusers also reach out to
pharmacists (Hurwitz and Hurwitz, 2005; Emmerton, 2009; Roussin et al., 2013; Rultter,
2015), pharmacists will be aware of areas of regulation that could be improved to

prevent abuse of both prescription and over-the-counter drugs.

3.3.1 Inclusion Criteria
e Registered pharmacists working in India and Ireland
e Pharmacists with at least bachelor’s degree on pharmacy

e Pharmacists currently practicing in pharmacy which dispense both OTC and

prescription drugs.

3.3.2 Exclusion Criteria
e Pharmacy technician/ assistants working in India and Ireland
e Pharmacist who refuses to voluntarily participate in the study
e Pharmacists who are not familiar with drug sales regulations
e Pharmacists who retired from the pharmacy profession
e Pharmacists working in countries other than India and Ireland

e Registered pharmacist who are working in the pharmaceutical industry
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3.3.3 Sample size and Sampling Methods

A total of 1686324 registered pharmacists work in India (Pharmacy Council of India,
2022) and 7067 pharmacists works in Ireland(The Pharmaceutical Society of Ireland
(PSI), 2023). A sample size of 151 and 147 were determined with confidence interval of
95% and margin of error 8% using online sample size calculator. Voluntary response
sampling technique and snowball sampling is used to select samples for quantitative
survey from India whereas in Ireland convenience sample and snowball sampling is
used for gquantitative survey. For the gualitative survey convenience sample technique

was used to collect data from both India and Ireland.

3.4 Research Strategy
Table 5 Research Strategy Employed in this Study

Objective Research approach Research strategy

Comparison of regulatory Secondary Research Systematic Review
frame work in India and

Ireland

Effectiveness and Primary Research Quantitative Survey
implementation of

regulation in India and

Ireland

Gaps in the regulation in Primary Research Qualitative Survey
India

Gaps in the regulation in Primary Research Qualitative Survey
Ireland

Source: Author

3.4.1 Secondary Research Strategy

The regulations pertaining to the sales of prescription and over-the-counter drugs in
India and Ireland were identified. A comprehensive analysis of the regulations was
conducted. The regulatory framework for drug sales in India is governed by the “Drugs
and Cosmetics Act of 1940 and 1945, as well as the “Drugs and Magic Remedies
(Objectionable Advertisements) Act of 1954 and its accompanying Rules of 1955”. The

Indian pharmaceutical system lacks a specific classification for over-the-counter (OTC)
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drugs. Consequently, pharmaceutical products that are not included in the prescription
medicines schedule are commonly marketed and distributed as OTC medications.
Nevertheless, the Indian pharmaceutical association provides guidance for the sale of
non-prescription drugs. The guidance was subjected to a comparative analysis with the
Guidelines on the Sale or Supply of Non-Prescription Medicinal Products from a Retail

Pharmacy Business, 2018.

The review encompassed additional regulations related to drug sales in Ireland, namely
the “Medicinal Products (Prescription and Control of Supply) Regulations 2003, the
“Guide to Reclassification (Switching) of Legal Supply Status for Human Medicinal
Products, 2022” and “the Medicinal Products (Control of Advertising) Regulations
2007”. The oversight of medicinal products in Ireland, including human medicines,
veterinary medicines, medical devices, and related areas, falls under the purview of the
HPRA. As a “Member State (MS) / National Competent Authorities (NCA)” of the
EMA, the HPRA is responsible for ensuring compliance with relevant regulations and
guidelines. HPRA put forth all the guidelines for sales and distribution of
pharmaceutical products. The present study conducted a thorough literature review to
identify the similarities and differences among the regulations under investigation.
These findings constitute a significant portion of the study's secondary research
findings. The exclusion of drug sales regulation concerning narcotics and controlled
substances from both countries was made as it falls outside the purview of the research

question.

3.4.2 Primary Research Strategy

Data was collected from study participants through the use of a quantitative
questionnaire survey. The survey consisted of non-biased closed-ended questions. To
augment the quantitative findings, an open-ended questionnaire survey was conducted
with a select group of pharmacists who voluntarily provided additional data.
Simultaneous collection of quantitative and qualitative data was conducted through the
use of qualitative and quantitative online questionnaires. The primary instrument
employed for data acquisition in the study was closed ended questionnaire, which was

formulated and disseminated electronically to pharmacists operating within the
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geographical boundaries of India. To gather data from Ireland, the researchers
conducted in-person visits to pharmacists and encouraged them to complete an online
survey. Additionally, data was collected through various social media platforms,
including WhatsApp, email, and Instagram, similar to the methods employed in India.
The survey instrument was developed and disseminated using an electronic platform,

specifically the Google Form application.

3.5 Questionnaire Development

3.5.1 Survey Quantitative Questionnaire

Two sets of questionnaires were administered. The initial survey questionnaire
comprises three sections that aim to assess the efficacy and execution of prescription
and over-the-counter drug sales regulation. Additionally, the questionnaire includes
inquiries that aim to evaluate the pharmaceutical practices of each pharmacist. The
initial segment of the survey centers on the demographic characteristics of the
respondents. The inquiry pertains to the educational attainment and length of

professional experience of the individual in the field of pharmacy.

The subsequent segment centers on evaluating the efficacy and execution of regulatory
mandates. The inquiry commences by requesting information from the regulatory body
responsible for supervising the pharmacy practice. The subsequent inquiry pertains to
the implementation of regulations and is presented in a multiple-choice format. The
current investigation examines the efficacy of the regulatory authority in enforcing
regulations pertaining to over-the-counter (OTC) drugs and prescription drugs in the
country. Additionally, the questionnaire examines the existence of a separate list for
drug sales in the country and the regulatory authority's effectiveness in addressing
doubts related to drug sales regulations. These aspects are explored through a
questionnaire administered to relevant stakeholders. The survey presented to the cohort
also aims to identify patterns and assess the efficacy of regulatory inspections, as well
as evaluate the regulatory authorities' capacity to maintain compliance with established
standards. Moreover, the questionnaire administered in the first section aims to ascertain
the participants' perspectives on the impact of regulatory policies and guidelines on drug
abuse prevention, as well as the advantages of having a distinct drug list for optimal

pharmacy practice. Equal weightage was attributed to the assessment of the strictness of

30



the regulatory body in enforcing the regulations and the existence of a system in place

to deter illegal refilling of medications.

The primary emphasis of the second section pertained to the operational conduct of
pharmacists with regard to regulatory mandates. The questionnaire investigated the
practice of verification of validity of the prescription, providing leaflets with non-
prescription medicines, and retaining of the prescriptions were also included in the
prescription. Furthermore, questionnaire includes inquiries regarding the perspectives of

pharmacists on the retention of prescriptions.

3.5.2 Survey Qualitative Questionnaire

A structured qualitative questionnaire including six questions about the gaps and
implementation of drug sales laws are included in the interview form. The first enquires
about the grounds and necessity of an unexpected inspection by regulatory authorities.
The second question focuses on the widespread problem of prescription and over-the-
counter drug misuse and explores potential causes in the respondent's nation. The third
query solicits advice from a pharmacist on how to stop drug addiction for regulatory
bodies. The fourth queries the gaps and areas of improvements in respondent's nation's
prescription and over-the-counter medicine sales regulations. The final query concerns
regulatory authority implementation tactics and any enhancements the respondents

suggest.

3.6 Ethical Consideration

There were no known ethical concerns regarding data collecting from the above
specified population. However, all the participants were provided with consent forms
explaining the outlining the study's scope and goals, and their privacy and identity will
be protected. The information gathered was only used for this research, and it was
carefully evaluated and safely preserved to yield valuable results. When creating the
questionnaire, proper care had been taken to only include inquiries that were pertinent to
and in line with the study's goals. Without being subjected to any sort of authorial
pressure or manipulation, the respondents were free to express their opinions.
Translation of the informed consent forms was not required, since all the participants
were proficient in English. Participants were afforded the autonomy to abstain from
responding to any inquiries that elicited discomfort and were granted the liberty to

discontinue their involvement in the study at any point in time.
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The survey participants' acceptance of the participation consent ensured their voluntary
involvement in the study. For data analysis, only replies from individuals who satisfied
the inclusion requirements were taken into account. To those pharmacists who were
willing to participate in an interview based on the topic, a participant information leaflet
and informed consent form was sent separately. Data collection was initiated only after
they have signed the informed consent form. Participant identities is held in the highest

level of confidentiality.

A special effort was made to avoid asking the respondents any sensitive questions that
would have created a conflict of interest. Questions involving any sensitive information
were not permitted. Additionally, questions that invaded privacy or were not pertinent to

the study were disregarded.

Following Innopharma and Griffith College's ethics regulations, the following forms
and documents were filled out and signed in order to obtain ethical approval:

e Ethical Approval Application Form
e Informed Consent Form
e Participant Information Letter

e FEthics Declaration Form.

3.7 Data Collection

A survey questionnaire was distributed to approximately 300 participants in India and
Ireland. The questionnaire was distributed to all participants in India via online
platforms. The Indian cohort was surveyed using various digital platforms such as
WhatsApp, Instagram, email, and Facebook to circulate the questionnaire. The study
involved conducting in-person visits to pharmacists in Ireland for the purpose of their
participation. The survey questionnaire was disseminated to the acquaintances of the
pharmacist with whom the researcher had a face-to-face interaction. The online platform
employed for the aforementioned purpose was WhatsApp. The study gathered a sample

of 52 responses from India and 37 responses from Ireland.

Furthermore, a subset of pharmacists in both nations consented to furnishing
supplementary information regarding the efficacy of their respective regulatory
frameworks. The researcher proposed conducting interviews for qualitative data

collection, but due to time constraints, the majority of participants opted for a
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questionnaire instead. The participants were provided with a participant information
leaflet and informed consent form in addition to the qualitative questionnaire, after they
had agreed to provide additional information. The qualitative survey involved a total of
seven respondents, three of whom were pharmacist from India and four of whom were
pharmacist working in Ireland. The data collection was carried out online via a social

media platform.

3.8 Data Analysis

Descriptive statistics to provide an account of observed occurrences was performed to
the quantitative data collected. The sample size of the study was too low to yield a
statically significant result. Hence, more in-depth analyses, such as correlation and the
creation of categories were not performed(Albers, 2017). Content analysis was used to
determine the qualitative data. The patterns that emerges from the data is identified by
grouping the data in to words, concepts and themes(Seers, 2012). Data checks was
performed to identify and remove out anything that could contribute to an inaccurate
result in order to prevent a flawed analysis. Data structures, such as tables, graphs and
pie charts are used to represent the data. Certain terms in the questionnaire were
modified to suit the circumstance.
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CHAPTER 4

RESULTS AND FINDINGS

This section presents the results of a comprehensive analysis that combines secondary
research, as well as qualitative and quantitative questionnaires. The study comprised
four distinct objectives. The primary objective of this study was to compare and contrast
the efficacy of the regulatory framework governing drug sales in India and Ireland. The
study utilised secondary research methods to conduct a comparative analysis of the
regulatory effectiveness of the two countries. The subsequent set of goals aimed to
evaluate the efficacy and deficiencies of drug regulation with respect to the retailing and
distribution of over-the-counter and prescription drugs. Additionally, the
implementation approach of the regulatory bodies was analysed. The study employed
both quantitative and qualitative survey methods for data collection. The findings
obtained from both the secondary and primary research have been categorised into five
distinct sections, each section pertaining to the respective objectives. In addition to
findings of objectives, this section also contains the demographics of the pharmacists

who participated.

4.1. Analysis of First Objective: To Identify and Compare the EXxisting
Regulatory Requirements for Prescription and OTC Drugs Sales in India

and in Ireland

For the identification and comparison of the regulatory frame work related to
prescription and over the counter drug sales detailed secondary research was carried out.
The regulations, guidelines and policies released by CDSCO and HPRA on their official
websites were taken in to consideration for the analysis of this objective. The
regulations and guidelines analysed includes, “the Drugs and Cosmetics Act of 1940
and 1945”, as well as the “Drugs and Magic Remedies (Objectionable Advertisements)
Act of 1954and its accompanying Rules of 1955” and the guidance for the sale of non-
prescription drugs by Indian pharmaceutical association along with the regulations from

Ireland, “Guidelines on the Sale or Supply of Non-Prescription Medicinal Products
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from a Retail Pharmacy Business, 20187, “Medicinal Products (Prescription and
Control of Supply) Regulations 2003, “the Guide to Reclassification (Switching) of
Legal Supply Status for Human Medicinal Products, 2022 and “the Medicinal Products
(Control of Advertising) Regulations 2007”.

The drug classification system in India and Ireland is different. In India the drugs are
scheduled in to different categories in the drug and cosmetic acts. The drugs that do not
fall to any of the prescription drug schedules are sold over the counter in India. This is
the only classification exist in India. Whereas the drugs for distribution are divided in to
3 distinct categories in Ireland namely prescription drug, pharmacy only drugs and
general sale drugs. (Medicinal Products (Prescription and Control of Supply)
Regulations, 2003)

The prescription drugs in Ireland are further classified as renewable and non-renewable
where the non-renewable can only be sold once unless the physician specify otherwise.
India lacks any such classification even though there is limitation in refilling certain
medicines. This medicine falls under a separate category called schedule X drugs which
includes controlled and habit-forming drugs. There are multiple drugs which are
considered harmful available for refilling in India without the supervision of a registered
physician which are considered as non-renewable medicines in lIreland. The study
conducted (Chowdhury et al., 2015) has also identified that the drug sales regulation
lack the classification which contribute to an increased self-medication and drug abuse.
All other regulations identified pertaining to drug sales in India and Ireland has
explained in details in the literature review section. The comparison of drug sales

regulation is given in the Table 4.

Table 6 Similarities and differences in the drug sales regulations in India and Ireland

India Ireland
Prescription drug | Drugs that are classified in | Classified in to Renewable
classification Schedule H, Schedule H1, | and non-renewable

and Schedule X

Nonprescription drugs There is no designated | Categorized in to Pharmacy

category for  over-the- | only drugs and
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counter (OTC) medications

Drugs excluded from
prescription schedules and
Schedule K drugs are sold

as OTC medication.

General sales drugs

Dispensing of prescription
drugs

An authorised and a
registered pharmacist to
sell prescription medicines
or under the supervision of

a registered pharmacist

A licenced and registered
pharmacist is authorised to
dispense prescription
medications, either
independently or under the
supervision of a registered

pharmacist.

Dispensing of OTC drugs

over the counter

pharmaceutical ~ products
which do not falls in the
category of prescription
are to Dbe

the

schedule
dispensed only in
presence of a pharmacist
who has registered with the
council.

state pharmacy

Non-pharmacist dispensing

of over-the-counter
medications is not
acceptable  under any

circumstances apart from
the household remedies in

rural areas

Non-prescription medicines
are available

with

in general
stores reasonable
safety and are sold without
the  supervision of a
pharmacist which includes
analgesics  (paracetamol),
nicotine patches and some

herbal products

Requirements

prescription to be valid

for a

e full name and the

address  of  the
patient being
treated,

e the name and

e written in ink
e name and
educational

qualification of the

prescriber
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quantity of the
medication being
e date and signature

from the physician

e signature and date of
the person issuing it
(with the exception
of health
prescriptions)

e the name, address,
and age (if under 12)
of  the person

receiving the

prescription.

Number of occasions the

prescription can be refilled

All the drugs are dispensed
only once unless otherwise

specified by the prescriber.

Part A of the First Schedule-
filled no more than three
times, regardless of the

number of times the
intervals between fills are
specified

Part B of the First Schedule-
it can be filled at the
required intervals within six

months.

Exemption on the
regulatory requirements for

prescription drugs

The exemptions to the

regulations are not
mentioned in the drug sales

regulation

e Emergency situation
when the registered

personal cannot
provide a
prescription

e When it is
impracticable to

obtain a prescription

for a product in
immediate need
which  has been

already prescribed to
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the patient by a
prescriber
for specific

medicines that have
a longer treatment
course, the gquantity
of the product that is
delivered is limited
to no more than
what will treat the

patient for a period

Records keeping

prescription drug

of

A

present

drug

should be

prescription

register
for
which should be kept

by the pharmacist with

serial number of the
entry

the date of supply,

the name and
address  of  the
doctor who
prescribed the
medication

the name and
address of  the

individual receiving
the medication

the name of the
drug or preparation,
the quantity, or, in
the case of a

medicine prepared

of 5 days
A register with following
information
e the date of the
dispensing

the name, quantity,
pharmaceutical
form, and strength of
the product

the prescriber's name
and address

the complete name
and address of the
person receiving the
product

the date of the
prescription

If the product is used
to fill a repeat
prescription, the date
of the repeat

dispensing should be
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by the licensee, the
ingredients and
quantities thereof
There should be separate
for

register separate

schedules.

recorded, as well as
a reference to the
original entry in the
above-mentioned

register, which was

made when the
product was first
dispensed

e |f the last time the
product was bought
at a different store,

need to

the

you'll

include name
and address of that
store, as well as a
reference ofto the
previous entry in
the register

o If the

person is unfamiliar

authorised

with the physician
who previously
prescribed the
medicine, he or she
must also record the

doctor's address

Record keeping for OTC
drugs

If the drug is dispensed
without a doctor’s order, a
record should be kept with

e serial number of the

entry
e the name and
address of the

The OTC drug dispensed
does not required a record

register
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individual receiving
the medication
e the name of the
drug or preparation,
the quantity, or, in
the case of a
medicine prepared
by the licensee, the
ingredients and
quantities thereof
This is not required for an
OTC drug dispensed on the

foot of doctor’s order.

Requirements after
dispensing a prescription

medicine

Other than record keeping

there is no other

requirements

Once a prescription is filled
it should be entered in the
with the label
“dispensed” kept for this
the

register

purpose to prevent

illegal refilling

Retaining of prescription

Other than the copy of
prescription for narcotics
and habit-forming drugs
none of the prescriptions

are to be retained

In the case of a health
prescription, the duplicate
copy of the prescription, in
all
the

case of
other prescription,
prescription; and the order
or invoice pertaining to

it must be retained

Time period of retaining

records

2 years

2 years

Drug sales list

No separate list for drug

sales

There are three separate

drug sales list in Ireland
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which are prescription drugs
list, pharmacy only drugs
list and general drug sales
list.

Labelling requirements of

medications

There are no labelling
requirements other than the
direction of use of the

medicine

e the name of the
patient

o the name  and
address  of  the
person from who
dispenses the
medicine

o the date of
dispensing the
medication

e the name of the
product (unless the
prescriber specifies
otherwise)

e Specific
information,
including but not
limited to, warnings
and directions for

use

Source: Author

4.2 Demographics Representation of the Respondents

4.2.1 Distribution of Respondents Based on their Country of Practise
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STUDY PARTICIPANTS

Respondents

from Ireland,
41.90% Respondents

from India,

57.10%

Figure 2 Proportion of Pharmacists from each country participated in the study

Source: Authors

Figure 1 describes the number and percentage of pharmacist from each country that
took part in the study. A total of 89(N=89) response was obtained from both India and
Ireland, out of which 52 (57.10%) respondents are pharmacists working in India and 37

(41.90%) responses are from pharmacists working in Ireland.

4.2.2 Educational Qualification of Respondents

Among the sample of 52 respondents from India, it was found that 36.60% (N=19) held
a Doctor of Pharmacy degree, 51.90% (N=27) held a Bachelor's degree in Pharmacy,
and only 11.5% (N=6) held a Master's degree in Pharmacy. (Table 7)
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Table 7 Educational qualification of survey respondents

Educational qualification of INDIA IRELAND

participants in India Frequency | Frequency | Frequency | Frequency
(N) % (N) %

Doctor of Pharmacy 19 36.60% 0 0.00%

Bachelor degree on 27 51.90% 18 48.70%

Pharmacy

Master’s degree on 6 11.50% 19 51.30%

Pharmacy

Total 52 37

The data elucidates (Table 7) the educational qualification of quantitative survey
participants of this study. The study involved a sample of 37 participants from Ireland.
Results indicate that 51.30% (N=19) of the participants held a Master's degree in
Pharmacy, while 48.70% (N=18) held a Bachelor's degree in Pharmacy. It was observed

that none of the participants possessed a Doctor of Pharmacy degree.

4.2.3 Duration of Practice of Respondents

Table 8 Duration of practice of respondents

Duration of practice of INDIA IRELAND
respondents in India Frequency (N) | Frequency % | Frequency | Frequency
(N) %

0-2 Years 22 42.30% 11 29.74%
2-5 Years 22 42.30% 8 21.62%
5-10 Years 6 11.53% 17 45.94%
>10 Years 2 3.84% 1 2.70%
Total 52 37

Table 8 shows Indian respondents' practise length frequency distribution. 0-2, 2-5, 5-10,
and >10 years are the practise duration categories. 22 responders (42.30%) have

practised for 0-2 years, the highest frequency. 22 responses (42.30%) practise for 2-5
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years. Six responders (11.53%) have a practise length of 5-10 years, while just two
(3.84%) have more than 10 years. Most responders have practised for 0-5 years, with
few having more than 10 years of practice. Based on the data presented in the table, it
can be observed that the largest proportion of participants (45.94%) reported having
engaged in the practise for a duration of 5-10 years. The study reveals that a significant
proportion of the participants, precisely 29.74%, have been engaging in the practise for
a period not exceeding two years. Additionally, 21.62% of the participants have been
practising for a duration ranging between two and five years. Interestingly, only a small
fraction of the participants, approximately 2.70%, have been practising for more than

ten years

4.3 Analysis of Second Objective: To Review and Compare the

Effectiveness and Implementation of Regulation in India and Ireland

To review and compare the effectiveness and implementation of regulations in India and

Ireland a closed ended survey questionnaire is used as the data collection tool.

4.3.1 Effectiveness of Drug Sales Regulation

4.3.1.1 Effectiveness of OTC Drug Sales Regulations
Table 9 Response for the question “How Effective is the OTC drug sales regulation in

your country”

Effectiveness of OTC INDIA IRELAND
drug sales Regulation
Frequency | Frequency Frequency N | Frequency %
N %
No Regulation for OTC 18 34.61% 0 0
drugs
Very Effective 14 26.92% 26 70.27%
Space for Improvement 15 28.84% 11 29.73%
Not Effective 5 9.61% 0 0
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Total 52 37

Participants were asked to answer a question on the efficacy of their country's drug sales
regulation in order to examine the effectiveness of drug sales regulation. Although there
is no OTC medicine sales regulation in India, 34 of the study's participants (65.39%)
aren't even aware of this fact. Only 18 respondents (34.61%) indicated that there is no
OTC medicine sales regulation. It is clear from the study that the majority of
pharmacists employed in India are ignorant of the legal system in place there, which

may be viewed as a failure on the part of India's regulating bodies for pharmaceuticals.

Ireland's OTC medication sales regulation is seen as being extremely effective by
70.27% (N=26) of respondents, while it is rated as needing improvement by 29.73%
(N=11) of respondents. None of the 37 respondents from Ireland who took part in the

survey believe that Ireland's OTC drug regulation is ineffective.

The information in table 9 makes it very evident that Ireland's regulatory activities are

more successful than those in India.

4.3.1.2 Effectiveness of Prescription Drug Sales Regulation

Table 10 Response to the question “How Effective is the prescription drug sales

regulation in your country”

INDIA IRELAND
Effectiveness of Frequency N Frequency | Frequency N | Frequency %
prescription drug %
sales
Very Effective 11 21.56% 25 67.56%
space for 36 70.58% 12 32.43%
improvements
Not effective 4 7.84% 0 0
Total 51 37
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The study analysed a sample of 51 responses from India and 37 responses from Ireland
regarding the effectiveness of their respective countries' prescription drug regulations,
as presented in Table 10, the findings indicate that a majority of pharmacists in India
(N=36, 70.58%) perceive room for improvement in their prescription drug sales
regulation. According to the survey conducted, it was found that 21.56% of the
pharmacists (N=11) hold the view that prescription drug sales regulations are highly
effective. On the other hand, a minority of 7.84% (N=4) of the pharmacists believe that
the prescription drug sales regulation in their country is ineffective.

In Ireland, a significant proportion of pharmacists (67.56%) hold the view that the
regulations governing prescription drug sales are efficacious. However, a notable
minority (32.42%) believe that there is room for improvement in this area. No one who
responded to the survey believed that the drug sales regulation in Ireland was

ineffective.

According to the findings in table 10, the regulatory framework for the selling of

prescription drugs in Ireland appears to be more successful than its counterpart in India.

4.3.1.3 Updating Drug sales Regulation

51 participants from India and 37 participants from Ireland responded to the question
about the update of regulations. Out of which most of the Irish respondents suggest that
their regulations are updated. Among the 37 responses received, it was found that
35.13% (N=13) of the responses from Ireland reported that their regulations are updated
always, while 46.64% (N=18) of the respondents indicated that they are updated often.
The results indicate that a small proportion of participants from Ireland, specifically
13.51% (N=5) and 2.70% (N=1), believed that the regulations are updated on occasion
or not at all, respectively. According to the data collected from the participants in
Ireland, 51% (N=5) of them believed that the regulations are updated sometimes, while
2.70% (N=1) believed that the regulations are never updated. Based on the findings
presented in Figure 3, it appears that the regulatory authorities in India may have limited
effectiveness in their ability to maintain up-to-date regulations. The results indicate that
a mere 23.52% (N=12) of the respondents held the belief that the regulations are
frequently updated. Of the total number of participants (N=21), 41.17% expressed the
view that the regulations are periodically updated. According to the findings, 52%
(N=12) of the participants indicated that the regulations are infrequently updated, while

46



3.92% (N=2) of the participants reported that the regulations are never updated. The
findings of the study indicate that a mere 5.88% (N=3) of pharmacists surveyed
perceived the regulatory framework in India to be consistently updated. This proportion
is notably lower when compared to the corresponding data from Ireland. (Figure 3)

Updating Drug Sales Regulation

Don't Know 1

Always

often

Sometimes 21

Y 12

Never

5 10 15 20 25
Number of Respondents

H Ireland Frequency N H India Frequency N

Figure 3 Response for the question “How often does the regulatory authority update

drug sales regulation

4.3.1.4 Effectiveness of Separate List of Drugs for Drug Sales

Table 11 Response to the question “How effective is the separate drug sales list in your

country”
Effectiveness of INDIA IRELAND
separate drugs sales India India Ireland Ireland
list Frequency N | frequency % | Frequency N frequency
%
Very Effective 16 32% 28 77.7%
Space for 15 30% 8 22.3%
improvements
Not effective 5 10%
0 0




No separate list for 14 28%
drug sales 0 0

Total 50 36

The data presented in Table 11 indicates that in Ireland, where a distinct list is available,
a majority of respondents, specifically 77.7% (N=28), reported that the list is highly
effective. Conversely, a minority of respondents, comprising only 22.3% (N=8),
expressed that there is still room for improvement. In India, where a separate drugs sales
list is not available, a survey was conducted to determine the perceived effectiveness of
the current system. Of the respondents, 32% (N=16) reported that the system is very
effective, while 30% (N=15) suggested that there is room for improvement. In the
Indian context, it was found that 28% of the respondents (14 out of 50) indicated the
absence of a distinct list of drugs for drug sales. The absence of a distinct drug sales list
in India and the mere 28% recognition of this fact by pharmacists can be considered a
joint failure of both the regulatory authorities and the pharmacists. Based on the
available data, it appears that there is a lack of awareness among pharmacists in India
regarding the implementation of regulatory guidelines and actions. Insufficient
communication between regulatory authorities in India and pharmacists regarding their

actions and implementations has been observed.

4.3.2 Implementation of Drug Sales Regulation

4.3.2.1 Implementation Strategy of Indian Regulatory Authorities

Table 12 Implementation of regulatory guidelines in India

Frequency | Frequency

Implementation Strategy in India N %

Educative and awareness programs 1 1.96%

Educative and awareness programs, Drug monitoring

programs 1 1.96%

Educative and awareness programs, Drug monitoring

programs, Regular Inspection 1 1.96%

Educative and awareness programs, Drug monitoring

programs, Regular Inspections, Law enforcement 1 1.96%
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tools

Educative and awareness programs, Drug monitoring
programs, Regular Inspections, Law enforcement

tools, Proper medication disposal programs 5 9.80%

Educative and awareness programs, Drug
monitoring programs, Regular Inspections Proper
medication disposal programs 1 1.96%

Educative and awareness programs, Regular

Inspections 1 1.96%

Educative and awareness programs, Regular

Inspections, Law enforcement tools 1 1.96%

Educative and awareness programs, Drug monitoring

programs 4 7.84%
Drug monitoring programs 6 11.76%
Drug monitoring programs, Regular Inspections 1 1.96%
Drug monitoring programs, Law enforcement tools 2 3.92%
Drug monitoring programs, Law enforcement tools,

Proper medication disposal programs 1 1.96%
Regular Inspections, Law enforcement tools 17 33.33%
Law enforcement tools 7 13.72%
Proper medication disposal programs 1 1.96%

The data presented herein displays the diverse responses obtained from pharmacists
regarding the implementation of drug sales regulation by the regulatory authority in
India. Based on the collected data, it can be inferred that regulatory authorities employ a
diverse array of methodologies. The data collected from the respondents indicated that
regular inspections were the most frequently employed regulatory implementation
strategy, with 39.5% of the participants reporting its use. A notable proportion of
respondents, specifically 16.3%, recommended the utilisation of law enforcement tools
as a means of regulatory enforcement. According to this analysis, 14% of regulatory
authorities have utilised drug monitoring programmes the implementation strategy. Only
14% of the participants suggested using educative and awareness programmes. Only

2.3% of individuals utilised appropriate medication disposal programmes. The
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participants proposed used multiple strategies for the implementation of drug sales

regulations, as elaborated in Table 12.

4.3.2.1 Implementation Drug Sales Regulation in Ireland

Implementation strategy in Ireland

c) Regular Inspections, d) Law enforcement tools l 2.70%

b) Drug monitoring programs, c) Regular
Inspections, d) Law enforcement tools, e) Proper - 5.40%
medication disposal programs

b) Drug monitoring programs, c) Regular 0
Inspections, d) Law enforcement tools - >.40%

a) Educative and awareness programs, b) Drug

0,
monitoring programs, d) Law enforcement tools l 2.70%

a) Educative and awareness programs, b) Drug
monitoring programs, c) Regular Inspections, e) l 2.70%
Proper medication disposal programs

a) Educative and awareness programs, b) Drug

monitoring programs, c) Regular Inspections, d) _ 56.75%

Law enforcement tools, e) Proper medication...

a) Educative and awareness programs, b) Drug

0,
monitoring programs, c) Regular Inspections l 2.70%

a) Educative and awareness programs, b) Drug

0,
monitoring programs l 2.70¢6

0.00% 10.00% 20.00% 30.00% 40.00% 50.00% 60.00%

Figure 4 Implementation strategy of regulations in Ireland

The recommended implementation strategy, as commonly suggested by pharmacists in
Ireland, includes a combination of educative and awareness programmes, drug
monitoring programmes, regular inspections, law enforcement tools, and proper
medication disposal programmes. (56.75%). The findings of the study indicate that none
of the pharmacists in Ireland recommended the adoption of a singular approach as a
means of implementing regulatory measures. Educational awareness programs are
suggested by all pharmacist as an Implementation strategy. The implementation
strategies proposed by the Irish participants have been outlined in Figure 4
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4.3.2.4 Comparison of Implementation Strategy in India and Ireland

Out of 52 responses, 15 in India reported utilising a singular approach for the
implementation of drug sales regulation, while none of the respondents in Ireland
reported utilising a single approach among the 36 respondents. The utilisation of
educative and awareness programmes, drug monitoring programmes, regular
inspections, law enforcement tools, and proper medication disposal programmes as an
implementation strategy was reported by only 9.80% of pharmacists in India, while in
Ireland, the reported percentage was 56.75%. The implementation method most
frequently reported by pharmacists in India is a combination of regular inspections and
law enforcement tools, accounting for 33.3% of the responses. The results indicate that
Ireland has more effective strategies for the implementation of drug sales regulations

compared to India since there is combination of multiple strategies.

4.3.2.5 Effectiveness of Regulatory Authorities in Implementing Regulations

Table 13 Effectiveness in Implementing regulations

Effectiveness in INDIA IRELAND
Implementing Frequency Frequency % | Frequency | Frequency %
regulations (N) (N)
A different type of 15 28.84% 1 2.70%
intervention
Very effective 11 21.15% 27 72.97%
Space for 25 48.07% 9 24.32%
improvements
Not effective 1 1.92% 0 0
52 37

Out of the 52 respondents from India and 37 respondents from Ireland. Results indicate
that 72.97% of participants from Ireland perceived the implementation of their
regulations to be highly effective, whereas only 21.15% of participants from India
reported a similar level of effectiveness in their implementation strategy. According to
the survey results, 48.07% of individuals from India expressed the opinion that there is
a need for enhancement in the implementation approach of their country. The

predominant reaction from the Indian participants is represented by this response, with a
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subsequent 28.84% of respondents proposing alternative interventions. The proportion
of participants from Ireland who suggested an alternative intervention was found to be
quite low, at 2.70%. The study found that a relatively low percentage of participants
(24.32%) from Ireland expressed the belief that there is room for improvement in the
implementation approach in their country. This figure is notably lower than the
corresponding data observed in India. According to a respondent from India, the
effectiveness of the implementation strategy is questionable. The number of participants
who provided that particular response in Ireland is zero. Based on the data, it can be

concluded that Ireland's implementation approach is more effective than India's.

4.3.2.6 Effectiveness of Regular Inspection by the Regulatory Authority

Table 14 Effectiveness of Regular Inspection

INDIA IRELAND
Effectiveness of Regular | Frequency | Frequency Frequency
Inspection (N) % (N) Frequency %

No regular inspection 6 12% 0 0
Very thorough 15 30% 32 86.48%
space for improvements 28 56% 5 13.51%

Not effective 1 2% 0 0

50 37

It was found that out of the 37 participants in Ireland, 86.48% (N=32) believed that the
regular inspection process was very thorough. On the other hand, 13.51% (N=5) of the
participants reported that there should be an improvement in the regular inspection
conducted in their pharmacy. According to the findings of the study, a majority of the
participants in India, precisely 56% (N=28), expressed their opinion that the regular
inspection carried out by the regulatory authority could be improved. The findings
indicate that a lower proportion of participants in India (30%, N=15) perceived the
regular inspection to be highly comprehensive, in comparison to the response rate
observed in Ireland. 12% (N=6) of the participants from India indicated the absence of
regular inspection, while 2 % (N=1) reported ineffectiveness of inspection. The data

indicates that the quality of regulatory inspections in India is inferior to that of Ireland.
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4.4 Analysis of objective three: To Identify any Gaps in Prescription and

OTC Drug Sales Regulation in India

4.4.1 Strictness of the Authorities in Implementing Drug Sales Regulation

in India

Table 15 Response of participants from India to the question “How strict are the

regulatory authorities in implementing regulatory guidelines”

strictness of the authorities | Frequency (N) Frequency %
Very strict 7 14%
space for improvements 28 56%
Not strict 8 16%
Vary depending upon the
situation 7 14%
50

Based on the data presented, it appears that the regulatory requirements in India may not

be fully enforced by authorities. A majority of participants (56%) expressed the belief

that the regulatory authority is not strict enough. While 14% of the participants

perceived the regulatory actions to be implemented with high stringency, a larger

proportion (16%) of the participants held the view that the implementation is not

adequately strict. The findings presented in Table 15 indicate that the regulatory bodies

in India may not be adequately enforcing regulations, potentially contributing to drug

abuse and noncompliance with regulatory standards. These factors may ultimately lead

to a suboptimal healthcare system.
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4.4.1.2 Participation of Regulatory Agencies in the Clarification of Drug Sales

Regulations in India

Table 16 Regulatory authority for the clarification of a doubt regarding drug sales

regulation in India

Involvement of regulatory authority for
the clarification of a doubt regarding drug

sales regulation

Frequency (N)

Frequency %

Very effective 12 24%

space for improvements 18 36%

Not effective 8 16%

There is no involvement helpline 12 24%
50

Of the responses received from India, 24% (N=12) indicated that the involvement of

regulatory authority was highly effective, while the majority of responses (36%, N=18)

suggested that there is still room for improvement. According to the survey results, a
significant proportion of respondents, specifically 24% (N=12), lack awareness

regarding the availability of helpline services. Additionally, 16% (N=8) of respondents

expressed their belief that regulatory authorities are not effective in providing

clarification regarding their doubts. Based on the data presented in Table 16, it appears

that there is a need for increased transparency and participation from regulatory

authorities.
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4.4.1.3 The Analysis of Regulatory Authority's Performance in India

Regulatory authority keeping up to
standard

60
50
40
30
20

10

0 —
YES NO Other

Figure 5 Performance of regulatory authority in India

As depicted in Figure 5, a majority of the participants, specifically 56.58%, hold the
belief that the regulatory authority is maintaining the expected standards. According to
the data, 39.32% of the participants hold a differing view. Additionally, a respondent has

proposed that regulatory authorities should take further initiatives

4.5 Analysis of Objective Four: To Identify Any Gaps in Prescription and OTC
Drug Sales Regulation in Ireland
4.5.1 Strictness of the Authorities in Implementing Drug Sales Regulation

in Ireland
Table 17 Response of participants from Ireland fo the question “How strict are the

regulatory authorities in implementing regulatory guidelines”

Frequency
Strictness of authorities (N) Frequency %
Very strict 28 75.67%
space for improvements 9 24.32%
Not strict at all 0 0
Vary depending upon the situation 0 0
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37

According to the findings presented in Table 17, it can be inferred that regulatory
authorities in Ireland exhibit a high degree of stringency in enforcing their regulations,
as evidenced by a score of 75.67%. Out of the total of 37 responses, only 9 indicated the
presence of potential areas for improvement. In contrast to India, no participants
indicated that the governing body was insufficiently strict. The level of stringency
exhibited by the regulatory authority in Ireland with regards to drug sales regulation

does not constitute a deficiency.

4.5.2 Participation of Regulatory Agencies in the Clarification of Drug

Sales Regulations

Table 18 Regulatory authority for the clarification of a doubt regarding drug sales

regulation in Ireland

Involvement of regulatory authority for the Frequency | Frequency

clarification of a doubt (N) Ireland %

Very effective 25 67.56%

There is space for improvements 10 27.02%

Not effective at all 2 5.40%

a) There is no involvement helpline 0 0
37

67.56% of the participants believes that the regulatory authorities’ involvement is very
satisfactory. 10 participants out of 37 believes that there is space for improvement in the
participation of regulatory authority in clarification of doubts and only 5.40%
participants out of 37 think that the regulatory involvement is not effective. It is pretty
evident from the table that regulatory authority participation and transparency is

satisfactory in Ireland.
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4.5.3 The Analysis of the Regulatory Authority's Performance in Ireland

Regulatory authority keeping up to standard
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Figure 6 Performance of regulatory authority in Ireland

NO

All the participants from Ireland who took part in the survey considers that the

regulatory authority in their country is keeping up to standards. This clearly shows that

the functioning of regulatory authority is very impressive in Ireland based on the data

obtained from this study.

To validate the outcomes of the secondary research, a series of questions were included

in the questionnaire. The data presented in the table 19 substantiates the veracity of the

conclusion drawn from the literature review. The respondents from both Ireland and

India believes that changes within the regulatory policies and guidelines could be

effective for the prevention drug abuse. From the data it shows that package leaflet is

not included with all non-prescription drugs in India but in Ireland it is include. For

ensuring the validity of the prescription and for keeping OTC drug sales record Ireland,

the data shows Ireland is superior.

Table 19 Response from India and Ireland

Questions INDIA (N) IRELAND (N)
Yes | No | Sometimes | Total | Yes | No | Sometimes | Total
Do you always ensure |38 |1 |11 49 37 |0 |0 37
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the validity of the
prescription presented

to you by patients

Is a package leaflet 26 |23 | NA 49 37 NA 37
included with all non-
prescription
medicines and given
to the

patient/representative?

Do you store and 25 |15 |8 48 36 1 37
update
register/invoice of the
OTC drug sale and

usage?

Do you always retain | 10 |15 | 15 49 37 |0 |0 37
the prescription/ copy
of prescription in your

pharmacy?

Do you believe that 45 |1 | NA 46 27 |10 | NA 37
any changes within
the regulatory policies
and guidelines could
be effective for the
prevention drug abuse

in your country?

4.5. Qualitative Data Analysis - India
4.5.1 Theme: Grounds Of Unexpected Inspection and Need for Unexpected
Inspection

Objective: Implementation of Drug Sales Regulation in India
All three participants from India have similar viewpoint about unexpected inspections

They believe that the unexpected inspections are important to protect public health and
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maintain standards. Inspections may be conducted for a number of reasons, some of
which may be difficult to ascertain. Consistent checks can reveal problems and boost
rules observance. One can rule that, for a variety of reasons, regulatory agencies in India
may decide to conduct surprise inspections at any time. Patients' reports, routine checks,
adverse drug responses, and worries about the sale of counterfeit drugs can all trigger
inspections. Unannounced inspections are common due to noncompliance with rules
and regulations, complaints from patients, discrepancies in financial documents, or

ethical concerns brought against a corporation.

According to Respondent 1, unannounced inspections typically occur due to patient
reports or routine checks. To guarantee that medicines are safe and of good quality and
to discourage unethical behaviour in the pharmaceutical business, these inspections are
crucial. The public's confidence in the healthcare system can be preserved and patient
safety can be improved by routine inspections that reveal problems before they cause

harm.

The second participant believes that things like breaking the rules or fielding patient
complaints can lead to unannounced inspections. They're essential for maintaining high
quality and protecting the public's health. It may be difficult to ascertain the true intent

of these checks.

According to Participant 3, unexpected inspections arise mostly due to financial
document discrepancies or ethical issues brought against a business. Regular inspections
are necessary to track documentation and dispensing habits, as well as verify the secure

acquisition and stockpiling of supplies.

Unexpected inspections by regulatory authorities are important to verify that
pharmacists are following the laws and regulations set in place to protect public health.
These checks are essential for spotting potentially dangerous issues in the healthcare

system, preventing unethical behaviour, and maintaining high quality standards.

4.5.2 Theme: Gaps in the OTC and Prescription Drug Sales

Objective: To Identify the Gaps in Drug Sales Regulation in India
One of the participants pointed out that the regulatory authorities don't monitor

pharmacies as often as they should, which allows regulated medications to be
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administered without a prescription and violates the law. The potential for harm caused

by regulated substances falling into the wrong hands makes this a major issue.

Second observer noted that the regulations governing the selling of prescription
medicines are not strictly enforced. As a result, unlicensed stores may sell counterfeit
medications or those without valid prescriptions. Better rules control and enforcement,
as well as customer education and awareness, were proposed as ways to enhance

regulation of drug sales.

The third participant concern that insufficient education regarding drug use contributed
to improper dosing and abuse. They also brought up the possibility of increased
monitoring and tracking of prescription drug sales as a means of preventing controlled
narcotics from falling into the wrong hands. Closing these loopholes in the law could
improve the government's ability to keep tabs on the sale of drugs, which could help the
public's health.

It is evident that there are multiple gaps in India's regulation of prescription and over-
the-counter drug sales, and closing those gaps is crucial to ensuring the public's health
and safety. Regular inspections and rule updates by regulatory bodies are necessary to
curb the availability of prohibited substances without a valid medical prescription.
Better enforcement of drug sales laws and education about responsible drug usage are
both necessary. Prescription medicine sales can be monitored and tracked to reduce the

likelihood of substance abuse.

4.5.3 Theme: Implementation Strategy and Improvements Suggested

Objective: Implementation of Drug Sales Regulation in India

In order to guarantee the appropriate sale and distribution of medications, the regulatory
authority in India has multiple tactics it might adopt. Participant one stresses the
significance of keeping accurate records of drugs in the unit and the prescriptions for
them. The regulatory authority in India frequently uses this method of implementation.
To comply with regulations, pharmacies must keep detailed records of all medications
supplied and dispensed. The prescription and the patient's information must be kept on
file. It aids in preventing drug abuse by limiting sales to individuals who have a
legitimate need for the medication.
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But as participant 2 points out, the rules aren't always followed, and it can lead to issues
like selling drugs from unregistered stores, selling fake medications, and selling
medicines without valid instructions. This emphasises the necessity for stricter
adherence to the law. The governing body must improve its drug distribution and sales
monitoring. Stores who sell pharmaceuticals without the required permits or licences
ought to face severe consequences. Customers also need to be made aware of and

educated on drug safety issues.

In order to prevent controlled substances from falling into the wrong hands and being
abused, Participant 3 believes that there should be improved tracking and monitoring of
prescription medicine sales. The regulatory body is responsible for preventing the sale
of prescription medications without a proper prescription. To reduce the likelihood of

prescription medication abuse, stricter regulation of the industry is required.

4.6 Qualitative Data Analysis — Ireland

4.6.1 Theme: Grounds of Unexpected Inspection and Need for Unexpected
Inspection

Objective: Implementation of Drug Sales Regulation in Ireland

A possible explanation for unannounced inspections, according to Respondent 1, is that
the related firm or supplier is being investigated for possible illegal activity. Meanwhile,
Respondent 2 argues that surprise inspections are essential for patient safety because
they help minimise risks and improve the quality of care that is offered. However, they
may cause delays in the pharmacy. Third Participant acknowledges that unforeseen
inspections may be prompted by potential rule infractions or customer complaints, or as

part of widespread drug addiction in the area.

4.6.2 Theme: Gaps in The OTC and Prescription Drug Sales
Obijective: To Identify the Gaps in Drug Sales Regulation in Ireland

The gaps in prescription and over-the-counter medication sales restrictions in Ireland

have been discussed by three individuals.

One of the gaps in the rules governing the sale of both prescription and over-the-counter
medications was mentioned to light by participant 1. Because of this chasm, it may be

difficult to keep tabs on potentially dangerous things like drugs that are controlled by
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the government. The lack of mandated training for pharmacist to identify and report

prescription drug misuse is another way in which the rules contribute to the problem.

The second participant noted that there are no limits on how many over-the-counter or
prescription medications can be bought at once. This can make it simpler for people to
get excessive amounts of medications, which can lead to misuse or diversion. Another
factor that might lead to drug misuse is the lack of rules limiting the number of

pharmacies from which an individual can receive prescriptions.

As stated by Respondent 3, Irish law does not mandate pharmacists to conduct patient
identification checks or keep detailed records of medication dispensed. For illicit or
dishonest reasons, this can facilitate the acquisition of narcotics. Also, there are no rules
in place for getting rid of old or unneeded drugs, which can cause problems for the

environment and human health.

Two of the three participants brought up the absence of restrictions for the disposal of
unused or expired pharmaceuticals, and two of the three participants underlined the lack
of limitations on the number of OTC drugs that may be acquired at one time. In
addition, everyone agreed that Pharmacist should be required to undergo training on

how to spot and report cases of prescription drug misuse

4.6.3 Theme: Implementation Strategy and Improvements Suggested

Objective: Implementation of Drug Sales Regulation in Ireland

Participant 1 asserts that monitoring pharmacies and distributors for compliance with
legislation is the most typical implementation approach used by regulatory agencies.
This tactic entails routine audits and inspections to detect policy infractions. Pharmacies
and distributors are deterred from rule violation by the regulatory authorities’ use of

sanctions for noncompliance.

One of the participants argues that the government should put more effort into warning
the public about the dangers of abusing prescription and over-the-counter medications.
The public might be made aware of the risks associated with drug use through public
service announcements and classroom instruction. By lowering the demand for both
prescription and over-the-counter medications, this approach has the potential to lessen
the likelihood of addiction.
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To better track any instances of drug misuse, Respondent 2 advises that regulatory
authorities establish a centralised database of prescriptions. This approach would help
doctors and nurses see patients at risk for substance abuse so they can intervene before
it's too late. Having all of a patient's medications in one place would make it easier to

monitor them and lessen the likelihood that they'll fill them at several pharmacies.

Based on the data, we can see that monitoring and enforcement, followed by education
and public awareness, the creation of a central database of prescriptions, and partnering
with healthcare professionals, are the most common implementation strategies of
regulatory authorities. The goals of these methods are to promote safe medication
prescribing and dispensing, lessen the likelihood of addiction, and increase regulatory

compliance.

4.7 Discussion

4.7.1 Comparison of Drug Sales Regulations and in India and Ireland and

Its Gaps

The comparative analysis of the regulatory framework for the distribution of over the
counter and prescription drugs in Ireland and India reveals notable differences. The Irish
regulatory framework is deemed superior to its Indian counterpart based on various
factors. By conducting a comparative analysis between the regulatory requirements in
India and Ireland, the researcher was able to identify several gaps in the regulatory
framework of India. In Ireland, it is customary for pharmacist to record the sales of
prescription medications that can be filled multiple times in a register for each instance
of dispensation. In the event that the medication is dispensed at a different pharmacy for
the first time, the reference number, name, and address of the pharmacy should be
entered into a register specifically designated for this purpose. There is currently no
established requirement or practise in India to retain the prescription which can leads to
the phenomenon of self-medication with antibiotics and other drugs. This was observed
in both secondary and primary Research. According to Bennadi's (2013) research self-
medication is a very common practice in India which is resulted from the inadequate
monitoring of drug sales. It is also evident from the data that package leaflets are not
included while dispensing OTC drugs in India, which is a practice India should follow

to ensure proper drug use.
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The regulatory framework in India is not only inadequate in its classification of over-
the-counter medication. Furthermore, the scheduling of prescription medicines has been
found to be convoluted and challenging to comprehend the research paper by
(Chowdhury et al., 2015) has also concluded with similar findings .The current
regulatory framework in India does not have a specific set of guidelines for the
distribution of drugs. Instead, the distribution of drugs falls under the purview of the
drug and cosmetic rule, which oversees the manufacturing, import, and all other aspects
related to drugs and cosmetics. The classification of medication is delineated into
various schedules, as outlined in Table 1. The coexistence of drug sales regulations and
classifications poses a challenge for pharmacists and other healthcare professionals in
their ability to differentiate and discern between them. The confusion can be attributed
to the lack of a distinct inventory of drug sales. Furthermore, there exist numerous
pharmaceuticals that lack classification, thereby leaving pharmacists uncertain as to
whether they should be dispensed as over-the-counter or prescription medications.
Besides, it should be noted that there is currently a lack of regulation regarding the sale
of over-the-counter medications. Health care providers possess the autonomy to
distribute numerous medications that are categorised as prescription drugs in several
nations, potentially leading to self-medication and substance abuse. The study
conducted by (Taneja and Sharma, 2019) and (Bate et al., 2009) elucidate that this
phenomenon may also be a contributing factor to the escalation of antibiotic misuse in
India. The observation is made that the prevalence of antimicrobial resistance indicates
a deficiency in the efficacy of healthcare regulatory bodies. Another contributing factor
is the illicit practise of prescription refilling. In contrast to the practise in Ireland, it is
observed that prescriptions are not retained in Indian pharmaceutical settings. In India,
patients have the ability to obtain multiple fills of a prescription from various
pharmacies due to the lack of a system in place to verify whether the prescription has
been dispensed or not. This differs from the practise in Ireland, where such a system is
in place. Based on the available evidence, it appears that the regulatory framework in
Ireland may be more effective than that of India. It is recommended that the Indian
regulatory authority consider implementing certain improvements in order to enhance

the regulation of prescription and over-the-counter drug sales.(Pezzola and Sweet, 2016)

The lack of mandated training, no mandate to conduct patient identification checks by

the pharmacists or keep detailed records of medication dispensed no limitation on the

64



number of over-the-counter and prescription drugs that can be bought at once are the
gaps identified on the drug sales regulation in Ireland. Even though there is restriction
on the number of occasions a prescription medication that can be dispensed the number
of prescription medicines that can be dispensed at a time is not explained in the
regulation (Medicinal Products (Prescription and Control of Supply) Regulations,
2003).

4.7.2 Effectiveness and Implementation of Drug Sales Regulation in India

and Ireland

The data obtained from the primary research made it is evident that Ireland's regulatory
activities are more successful than those in India which is a third world country, The
regulatory framework for the selling of prescription drugs in Ireland appears to be more
successful than its counterpart in India. This result is comparable with the data findings
of Sansgiry et al., 2017 and Alhomoud et al., 2017. The findings of the quantitative
study indicates that a mere 5.88% (N=3) of pharmacists surveyed perceived the
regulatory framework in India to be consistently updated, this finding is similar to the
observation of (Roderick et al., 2014). They state that the Indian regulatory low is old
and deficient.

The absence of a distinct drug sales list in India and the mere 28% recognition of this
fact by pharmacists can be considered a joint failure of both the regulatory authorities
and the pharmacists. Based on the available data, it appears that there is a lack of
awareness among pharmacists in India regarding the implementation of regulatory
guidelines and actions which Insufficient communication between regulatory authorities
in India and pharmacists regarding their actions and implementations has been
observed. This observation is comparable with various studies in India, for instance,
(Kotwani et al., 2012) suggests that the pharmacists working in India are unaware of the
regulatory requirements. The lack of transparency and communication from the Indian
regulatory authority was identified by (Chowdhury et al., 2015) as well. The results
indicate that Ireland has more effective strategies for the implementation of drug sales
regulations compared to India since they combination of multiple strategies. The study
found that a relatively low percentage of participants (24.32%) from Ireland expressed

the belief that there is room for improvement in the implementation approach in their
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country. This figure is notably lower than the corresponding data observed in India.
According to a respondent from India, the effectiveness of the implementation strategy
Is questionable. The number of participants who provided that particular response in
Ireland is zero. Based on the data, it can be concluded that Ireland's implementation
approach is more effective than India's. The data also indicates that the quality of
regulatory inspections in India is inferior to that of Ireland. In astudy assessed the
efficacy of various interventions employed for the implementation of healthcare
guidelines, the results indicated that dissemination of educational materials and audit
and feedback were the most frequently evaluated single interventions. All approaches
that utilised multiple methods incorporated educational outreach (Grimshaw et al.,
2004). The results obtained in their study was comparable to this research where
educational awareness programmes and regular inspection was opted as the

implementation approach by the pharmacists in both India and Ireland.

There are chances of selection bias and sampling bias in this study due to utilisation of
non-probability sampling methods. So, the findings of the study should be confirmed

with a larger quantitative/ qualitative study.
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CHAPTER 5

CONCLUSIONS & RECOMMENDATIONS

5.1 Conclusions

The first objective of this study was to identify and compare the drug regulation for
prescriptions and OTC drug distribution. India and Ireland have prescription drug sales
regulation which explains different aspects about the drug sales. Both of these country’s
regulation mention about the keeping records, mandate for a prescription to be valid and
labelling requirements. Ireland specifically given the exemption of the drug sale
regulation. In the case of OTC drug sales regulation, India does not have a separate
regulation for regulating the distribution of OTC drug. Even the term OTC is not
recognised in India. The drugs that are excluded from the prescription sales are
dispensed as OTC drugs in India. There are many drugs that are not included in the
prescription drugs list which are considered as prescription drugs in many countries.
The regulatory framework in India is not only inadequate in its classification of over-
the-counter medication. Furthermore, the scheduling of prescription medicines has been
found to be convoluted and challenging to comprehend. Altogether, The Irish regulatory

framework is deemed superior to its Indian counterpart based on various factors.

The effectiveness of drug sales regulation was determined using a quantitative analysis.
It is analysed from the study that the majority of pharmacists employed in India are
unaware of the absence of OTC drug sales regulation and separate list for drug sales.
Based on the available data, it appears that there is a lack of awareness among
pharmacists in India regarding the implementation of regulatory guidelines and actions.
The absence of a distinct drug sales list in India and the mere 28% recognition of this
fact by pharmacists can be considered a joint failure of both the regulatory authorities
and the pharmacists. It is also identified that the regulatory framework for the selling of
prescription drugs in Ireland appears to be more effective than its counterpart in India.
The findings indicate that a lower proportion of participants in India perceived the
regular inspection to be highly comprehensive, in comparison to the response rate
observed in Ireland which shows that the quality of regulatory inspections in India is

inferior to that of Ireland.
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Regular inspections and law enforcement tools are the most commonly used
Implementation approach in India and Ireland. Ireland used multiple tools to Implement
the regulations, in India single approach for implementing drug sales regulation was
chosen by many pharmacists. Based on the data Irelands implementation strategy is
found to be more effective than India’s and all the pharmacist in Ireland who
participated in the study are familiar with drug sales regulation event though the
percentage of pharmacist who admitted to be unfamiliar with the regulations are low it
Is proven that they are not aware about the regulatory framework governing drug sales

and distribution.

By conducting a comparative analysis between the regulatory requirements in India and
Ireland, the researcher was able to identify several gaps in the regulatory framework of
India. It is also indicated in the data that the regulatory bodies in India may not be
adequately enforcing regulations, potentially contributing to drug abuse and
noncompliance with regulatory standards. These factors may ultimately lead to a
suboptimal healthcare system. Tthe functioning of regulatory authority is very
impressive in Ireland based on the data obtained from this study whereas in India a lot
of improvements is needed for ensuring proper distribution of OTC and prescription

drugs.

Due to the limitation of the sampling technique used and the number of respondents the
data obtained from the study cannot be explored in to a larger population. The results
and discussion of the study is purely based on the data obtained. A large quantitative/
qualitative study with random sampling is required to confirm the findings of this study.

5.2 Limitations of the Study

This study has various limitation. This is a study is designed to find the effectiveness
and implementation of drug sales regulation. The ideal participants for the study are
regulatory authorities, pharmacists, healthcare professionals and consumers. The major
drawback of this study is that only one part of the spectrum (pharmacists) has been
taken into consideration. The other part of the spectrum, like consumers, the regulatory
personals and other healthcare professionals were excluded from the study. Getting in
touch with regulatory personals is hard especially in India. Getting a consumer’s point

of view would have had a major benefit in the study. But the data received will have
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been complicated and unreliable if the audience were not carefully handpicked. This
would consume a large time and would be impractical especially when the researcher
has little to no access to these patients in India.

The next limitation is the number of respondents taken part in the study. The study did
not meet the calculated sample size, the number of respondents participated was not
enough to yield a significant statistical result. The study aimed to take an interview of
the pharmacists, most of the pharmacist contacted for interview preferred an open-ended
questionnaire survey over the interview. The participants taken part in the qualitative
survey was limited to 6 which is also a drawback to this study. The attained audience
was significantly less than the expected audience. Hence, the generalizability of the data
IS questionable.

Due to the limited exploration of the chosen area, only a small number of research
articles were deemed suitable for secondary research. The impact of this occurrence has
had significant implications for the basis of this research.

A portion of the study's participants exhibited incomplete responses to the
questionnaire, and the sample size was not sufficiently large. As a result, the possibility

of non-response bias cannot be entirely eliminated.

5.3 Recommendations

The study reveals that India lacks a regulatory framework for over-the-counter drugs.
The establishment of a drug regulatory framework is crucial for a nation, particularly
one with a significant population such as India, to mitigate the risks associated with
self-medication and over-the-counter drug misuse. The researcher strongly recommends
that regulatory authorities in India establish an over-the-counter (OTC) drug regulation

in their country as a matter of high priority.

By taking the fact that most of the pharmacist in India are unaware about the absence of
OTC drug regulation in to consideration the next recommendation is to provide mandate
educations to the pharmacists working in India about the regulatory frame works. It is
imperative that regulatory activities are conducted with transparency and are
appropriately displayed. The regulations should be updated regularly to reflect the

alteration and inventions in health care industry.

The absence of a distinct drug sales list is a significant limitation of the regulatory

framework in India. Pharmaceutical drugs are categorised into various schedules, with
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some prescription drugs not being included in the list. This can cause confusion for
pharmacists when deciding whether to dispense them as over-the-counter (OTC) drugs
or prescription drugs. Therefore, it is recommended by the researcher that the CDSCO,
which is the regulatory authority in India, should adopt the approach taken by the HPRA
and create a distinct inventory for the distribution of drugs to eliminate any uncertainties

and unauthorised dispensing.

An additional suggestion for regulatory bodies in India and Ireland would be to
implement mandatory patient identification verification procedures prior to the
dispensing of prescription drugs, as well as maintaining records for over-the-counter
drugs in order to mitigate the risk of misuse. In the Indian context, it is recommended
that regulatory measures be strengthened and stricter law enforcement be implemented,

including the imposition of more severe penalties.
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PURPOSE AND OBJECTIVES

PURPOSE: The dissertation will undertake a comparative analysis of the efficacy of drug sales regulation
for prescription and over-the-counter (OTC) medications in India and Ireland. The regulation of drug sales
is a crucial component of the global healthcare industry, and it varies from nation to nation. India and
Ireland are two countries whose healthcare systems have enacted drug sales regulation to ensure patient
safety. This paper seeks to explore the implementation of drug sales regulation in India and Ireland,
comparing the two countries' approaches and assessing their efficacy in promoting public health
outcomes.

India has a large population and a flourishing pharmaceutical industry, and its drug regulatory system has
evolved over time to meet the country's expanding healthcare requirements. On the other hand, the
healthcare system in Ireland is highly regulated, and its drug regulatory framework prioritises patient
safety and the quality of care provided.

The research will investigate the regulatory policies and laws governing the sale of drugs in these two
nations, as well as the challenges and obstacles encountered during their implementation. The study will
assess the effect of drug sales regulation on public health outcomes, such as the quality of available
drugs, the accessibility of medications, and the efficacy of regulation in ensuring patient safety.

By comparing the regulatory systems for drug sales in India and Ireland, this study aims to provide
valuable insights into the advantages and disadvantages of each approach while highlighting areas in
need of improvement. This study can contribute to the improvement of public health outcomes by
informing policy decisions and guiding future

efforts to strengthen drug sales regulation in both countries.

PRIMARY OBJECTIVE:

1) To identify the existing regulatory requirements for prescription and OTC drugs sales in India and in
Ireland

2) To identify any gaps in prescription and OTC drug sales regulation in India

3) To identify any gaps in prescription and OTC drug sales regulation in Ireland

4) To review and compare the implementation of regulatory requirements for prescription and OTC
drugs sales in India and Ireland

Research methodology: The data will be acquired from the sample population through the use of a
survey questionnaire It was also determined that qualitative data would be useful for this study since it
would allow for better understanding of diverse points of view Hence a mixed method research is adopted
for this study. Triangulation design will be used as the mixing approach. To confirm and broaden the
results of a quantitative survey, validating quantitative data model is used, which involves asking a few
open-ended qualitative questions in addition to the standard set of closed-end questions. Two sets of
guestionnaires will be in place. The first survey questionnaire will consist of three parts which will cover the
objectives from a pharmacist point of view. Depending on the data and information obtained from the
pharmacist’s perspective another questionnaire will be formulated focusing on the regulatory authorities in
each country. The pharmacists from Ireland and India will be chosen and online survey will be conducted
through social media platforms like WhatsApp and email or whatever feasible for the participant. Another
guestionnaire will be developed based on the results from the first survey to obtain different but
complementary data on the same topic from the regulatory authorities. Members of HPRA and CDSCO
will be contacted through their mail ID available in the official website to best understand the research
problem.
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PARTICIPANTS

Does the research proposal involve:

People who are not competent and/or fluent in English No

Does your research group include any of the following vulnerable groups No
(Adults with psychological impairments; Adults with learning difficulties; Adults under the protection/control
/influence of others (e.g. in care/prison); Relatives of ill people (e.g. parents of sick children); Hospital or GP
participants recruited in a medical facility; persons under the age of 18)

If you have answered NO to ALL questions, please go straight to Section 4.

If you have answered YES to ANY guestion in SECTION 2, you must fill in SECTION 3.

SECTION 3: STEPS TAKEN TO AVOID ETHICAL ISSUES

[Only fill in this section if you answered YES to ANY of the questions in Section 3. For example, if you
answered yes to including participants who are not fluent in English, you might put forward a plan that offers
your survey in two languages to take this into account. Another example could be a study where the
researcher wants to include information about the care received by children with a long-term condition but it
would not be ethical to approach the children directly but it might be acceptable to instead ask parents
questions about their child’s care. If these plans are acceptable to your supervisor, you may not need to apply
for ethical approval from the Ethics Committee].

If your ethics relates to Subject Matter, outline your action plan to work around any sensitive issues.

If your ethics relates to Research Procedures, outline your action plan to deal with possible ethical issues
in your research procedures.

If your ethics relates to Participants, outline how you will protect vulnerable persons or those that do not
have English as their first language.

SECTION 4: ABOUT YOUR PARTICIPANTS

Outline your participant profile and why you have chosen them for this study

The participants researcher decided to collect data from is the pharmacists who are experienced and, in the
field, working in the community pharmacies across Ireland and India and the members of regulatory authorities
in India and Ireland. The regulatory guidelines are postulated by the regulatory authorities and the pharmacist
are the people practicing it. Pharmacist can provide information based on their experience and they can
suggest the gaps and loopholes of these guidelines from their practice over the years. By interviewing the
regulatory authorities reasoning of the gaps and their plan to improve can be obtained. The researcher
believes that data from these two participants can answer different aspects of research question.

How do you plan to gain access to/contact/approach your participant(s).

The pharmacists from Ireland and India will be chosen and online survey will be conducted through social
media platforms like WhatsApp and email or whatever feasible for the participant. Another questionnaire will be
developed based on the results from the first survey to obtain different but complementary data on the same
topic from the regulatory authorities. Members of HPRA and CDSCO will be contacted through their mail ID
available in the official website to best understand the research problem. The questionnaire developed will be
send to them for the collection of data. For those participants who are interested and willing to spare sometime
will be interviewed over a phone call.



SECTION 5: INFORMATION, CONSENT AND CONFIDENTIALITY

Participant Information Letter (PIL) for participants

[You must submit an information letter for participants with this application, as part of your appendices
document. For online surveys, it is sufficient to include a paragraph summarising and explaining the purpose of
the research at the beginning of the survey. In all other research e.g. interviews, phonecalls, a PIL should be
provided to each participant before they are asked for their consent to take part. A template PIL is available in
Moodle].

Please confirm below that your information letter covers:

Description of the research topic and method Yes
Details of what participation will involve Yes
Rights to anonymity Yes
Confidentiality Yes
Rights to withdraw from the research Yes
The contact details of the researcher and supervisor (if necessary) Yes

Informed Consent Form (ICF) for participants

[Informed consent is required for most research. For online surveys, it is sufficient to get the participant to tick
two boxes at the beginning of the survey — one to state they understand the research and one to give consent.
In all other research e.g. interviews, phonecalls, a signed consent form is required. If the data is gathered
online e.g. zoom, a signed consent form can be scanned and sent to the researcher. A template ICF is
available in Moodle. The signed ICFs, along with the surveys, audio files or interview notes etc. must be stored
in the primary data folder on moodle and can be accessed by Innopharma staff for the purposes of verifying
the authenticity of the research carried out and the data collected].

Please indicate below if your research requires a signed consent form by selecting the relevant option only:

Yes: my research requires signed consent and | have attached an ICF in the appendices of my application.

SECTION 6: STORAGE OF DATA

[Please ensure that you are abiding by GDPR and the national Data protection laws
https://www.hrb.ie/funding/gdpr-guidance-for-researchers/gdpr-and-health-research/).

The student is responsible for storage of data and this will be handed over to the college in an electronic
format as part of the thesis submission i.e. primary data and completed ICFs where applicable will be added to
the primary data folder on moodle. The rationale is to keep data as long as it is still useful and there is an
intention to use it further for research so if this is not the case then this can be stipulated here and a shorter
retention period given.]

How will you store the research data and for how long? How will you manage data protection issues?
The research data will be stored in my Google Drive account, and once the dissertation is complete, it will be
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Moodle folder for data collected. The data will be stored and utilised until the completion of my dissertation;
there are no plans to use it for further research.
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QUESTIONNAIRE

A COMPARISON OF THE EFFECTIVENESS OF REGULATORY FRAMEWORKS
GOVERNING THE SALES OF PRESCRIPTION AND OVER-THE-COUNTER
(OTC) DRUGS IN INDIA AND IRELAND.

My name is Binsa Jose and I am a student doing my master’s in pharmaceutical
business and technology at Griffith College, Dublin. I am doing this study to understand
the effectiveness of drugs sales regulation for both prescription and OTC drugs in India
and Ireland. The research will investigate the regulatory policies and laws governing the
sale of drugs in these two nations.

By comparing the regulatory systems for drug sales in India and Ireland, this study aims
to provide valuable insights into the advantages and disadvantages of each approach
while highlighting areas in need of improvement. This study can contribute to the
improvement of public health outcomes by informing policy decisions and guiding
future efforts to strengthen drug sales regulation in both countries. This research project
is termed as a dissertation and holds a very important role in the completion of my
Master’s.

If you agree to participate in the study, you will be asked to participate in a Google
Forms survey to complete a questionnaire regarding your country's prescription and
OTC drugs regulations, their gaps and about you practices in terms of drug dispensing.

Your participation is entirely voluntary, and you may withdraw at any time. All
collected information will be kept confidential, and your name will not be associated
with any study results. Your participation may not directly benefit you, but it can
contribute to a greater understanding of OTC drug regulations and their gaps.

1. Do you understand that participation involves providing information and
feedback on the relevant questions asked about your country's prescription and
OTC drug regulations, their gaps and your practice in terms of dispensing
medicines

a) Yes
b) No

2. Do you voluntarily agree to participate in this research study
a) Yes
b) No

Name of the participant

Educational qualification of the participant

Duration of practice as a pharmacist

Country of practice

a) India

b) Ireland

o0k w



SECTION 1

1.

2.

10.

Which government authority oversees the pharmacy practice in your area?

How does your regulatory authority implement drug sales regulation in your
country?

a) Educative and awareness programs

b) Drug monitoring programs

¢) Regular Inspections

d) Law enforcement tools

e) Proper medication disposal programs

f) Other (specify)
How effective is your country’s regulatory authority in implementing those
regulations?

a. A different type of intervention is required

b. Very effective

c. There is space for improvements

d. Not effective at all
How effective do you think your country’s OTC drug regulations are?

a) There is no regulation for OTC drugs

b) Very effective

c) There is space for improvements

d) Not effective at all
How effective do you think your country’s Prescription drug regulations are?

a) Very effective

b) There is space for improvements

c) Not effective at all
How often does the regulatory authority update the drug sales regulations?

a) Never

b) Rarely

c) Sometimes

d) Often

e) Always
In your opinion, is a separate list for drug sales beneficial for proper pharmacy
operations?

a) Yes

b) No
How thorough do you think the regular standard inspection from the authority
is?

a) There is no regular inspection

b) Very thorough

¢) There is space for improvements

d) Not effective at all
Would you expect an unusual inspection other than the standard inspection?

a) Yes

b) No
Do you consider according to your experience that the authority is keeping up
to standard in regulating drug sales?

a) Yes



b) No
11. How effective do you think the involvement of regulatory authority for the
clarification of a doubt regarding drug sales regulation?
a) There is no involvement helpline
b) Very effective
c) There is space for improvements
d) Not effective at all
12. Do you store and update register/invoice of the OTC drug sale and usage?
a) Yes
b) No
13. Do you always ensure the validity of the prescription presented to you by
patients?
a) Yes
b) No
14. How strict are the authorities in implementing drug sales regulations in your
country?
a) Very strict
b) There is space for improvements
c) Not strict at all
d) Vary depending upon the situation

SECTION II

15. Is a package leaflet included with all non-prescription medicines and given to
the patient/representative?
a) Yes
b) No
16. Do you always retain the prescription/ copy of prescription in your pharmacy?
If no, why?
17. Do you think it is necessary to retain the prescription?
a) Yes
b) No
18. If yes, why do you think it is necessary to retain the prescription?



Participant Information Letter

A COMPARISON OF THE REGULATORY FRAMEWORKS GOVERNING THE
SALES OF PRESCRIPTION AND OVER-THE-COUNTER (OTC) DRUGS IN
INDIA AND IRELAND.

I would like to invite you to take part in a research study. Before you decide you need to
understand why the research is being done and what it would involve for you. Please
take time to read the following information carefully. Ask questions if anything you
read is not clear or if you would like more information. Take time to decide whether or
not to take part.

WHO | AM AND WHAT THIS STUDY IS ABOUT

My name is Binsa Jose and | am a student doing my master’s in pharmaceutical
business and technology at Griffith College, Dublin. I am doing this study to understand
the effectiveness of drug sales regulation in India and lIreland. The research will
investigate the regulatory policies and laws governing the sale of drugs in these two
nations.

By comparing the regulatory systems for drug sales in India and Ireland, this study aims
to provide valuable insights into the advantages and disadvantages of each approach
while highlighting areas in need of improvement. This study can contribute to the
improvement of public health outcomes by informing policy decisions and guiding
future efforts to strengthen drug sales regulation in both countries. This research project
is termed as a dissertation and holds a very important role in the completion of my
master’s.

If you agree to participate in the study, you will be asked to participate in a Google
Forms survey to complete a questionnaire regarding your country's prescription and
OTC drugs regulations, their gaps and about you practices in terms of drug dispensing.

Your participation is entirely voluntary, and you may withdraw at any time. All
collected information will be kept confidential, and your name will not be associated
with any study results. Your participation may not directly benefit you, but it can
contribute to a greater understanding of OTC drug regulations and their gaps.

WHAT WOULD BE TAKING PART INVOLVED?

If you agree to participate in the study, you will be asked to participate in a Google
Forms survey to complete a questionnaire regarding your country's drug sales
regulations and their gaps. Your expertise is valuable and aids me in comprehending my
research question from an expert's perspective.



A small number of respondents who are interested in providing additional information
will participate in a telephone interview that will be recorded and transcribed with their
permission.

Your participation is entirely voluntary, and you may withdraw at any time. All
collected information will be kept confidential, and your name will not be associated
with any study results. Your participation may not directly benefit you, but it can
contribute to a greater understanding of drug sales regulations and their gaps.

WHY HAVE YOU BEEN INVITED TO TAKE PART?

I have requested you to take part in this research because you are a pharmacist working
either in Ireland/ India who is an expert with in this field.

DO YOU HAVE TO TAKE PART?

Participation in this study is entirely voluntary, and you may withdraw your consent at
any time. You have the absolute right to deny and refuse to answer any questions that
make you uncomfortable, and your decision will have no negative repercussions. In the
event that you need to withdraw from this study, you can reach out to this number: +
353 892259821.

WHAT ARE THE POSSIBLE RISKS AND BENEFITS OF TAKING PART?

Participating in this study carries no risks at all, and we'll keep your confidentiality
secure. If any such situations occur, | can guarantee your complete security. Your
participation, however, could result in generating unbiased survey results for my
research question.

WILL TAKING PART BE CONFIDENTIAL?

Confidentiality will be maintained securely. No institution names or vulnerable
populations are involved in the study. The participation of participants will be
voluntary, and they are free to leave at any time. The audio recordings will be gathered
and stored securely for the research procedure.

HOW WILL INFORMATION YOU PROVIDE BE STORED AND PROTECTED?

The college will securely store my signed consent forms and original audio recordings
until my degree is confirmed. Interview transcripts from which all identifying
information has been removed will be kept for an additional two years. In accordance
with freedom of information legislations, you may access the information you have
provided at any time.

WHAT WILL HAPPEN TO THE RESULTS OF THE STUDY?

The dissertation final research product will be submitted to the college for review and
grading.

WHO SHOULD YOU CONTACT FOR FURTHER INFORMATION?



Ms Binsa Jose
+ 353 892259821

binzzajos@gmail.com



Consent to take part in research

A COMPARISON OF THE REGULATORY FRAMEWORKS GOVERNING THE
SALES OF PRESCRIPTION AND OVER-THE-COUNTER (OTC) DRUGS IN
INDIA AND IRELAND.

The researcher retains one copy signed by both themselves and the participant. The
participant should also receive a copy of the consent form as a record of what they have
signed up to.

- I [ Full name of participant] voluntarily agree to participate in this research study

-l understand that even if | agree to participate now, | can withdraw at any time
or refuse to answer any question without any consequences of any kind

-l understand that I can withdraw permission to use data from my Google forms
and telephonic interview within two weeks after the interview, in which case the
material will be deleted.

- | have had the purpose and nature of the study explained to me in writing and |
have had the opportunity to ask questions about the study
| understand that participation involves providing information and feedback on
the relevant questions asked about my country's drug sales regulations, their
gaps and implementation.

- lunderstand that I will not benefit directly from participating in this research

- | understand that all information | provide for this study will be treated
confidentially

- | understand that in any report on the results of this research, my identity will
remain anonymous. This will be done by changing my name and disguising any
details of my interview which may reveal my identity or the identity of the
people | speak about.

- If conducting interviews by telephone | agree to my interview being audio-
recorded.
| understand that disguised extracts from my interview may be quoted in
everywhere that you plan to use the data from the participant: dissertation,
conference presentation, published papers, ejournals, library, etc.

- | understand that if | inform the researcher that | or someone else is at risk of
harm, they may have to report this to the relevant authorities - they will discuss
this with me first but may be required to report with or without my permission

- | understand that signed consent forms and original audio recordings will be
retained in state location security arrangements and who has access to data until
a specific relevant period for students this will be until the exam board confirms
the results of their dissertation

- | understand that a transcript of my interview in which all identifying
information has been removed will be retained for the specific relevant period-
for students this will be two years from the date of the exam board

- | understand that under freedom of information legalisation | am entitled to
access the information | have provided at any time while it is in storage as
specified above.

-l understand that | am free to contact any of the people involved in the research
to seek further clarification and information.



Researcher Details
Name BINSA JOSE

Degree Programme ~ MSc in Pharmaceutical business and technology

College Details Griffith College ,Dublin
Contact number +353 892259821
Contact mail binzzajos@gmail.com

Signature of participant
[Full Name — Printed]

Signature of research participant

Date

Signature of researcher

| believe the participant is giving informed consent to participate in this study

03/04/2023

Signature of researcher



