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ABSTRACT

DRUGS SALES IN PAKISTAN: AN ANALYTICAL STUDY WITH REFERENCE TO

NATIONAL LEGISLATION & INTERNATIONAL PROTOCOLS

by

Kanwal Saeed

Supervisor: Ms Beenish Aslam

b
N

This dissertation is basically focused on curreEt Pakistani legislation and International
drug protocols. Drug Sale Rules was carried out with the international Good Pharmacy Practices
using Denobedian Model and in second phase of study 13 cases with judgments were critically
analyzed against the Drug Act 1976, recommendations for offences and penalties. all provinces
of Pakistan have the Drug Sale Rules in Practice, these rules specify all the conditions needed for
the distribution, storage and sale of drugs so there is not much uniformity in the Drug Sale Rules

of all provinces.

\

~ A
In the drug courts when sanctions are imposed, they are very linnet and are not serving

N
the objective of deterrence and retributive. The current laws relating to community pharmacies in




Pakistan are inadequate to accommodate the vision of pharmaceutical care and rational drug use

even in the long run

The pharmacy professional association in Pakistan needs to work together with their governing
bodied and other health care associations to define the vision of pharmacy practice in the
country. There is a need of professional definition of drug sales incorporated in the laws that
criticized the core pharmacy activity. The U.K model of service categorization in pharmacies is a
good example for Pakistan. Need of Computerized system available to drug inspectors which
can be used to upload the inspection reports of different pharmacies with biometric data of the
proprietor, person present or qualified persons .this system can be used to communicate with
government annalist, provincial quality control board and other relevant bodies. there is a need to
define Dispensing activity legally as per GPP criterion , Legislation strictly enforced in this
regard sale of prescription drugs without prescription should be considered as serious violation
of laws and must be categorized separately as offence with strict penalty .drug courts play their

role to stop the abuse of drug sales.
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PREFACE

This thesis starts with a brief background of the issue of drug sales practices in Pakistan and
importance of reviewing the current legislation against international standards. Chapter 1 will
elaborate the meaning of drug sales and the relevant terminology used internationally. It will
provide a situation analysis of drug sales in Pakistan and detail the meaning of effective drugs
sales and common malpractices worldwide. The conceptual framework of structure-process-
outcome will also be introduced in first chapter. Chapter 2 will be a review of Pakistan’s
legislation on drug sales. A brief description of the regulations will be provided in this section.
Chapter 3 will detail the critical analysis of Pakistani legislation against the international
standards using the Donabedian model. It will further explore the position of the country against
the guidelines for implementation of GPP in developing countries. Chapter 4 will focus on the
l
critical analysis of 17 case judgments made by the Drug Court, Rawalpindi. Conclusion and

recommendations will be detailed in the chapter 5.
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1.6. Drugs sale outlets

A number of different terminologies are used worldwide to denote the premises where
drugs are being sold. These include medical stores, drug sale outlets, pharmacies, chemist

shops, drug stores, community pharmacies etc.

In Pakistan, pharmacy and medical store both terminologies are used. Pharmacies
are allowed to sale all type of medicines and can do extemporaneous compounding as
well.*! While medical store refers to the place where selective drugs; excluding the

. . 4
narcotics, hormones, steroids and other controlled drugs; can be sold. 2

Worldwide, the term of community pharmacies is more commonly used.
Community pharmacies are the drugs selling outlets along with other service provisions.
Community pharmacies are formally defined as “the area of pharmacy practice in which
medicines and other related products are sold or provided directly to the public from a
retail outlet designed primarily for the purpose of providing medicines. The provision of

medicines may be either on prescription of a health care worker, or over-the-counter”.*’

“'Rule 2(k) The Punjab Drug Rules, 2007.

"Pharmacy means premises where drugs are stored, sold, compounded, dispensed or prepared on
prescription or distributed in case of authorized agent of manufacturer, indenter or importer".

“’Rule 2(h) The Punjab Drug Rules, 2007.

“Medical store means a premises where drugs excluding the drugs specified in the Schedule G are stored,
sold or offered for sale”.

“World Health Organization. "Good pharmacy practice (GPP) in community and hospital settings."
Geneva, WHO ,1996 Available at
https://www.fip.org/files/fip/Statements/latest/Dossier%20003%20total. PDF (last accessed on August 3,
2015)
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In addition, community pharmacies also provide information to patients, health

professionals and public.*

For the purpose of this thesis, the terms medical store, pharmacy, drugs outlet,
drug stores and community pharmacy are considered the same and refer to any outlet

which is selling drugs to public.
1.7. Role of drugs sale outlet in community

Pharmacies are involved in maintaining and improving people’s health by supplying
quality drugs as well as by providing advice and information. WHO in 1994 in its
publication named, role of pharmacist in health care systems,” specified the main
activities of pharmacists being carried out at community pharmacies. These activities are

described below.

Processing of prescriptions: Processing of prescription orders and dispensing is the
prime function at these outlets. This involves verification of the legal status and
therapeutic safety of the prescription, ensuring that the quantities of drugs are dispensed

accurately, with appropriate labels and counseling.*® In many countries, the pharmacy

“World Health Organization. "Good pharmacy practice (GPP) in community and hospital settings."
Geneva, WHO, 1996. Available at
https://www.fip.org/files/fip/Statements/latest/Dossier%20003%20total.PDF (last accessed on August 3,
2015)

“*World Health Organization. The Role of the Pharmacist in the Health Care System. Geneva: World
Health Organization, 1994. Available online at http://apps.who.int/medicinedocs/pdf/h2995e/h2995¢.pdf
(last accessed on August 20, 2015)

“Management Sciences for Health. MDS-3 Managing Access to Medicines and Health Technologies.
Arlington, VA: Management Sciences for Health, 2012. P.30.4.

11




staff is fully aware of the patient’s past and current drug history and, consequently, can

provide essential advice to the prescriber as well.*’

Responding to symptoms of minor ailments: The pharmacies receive requests from
people for advice on a variety of symptoms. If the symptoms relate to a self-limiting
minor ailment, the pharmacy can supply a non-prescription medicine with advice.
Alternatively, the pharmacist may give advice without supplying medicine. When

indicated, they can refer the inquiries to a medical practitioner.*®

Care of patients or clinical pharmacy: The pharmacists’ prime focus is patient care.
They try to integrate information of patient’s history, clarify the patient’s understanding
of the intended dosage regimen and method of administration, and advise the patient of
drug-related precautions, and in some countries, monitors and evaluates the therapeutic

response.49

Extemporaneous preparation: In some countries, including Pakistan, pharmacies are
engaged in the small-scale manufacture of medicines, which must accord with good
manufacturing and distribution practice guidelines. This enables them to adapt the

formulation of a medicine to the needs of an individual patient.”

“BIBLIOGRAPHY \l 1033 World Health Organization. The Role of the Pharmacist in the Health Care
System. Geneva: World Health Organization, 1994, Available online at
http://apps.who.int/medicinedocs/pdf/h2995e/h2995¢.pdf (last accessed on August 20, 2015)

“*World Health Organization. The Role of the Pharmacist in the Health Care System. Geneva: World
Health Organization, 1994. Available online at http://apps.who.int/medicinedocs/pdf/h2995¢/h2995¢ pdf
(last accessed on August 20, 2015)

“Wiedenmayer et al., Developing pharmacy practice: A focus on patient care. The Netherlands: WHO and
FIP, 2006, p. 7.

**Wiedenmayer et al., Developing pharmacy practice: A focus on patient care. The Netherlands: WHO and
FIP, 2006, p. 7.
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Monitoring of drug utilization: The pharmacies also participate in arrangements for
monitoring the utilization of drugs, such as analyzing prescriptions to ensure appropriate

medication decision and monitoring patients’ outcomes or the adverse drug reactions.”’

Health promotion: The pharmacist can also be involved in health promotion activities
both in community and in the pharmacy setting. They can educate people about substance
abuse, drug use during pregnancy, antibiotic resistance, family planning etc. They may
also participate in the national campaigns like the Expanded Program on Immunization,

and tuberculosis, drug addiction, malaria, HIV/AIDS and blindness programs.>

1.8. Drug sales in Pakistan

Majority of people in Pakistan buy drugs from privately owned medical stores in the
country>. Medical stores are the major source of drug distribution and cater the drug
needs of over 80 percent of the population worldwide.> They are used as source of drugs,
consultation and information. There are more than 60000 drugs sale outlets in the

country.5 >

*'What are Drug Utilization Reviews. Available at HYPERLINK
"https://www.prxn.com/docs/PRxN%20DUR.pdf" (last accessed on November 4, 2015)

2 BIBLIOGRAPHY \l 1033 World Health Organization. The Role of the Pharmacist in the Health Care
System: Geneva: World Health Organization, 1994, Available online at
http://apps.who.int/medicinedocs/pdf/h2995e/h2995¢e.pdf (last accessed on August 20, 2015)
>BIBLIOGRAPHY \I 1033 Rabbani, F, et al. "Behind the Counter: Pharmacies and Dispensing Patterns
of Pharmacy Attendants in Karachi." Journal of Pakistan Medical Association 51-(2001): 149-154.
**McCombie, SC. "Treatment for seeking malaria: A review of recent research." Social Science and
Medicine 43, no. 6 (1996): 933-945, :

55Hussai, A, et al. A Literature Review: Pharmaceutical Care an Evolving Role at Community Pharmacies
in Pakistan. Pharmacology & Pharmacy, 4 (2013): 425-430
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A medical store or pharmacy owner has to obtain a license for opening a drug sales outlet
in the country.>® Laws and regulations are in place to assure the quality of medicines
provided at these outlets. Under the devolved health sector, regulation of drugs’ sale is
provincial government’s responsibility in Pakisfan”. The legal regime for drug sales
includes the Drugs Act, 1976, the Pharmacy Act, 1967, the DRAP Act, 2012 and the

provincial drug sales rules.

Despite the availability of laws and rules, the drug sales practices in Pakistan are
very dismal®®. A recent study concluded that noné of the medical stores in Pakistan fully
meet the legal requirements for drug sales™. Another study reported that less than 20 %
of the drug outlets meet the licensing requirements.®® Less than half of the outlets have
the proper storage facilities for drugs which is a grave risk to the quality of drugs.®' Sale
of drugs without prescription is very common and leading to drug abuse and antibiotic

resistance®”. Pharmacist or other qualified dispensers are not available at majority of

*Section 14, The Punjab Drug Rules, 2007

“The licensing authority may issue a licence of a pharmacy or a licence of a medical store.”

*’Secction 6, The Drugs Act, 1976

“The Provincial Governments shall -regulate the sale of drugs in the prescribed manner and may for that
purpose make such orders, and issue such directions to the importers, manufacturers, stockists, retailers or
other dealers of drugs, as they may deem fit.”

**BIBLIOGRAPHY \l 1033 Rabbani, F, et al. "Behind the Counter: Pharmacies and Dispensing Patterns
of Pharmacy Attendants in Karachi." Journal of Pakistan Medical Association 51 (2001): 149-154,
*BIBLIOGRAPHY \l 1033 Hussain, A, Ibrahim, MIM, and Babar, ZU. "Compliance with Legal
Requirements by Community Pharmacies in Pakistan: a cross sectional survey." International Journal of
Pharmacy Practice 20 (2012): 183-190.

®Butt, ZA, et al. “Quality of Pharmacies in Pakistan: A Cross-sectional Survey.” International Journal for
Quality in Health Care 17. No. 4 (2005): 307-313.

®BIBLIOGRAPHY \l 1033 Hussain, A, Ibrahim, MIM, and Babar, ZU. "Compliance with Legal
Requirements by Community Pharmacies in Pakistan: a cross sectional survey." International Journal of
Pharmacy Practice 20 (2012): 183-190.

*The Drugs Act, 1976
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outlets, although the store is licensed in the name of that person.®® Further, it is a common
practice to not counsel patients on drug use. It is reported that a major fraction of patrons
using these pharmacies don’t even know how to use the medicines after they have

bought.**

This poor quality of pharmacy services in Pakistan is leading to extensive
morbidities and waste of resources in an already resource constrained setting. All of the
technical, pharmaceutical, research and financial resources which brought the drug to

treat a particular condition go in vain if dispensing/sales of drugs is erroneous.®’

Considering the context, it is important to explore the reasons of these
malpractices even in the presence of legislation and law enforcement bodies. The first
step in this regard can be to analyze the current legislation on drug sales in Pakistan and
compare it with internationally set standards. It is worth exploring the flaws in the

legislation which are leading to extensive malpractices in the country.
1.1. Conceptual Framework for Drug Sales

The sale of drugs is not a simple activity.66 It is a health service delivery and needs to be

analyzed in broader perspective using a special analytical framework. Different models®’

®BIBLIOGRAPHY \l 1033 Hussain, A, Ibrahim, MIM, and Babar, ZU. "Compliance with Legal
Requirements by Community Pharmacies in Pakistan: a cross sectional survey." International Journal of
Pharmacy Practice 20 (2012): 183-190.

64BIBLIOGRAPHY \l 1033  Hussian, A and Ibrahim, MIM, “Knowledge Level of Patrons Attending
Community Pharmacies in Pakistan: Is It a Threat to Rational Use of Drugs,” HealthMed 5, No. 4 (2011):
819-825.

®BIBLIOGRAPHY \I 1033 Management Sciences for Health. MDS-3 Managing Access to Medicines and
Health Technologies. Arlington, VA: Management Sciences for Health, 2012. Available at HYPERLINK
"http://www.msh.org/sites/msh.org/files/mds3-jan2014.pdf* (last accessed Sep 3™, 2015).
**BIBLIOGRAPHY \I 1033 Management Sciences for Health. MDS-3 Managing Access to Medicines and
Health Technologies. Arlington, VA: Management Sciences for Health, 2012, p. 30.2
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dispensing equipment. It also includes the qualities of human resource, their qualification,

knowledge and experiences’".
1.1.2. Process

Process includes all actions to deliver health service. In the context of drug sales, the
process refers to two types of activities going on in the pharmacies. Firstly, the
dispensing process and then all the services other than dispensing being carried out at
pharmacies. The services other than dispensing include procurement of drugs, record

keeping, maintaining storage conditions etc.

The term dispensing includes all the activities which are carried out from
receiving an order for drugs to the issuance of drugs with sufficient counseling”.
Dispensing includes the preparation and transfer of a medication for a client, taking steps
to ensure the therapeutic suitability of the medication for its intended use, and taking

steps to ensure its proper use by issuing medicine with clear instructions to its users’”.
1.1.3. Outcomes

Finally, outcomes are the effects of service on patients and populations’*. These are the

most important indicators of quality focusing on the primary goal of any health service.

71Donabedian, A, "The quality of care: How can it be assessed?" Journal of American Medical Association
60, no. 12 (1988): 1743-1748.

BIBLIOGRAPHY \l 1033 Management Sciences for Health. MDS-3 Managing Access to Medicines and
Health Technologies. Arlington, VA: Management Sciences for Health, 2012.p. 30.2

”ponabedian, A, "The quality of care: How can it be assessed?" Journal of American Medical Association
60, no. 12 (1988): 1743-1748.

"Donabedian, Avedis. "The quality of care: How can it be assessed?" Journal of American Medical
Association 60, no. 12 (1988): 1743-1748.
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absence of drug sale purchase records, unregistered drugs, and illegal advertisement of

offer of treatment for different disease.

Table 13: Lahore High Court Judgments

Sr.N Accused Offences U/S and in Punishab penalty Date
o words le U/S
1% Owner of 24 different | 23(1)( 27 Imprisonment  five | 14,jan
Drug drugs years 2012
manufacturing substandard ) .
factory Fine 1 million rupees
Manufacturing 73 Refusal of bail
and packing
substandard
drugs
2% | Sajid clinic 4 spurious and six 27(1) | Fine 2 lac rupees 3,Nov
and Bismillah misbranded and . 2011
Zacha Bacha unregistered drugs Grant of bail on
Center 23(1)(a)(vii) furnishing of security
34 Owner of Unregistered Drugs, 27(4)(1) | Fine 10,000 rupees | 20,june
medical store medicine kept at high each 2012

temperature, expired
medicines, misbranded
medicine, medicine
without warrenty,non
availability of sale
purchase record of drugs
and absence of qualified
person,
23(D)(a)(iii)(vi)(vii)(x),23(
(k)

Further fine of five
thousand each in case
of default and six
months simple
imprisonment in case
of default

223
224
225

2012YLR1143Javed Robert and others vs the State
2013MLD142Miran bakhshand six others vs Ali Muhammad
2012 PCR.U1473 Shahid Siddique and others vs the State

65







67

Sr. | Accused | Offenses U/S and in words | Punish Penalty Date
No able
U/S
3 Proprietor | 11 different | 23 (1) (i) | 27 (4) o Imprisonment till the rising of | Mar
28 | of Medical | drugs: court ch,
Store Unwarranted o Fine: Rs. 40000 or in default he | 2015
11 different | 23 (1) (a) shall further undergo two months
drugs: Expired (vi) S.L.
Sale of drugs |23(1)(a) e The case property be confiscated
without qualified | (x) in favor of the state and be dealt
person according to rules.
Record of [ 23 (1) (c)
controlled drugs
not maintained
AC was not|23(1)(c)
installed
Qualified | Failure to |23 (1) (a) | 27 (4) e Imprisonment till the rising of
Person supervise sale of | (x) court
of Medical | drugs eFine: Rs. 20000 or in default he
Store shall further undergo two months
S.IL.
Sr. Accused Offenses U/S and in words Punisha Penalty Date
No. ble U/S
4 | Proprietor | 6 different 23 (1) (@) [ 27 (1) e R.] for 25 days Oct,
229 | of Medical | unregistered drugs | (vii) « Fine: Rs. 40,000 or in default he 2014
Store shall further undergo four months
S.L
Expired drugs 23 (1) (a) | 274) o Imprisonment till the rising of court
(vi) » Fine: Rs. 20000 or in default he
Without warranty | 23 (1) ()

%28 Case No. Judl/3266/DC/Rwp/15
* Case No. Judl/3075/DC/Rwp/14

67










70

Cold chain was
not maintained

23 (1) (a)
)

shall further undergo two months
S.L

Sr. | Accused | Offenses U/S and in words | Punish Penalty Date
No able .
. U/S
9 Proprietor | Misbranded 23 (1) (@) |27 (4) ¢ Imprisonment till the rising of Sep,
24 | of Medical | drugs (iii) court 2015
Store Expired drugs 23 (1) (a) e Fine: Rs. 35,000 or in default he
1 (vi) shall further undergo two months
Sale of drugs 23 (D) (c) S.L.
without qualified » The case property be kept intact
person and till the arrest of co-accused
and produced in court.
10 | Proprietor | Unregistered 23 (1) (@) | 27 (1) o Imprisonment till the rising of Oct,
25 | of Medical | drugs (vii) court 2013
Store Sale of drugs |23 (1)(c) |27 (4) e Fine: Rs. 30,000 or in default he
without Drug shall further undergo three
Sale License months S.I.
Un  warranted | 23(1) (i) o The case property be kept intact
drugs and till the arrest of co-accused

and produced in court.

All of the above mentioned cases were prosecuted by the Provincial Inspectors of Drugs

after the approval of provincial quality control board. A total of 14 individuals were

prosecuted in these 10 cases, decisions were taken against 12 while for remaining two the

decisions were pending. Seven cases were from the medical store, one from pharmacy,

one from a clinic and one from a diagnostic center. Proprietors of all 10 outlets were

under prosecution while two qualified persons and two present persons at the time of raid

were also prosecuted.

34 Case No. Judl/3229/DC/Rwp/15

% Judicial No. 2892/DC-RWP/13
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75

unwarranted drugs and absence of a valid drug sale license at a clinic. case no 4 is based

on supplying of spurious Drugs
Case summaries

Case *°®: The Provincial Inspector of Drugs inspectéd a drug sale outlet recovered drug
which he suspected as spurious. He collected the sample of drug and sent to the drug
testing laboratory according to the legal procedures. The drug was later declared as
épurious by the drug testing laboratory. The Drug Inspector referred the case to the
Provincial Quality Control Board (PQCB) to lodge FIR against the accused. The PQCB
allowed Drug Inspector for prosecution against the accused. However, the accused
claimed that a fake case was launched against him. During the case proceedings in the
Drug Court, it was proved that PQCB has not properly scrutinized the case and allowed
the Drug Inspector to prosecute the accused in a.stereotype manner. The drug inspector
had installed a witness, protocols of test were not provided in the report of Government
Analyst, specifications of drug were not available with Government Analyst to declare it
as spurious, and sample was not sent to manufacturer of drug. Considering the legal

flaws, the drug court acquitted the accused of the complaint.

Case 11*°: The complaint was filed by the Drug Inspector who had inspected the
premises of the accused, a clinic. The accused could not provide the warranty for 23
different drugs and failed to produce the valid drug sale license. The drug inspector

referred the case to the District Quality Control Board (DQCB) for permission to

238

Case No. Judl/3157/DC/Rwp/14
% Case No. Judl/3071/DC/Rwp/14

75

























83

Drug inspectors should use smart and innovative techniques to monitor the storage
conditions at pharmacies. Special thermometers with a function of recording history need
to be installed at all the community pharmacies. Such thermometers must be inspected by
drug inspectors to assess the storage conditions at the premises. Pharmacy inspection
reports can be made public, to help people choosing the right pharmacy. This can build a

healthy competition among pharmacy owners to maintain quality standards.

Availability of competent qualified staff is a major issue in community
pharmacies in Pakistan. Legislation needs to be strictly enforced in this regard. Stricter
penalties should be imposed on those qualified pérson who do not supervise the sale of
drugs. They must be held accountable for all the offenses. Pharmacists should be offered
reasonable incentives for working as community pharmacists. The legislation in Pakistan
does not specify the qualification or training of other people working at the pharmacies in
contrast to UK where a detailed profile of all pharmacy staff should be maintained with
job descriptions and submitted to the law enforcement bodies. There should be minimum
criteria of knowledge and competence for all people working at pharmacies. Protocols
need to be established for continuing education of pharmacist and other pharmacy staff to

meet the needs and challenges of the profession.

Dispensing activity should be defined legally as per GPP criteria. The definition
must differentiate dispensing from mere sales of items. Clear steps need to be laid down
with SOPs and expected quality standards. Flow charts and pictograms can be supplied

to community pharmacies to assist implementing the standard procedures. Pharmacy
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