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ABSTRACT 

Medicines constitute an important component of health care systems worldwide. Therefore, 

inefficiencies in governance of pharmaceutical system negatively affect health outcomes and 

access to essential medicines particularly in developing countries. The primary objective of the 

study is to measure the level of transparency and vulnerability to corruption in three functions of 

the pharmaceutical system (registration, licensing and inspection) in the Gaza Strip (GS). The 

second objective is to introduce a comparative analysis that highlights the position of the 

Palestinian pharmaceutical system in the GS compared to some other developing countries who 

conducted the same assessment.  

Standardized questionnaires adapted from the World Health Organization (WHO) assessment tool 

was used in conducting 48 semi-structured interviews with 37 Key Informants (KIs) in the public 

and private pharmaceutical system. The responses to the questions were rated and then converted 

to numeral scores. The lower scores suggested greater vulnerability to corruption while the higher 

scores suggested lower vulnerability.  

The results showed that the registration process scored 4.83, the licensing of pharmaceutica l 

establishments scored 5.33 and the inspection of pharmaceutical establishments scored 3.68. The 

average score for the three functions was 4.61. This score is one of the lowest among the compared 

countries and it means that the pharmaceutical sector in the GS is moderately vulnerable to 

corruption. The low scores in the three functions can be attributed to a number of lapses in the 

good governance for medicines mechanisms including the lack of national drug policy; the absence 

of a basic drug law; a very antiquated drug legislation; fragmentation of drug regulatory functions 

between different bodies within the Ministry of Health (MOH); lack of adequate financial and 

human resource; lack of sufficient operational and functional committees responsible for decision 

making in different functions; lack of standard operating procedures (SOPs) and guidelines for all 

functions; lack of a conflict of interest policy; lack of independent appeal system; and finally weak 

law enforcement. 

In order to ensure transparency and accountability and to promote good governance in the public 

pharmaceutical sector in the GS, two steps are required: first, legislative and administrat ive 

reforms. This include revision and adjustment of existing laws, policies, administrative structures 

and processes. Second, law enforcement through strong and efficient management systems. 
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 الملخص 

. لذلك فإن أي ضعف في كفاءة االدارة العالم دولنظمة الرعاية الصحية في كافة أساسية في المكونات األتعتبر األدوية إحدى 

 امية. النتائج الصحية وخاصة في الدول الن حصول المواطن على األدوية األساسية مما ينعكس عل الرشيدة للدواء قد يؤثر سلبًاعلى

 هذه مستوىل ما شاماليالقطاع الصيدالني العام في قطاع غزة حيث تقدم تقي في افيةالشفساسي الى تقييم ة بشكل أتهدف هذه الدراس

 الترخيص ،الصيدالنية تالمستحضرا يلتسج وهي الصيدالني القطاع في أساسيةثالث وظائف  في للفساد قابلية التعرضوالشفافية 

لى تقديم تحليل مقارن يوضح موقع القطاع الصيدالني الفلسطيني العام في قطاع غزة إنها تهدف إكذلك ف .الصيدالني والتفتيش

 جرت نفس التقييم. أبالمقارنة مع بعض الدول النامية األخرى والتي 

مشاركًا من ذوي الخبرة بالعمل الصيدالني تم انتقائهم من القطاعين العام  37مع  مقابلة 48جراء إعن طريق تم جمع البيانات 

وقد حولت ل منظمة الصحة العالمية قب من المعتمدة المرجعية التقييم أداةباستخدام استبيان معياري تم اقتباسه من والخاص وذلك 

، حيث أن للفساد للتعرض قابليته توضح محددة رجةد على لمجا لك ليحص بحيثدرجات إلى  عليها لالحصو تم التي النتائج

 الدرجة المتدنية تعني قابلية عالية للتعرض للفساد في حين أن الدرجة العالية تعني قابلية قليلة للتعرض للفساد. 

، 5.33، وحصول مجال الترخيص على درجة 4.83حصول مجال التسجيل الدوائي على درجة إلى  الكمية المعطيات أشارت و

والتي تعتبر واحدة من أقل  4.61. ويبلغ معدل الدرجة للمجاالت الثالثة 3.68وحصول مجال التفتيش الصيدالني على درجة 

ن درجة القابلية للتعرض للفساد في القطاع الصيدالني أيعني الدرجات التي تم الحصول عليها بالمقارنة مع الدول األخرى. وهذا 

لى وجود عدد من الفجوات إويرجع تدني الدرجات في المجاالت الثالثة التي تم دراستها . طةالعام في قطاع غزة هي درجة متوس

ي ساسأعدم وجود سياسة دوائية وطنية، عدم وجود قانون دارة الرشيدة للدواء في قطاع غزة ويمكن تلخيصها كالتالي: في اإل

ة ظيم الدواء بين عدة أجسام في وزارنتقسيم المهام الالزمة لتللدواء والصيدلة، األنظمة والتعليمات السارية قديمة وغير محدثة، 

لجان لا وجود نقص فيمكانيات المادية، نقص الكوادر والكفاءات المدربة، ضعف اإلالصحة مع ضعف التنسيق بين هذه األجسام، 

ض ررشادية للتصريح عن تعاإوجود أدلة ، عدم ت تشغيل معيارية، عدم وجود اجراءااتخاذ القرارمسئولة عن الفعالة والفنية ال

 .وكذلك الضعف في فرض سيادة القانون عدم وجود نظام مستقل لتقديم الشكاوىالمصالح، 

طوتين خني العام في قطاع غزة يلزم دارة الرشيدة للدواء في القطاع الصيدالوتحسين اإل افية والمساءلةرفع مستوى الشفومن أجل 

. راءاتاإلجداري. ويشمل ذلك مراجعة وتعديل القوانين، السياسات، الهيكليات و ح القانوني واإلصالساسيتين: األولى وهي اإلأ

 إداري قوي وفعال.ن من خالل نظام وهي فرض سيادة القانووالثانية 
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CHAPTER 1 : INTRODUCTION 

1.1 Background 

Medicines are a very important component of any health care system worldwide. By integrat ion 

with other health care services, they can reduce morbidity, mortality rates and enhance the quality 

of life (World Health Organization (WHO), 2009a). Therefore, access to the essential medicines 

is one of the six building blocks of any health care system (WHO, 2010a), and is increasingly 

being considered an essential human right (Hogerzeil, 2003). That is why ensuring availabil ity 

and accessibility of safe, effective and affordable drugs is a critical public policy goal considered 

by every country (WHO, 2001).  

The pharmaceutical sector is highly complicated and is made up of multiple core functions (Cohen 

et al., 2002). The key functions are clinical trials, medicine manufacture, registration, licensing, 

inspection, selection, procurement, distribution, promotion in addition to prescribing and 

dispensing (Cohen et al., 2002; Cohen et al.,2007a; WHO, 2009a). However, to ensure access to 

good quality medicines, the structures and procedures involved in all of these functions must work 

optimally. Therefore, governments are responsible for the protection of their citizens. This can be 

achieved by the establishment of strong National Medicine Regulatory Authorities (NMRAs) as 

well as integrated pharmaceutical policies to ensure effective regulation of the medicines 

manufacture, trade and use (Rägo and Santoso, 2008; Fefer, 2012). However, without 

transparency, an accountability framework and without clear procedures and criteria for decision 

making; public officials could deviate from norms and regulation and the pharmaceutical sector 

can be vulnerable to corruption (Cohen et al., 2007a; Cohen et al.,2007b). 

Through their projects to improve governance of the pharmaceutical sector, global organizations 

such as the WHO, the World Bank (WB) trying to tackle corruption in different countries by 

assessment and improvement of transparency and accountability in pharmaceutical sector (Kohler 

and Ovtcharenko, 2013). The WHO has developed the manual for measuring the level of 

transparency to improve good governance in the public pharmaceutical sector (WHO, 2009a) 

which is considered the first phase of WHO the Good Governance for Medicines (GGM) program 

(Baghdadi-Sabeti and Serhan, 2010). However, little is known about the level of transparency and 

accountability for different functions of the Palestinian pharmaceutical sector in the Gaza Strip 

(GS) such as drug registration, licensing and inspection etc. This study assesses the level of 

transparency of the public pharmaceutical sector in the GS; provides an alarm about the vulnerab le 

points where corruption can occur if suitable measures are not taken as soon as possible, focusing 

on the position of Palestine in relation to other developing countries.  
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1.2 Research Problem 

Pharmaceuticals are a critical product with generally high demand in the health system (WHO, 

2010a). At the same time, the drug business is considered the source of livelihood for many 

individual and corporate, as it produces attractive returns for those involved in the trade (Diack et 

al., 2010). Given the large financial volume of the market, the potential for corruption is high. 

That is why the pharmaceutical sector is highly regulated by the government; in order to ensure a 

well-functioning pharmaceutical market that provides the availability of safe, effective and 

affordable drugs and minimize the risks on patients from ineffective or contaminated drugs 

(Cohen et al., 2007a; Cohen et al.,2007b). 

The literature identifies the government key functions where decisions about market access and 

purchasing are made; these functions should work optimally in order to achieve a well performing 

pharmaceutical market. Ensuring transparency and accountability of these functions is required to 

improve governance of the pharmaceutical system (Cohen et al., 2007a; Cohen et al., 2007b). 

In the GS, there are no published data assessing the level of transparency and accountability of 

the public pharmaceutical sector and its importance in improving governance of the sector. 

The exceptions in this field were a report issued by the coalition for accountability and integr ity 

(Aman) in February 2012. This report described the situation of accountability and integrity in 

both food and drug sector (Harb, 2012). In addition, the discussion paper addressing the 

assessment of governance and corruption in the pharmaceutical sector in different low and middle -

income countries. This paper was published by the WB in 2010 and included the West Bank 

(WBK) and the GS as representatives of the Middle East region. However, in addition to the time 

interval between the two assessments, that assessment used a generic tool in its diagnostic 

approach. It provided a basis for the analysis of potential causalities for different symptoms of the 

dysfunction in the pharmaceutical sector. The main areas it covered were: pharmaceutical market; 

pharmaceutical policy and regulation; public and private drug expenditure; drug pricing; 

purchasing; procurement and reimbursement; service delivery and logistics; industry and trade 

and rational use of drugs. On the other hand, the WHO assessment tool -used in this study- offers 

a standardized instrument to assess transparency and vulnerability to corruption at each of several 

key decision points in the pharmaceutical sector. In addition, data collection for the assessment 

required structured interviews with different stakeholders. Therefore, it provides a comprehensive 

assessment of the entire pharmaceutical sector. Moreover, it allows the comparability of results 

between different countries (Diack et al., 2010). 
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1.3 Justification 

This study will assess the level of transparency of the Palestinian pharmaceutical sector in the GS, 

focusing on the position of Palestine in relation to other developing countries. It will provide a 

basic knowledge about the depth, the degree and the causes of poor transparency and 

accountability. It will be considered the first step for opening an informed dialogue between 

different stakeholders including policy makers to promote governance and integrity of 

management practices in the sector. In addition the in-depth analysis will help to arrange prioritie s 

and provide policy recommendations to introduce improvement to the pharmaceutical sector. 

Therefore, this study will mark the first step in an effort to increase transparency and 

accountability of the pharmaceutical sector in the GS.  

This study does not intend to provide evidence for the presence of corruption; but, it can be 

considered as “red flags” for policy makers regarding the significance of applying certain 

measures and actions to improve governance. By these measures; better access for medicines 

could be achieved. 

1.4 Study Objectives 

1.4.1 General Objective 

To assess the level of transparency and potential vulnerability to corruption in the public 

pharmaceutical sector in the GS. 

1.4.2 Specific Objectives  

1. To investigate the perceptions of pharmaceutical policy makers and other stakeholders 

about the degree of transparency and accountability in the procedures and structures of the 

registration, licensing and inspection processes in pharmaceutical sector in the GS. 

2. To determine the weak points in these processes that are vulnerable to corrupted practice.  

3. To compare transparency and accountability of the public pharmaceutical sector in the GS 

with other developing countries. 

4. To propose recommendations that can help policy-makers and implementers to improve 

transparency and accountability of the public pharmaceutical sector in the GS.  

1.5 Research Questions 

1. What is the degree of transparency and accountability of the registration, licensing and 

inspection processes in Palestinian’s NMRA in the GS? 

2. What are the weak points in these processes that are vulnerable to corrupted practices? 

3. How is the GS performing in terms of good governance in its pharmaceutical sector 

compared to other developing countries? 
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4. Based on the analysis, what are the next steps that should be taken for improvement? 

1.6 Conceptual Framework 

In this part, the researcher describes the dimensions of transparency and accountability/ 

vulnerability to corruption in the selected area of the public pharmaceutical system. These 

dimensions are represented conceptually by two main categories; leading factors and possible 

effects (Figure 1.1). Then, each part included is further described and summarized as a framework 

to be a guide to the research process, and to clear the vision to the reader. 

A. Reasons "Leading Factors" 

According to WHO (2009a) a NMRA must be established to regulate medicines, and it 

should have at least the following essentials to carry out its function effectively. 

1. Legislation and Regulations 

Legislation forms the basis for medicine regulation. The legislation gives the authority power 

to regulate medicines. While regulation enable the authority to implement the provisions of 

the legislation and carry out the different functions. Legislation must be enforceable, 

regularly updated and cover all medicinal products, as well as related manufacture and trade 

activities, in the public and private sectors (WHO, 2003; Rägo and Santoso, 2008; WHO, 

2009a). 

 

Figure 1.1: Conceptual Framework. 

2. Official Organizational Chart (Organigram) 

The presence of an official organizational chart will help to enhance transparency and 

accountability of the regulatory system. Therefore, a national regulatory authority should 
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have an official organizational chart, which shows the various departments within the 

authority, the names of the officials supervising them as well as their contact address (WHO, 

2009a).  

3. Quality Management Manual (Framework) 

The NMRA should define the vision, mission, and objectives of the authority functions. In 

addition, it should develop a quality management manual which determines responsibilitie s, 

policies, procedures, processes, standards and resources required for delivery of transparent 

and accountable medicine regulatory services. In addition, it should have a staff development 

program (WHO, 2009a). 

4. Qualified and Trained Staff 

People with specialized knowledge and skills are required to manage medicine regulation. 

Therefore, there should be written criteria for recruitment as well as a mechanism for human 

resource development, to obtain qualified and well-trained staff. Furthermore, the staff 

should be well paid as medicine regulation involves various stakeholders with commercia l 

interests (WHO, 2009a). 

5. Tools 

The presence of appropriate tools helps to ensure more transparent regulatory process as well 

as more predictable application of regulatory decisions. Therefore, appropriate tools such as 

standards, guidelines and procedures as well as criteria for decisions should be developed 

and are made publicly available to all stakeholders. Moreover, the same standards and 

guidelines should be applied to all clients (WHO, 2003; Rägo and Santoso, 2008; WHO, 

2009a). 

6. Appeal and Complaint System 

The NMRA should establish an appeal system for clients as well as a public complaint 

mechanism to ensure that there is transparency and accountability in the system. As well that 

there is a rule of law and fairness in the regulatory decision making process (WHO, 2009a). 

7. A Two Way Communication System 

A communication system between the regulatory authority with both clients and consumers 

should be established to enhance transparency and to ensure public protection (WHO, 

2009a). 
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8. Audit, Monitoring and Evaluation System 

To ensure that the objectives set are achieved, the authority should introduce self-assessment 

programs for monitoring and evaluation of implementation (WHO, 2003; Rägo and Santoso, 

2008; WHO, 2009a). 

B. Effects of Transparency 

This study will assess transparency in the pharmaceutical sector based upon Cohen et al. 

(2007a) equation: monopoly + discretion – accountability – transparency = corruption. It 

means that if we can improve transparency and accountability of the sector so we can 

decrease the level of corruption achieving good governance. The comprehensive and well-

functioning pharmaceutical system will be able to ensure the provision of safe, effective and 

affordable medicine. 

1.7 Context of the study 

1.7.1 The GS Demographic, Social and Economic Characteristics 

The GS is the southern district in the Palestinian National Authority (PNA) territories, located in 

the south-west of Palestine and is situated along the Mediterranean Sea with an area of 365 km2. 

The population density in the GS is one of the highest in the world, with a population estimated by 

about 1,701,437 inhabitants in the mid-year of 2013, sixty seven (67%) of them are refugees. The 

average annual growth rate 3.44, and life expectancy rate 72.3 years (71.0 years for males and 73.8 

years for females). Educational and literacy standards remain relatively good. In 2013 the literacy 

rates was 96.4 (98.3 for males and 94.5 for females). The GS population spread over five 

governorates; North Gaza, Gaza City, Mid Zone, Khan Younis and Rafah. The poverty rate among 

the GS population reached about 38.8%. The gross national income per capita 1,120.5 USD which 

categorizes it as a lower-middle income economy (Palestinian Central Bureau of Statistics (PCBS), 

2013). 

1.7.2 Political Situation  

The GS is -at least indirectly- still falling under the Israeli occupation. This contributed to several 

factors causing severe deterioration in the humanitarian, economic and social conditions, leading 

to crisis in many vital sectors, one of the most important is the health sector (Middle East Council 

of Churches, 2010; Health Cluster, 2014).  

During the 1990s, Paris Protocol, an annex to the Oslo Accords were signed between the Israeli 

government and the Palestinians. This Protocol outlined the future financial relations between 

Israel and the PNA placing them under the same taxation envelope. On paper, the Protocol ensures 

that pharmaceutical products enjoy free flow between the two sides. In fact the application of the 
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protocol is one-sided. Palestinians are prevented from free exporting of goods, while the free flow 

of Israeli pharmaceuticals to the Palestinian territories -the GS and the WBK- continued. As a 

result, all pharmaceutical products that is registered by the Israeli Ministry of Health (MOH) in the 

Occupied Palestinian Territories (OPT) can be marketed in the PNA territories without registration 

in the Palestinian MOH. Only in the past few years, the Palestinian MOH has asked Israeli 

manufacturers to register their products. However, at the present, there are no restrictions on Israeli 

pharmaceutical sales on the Palestinian market as the registration process require several years to 

complete (Almi, 2012; Anderson and Cooper, 2014). At the same time Paris Protocol is considered 

one of the main obstacles facing trade and competition; companies that are registered in Israel are 

the only source for drugs to be purchased to the GS. This means the exclusion of the whole Arab 

market as well as the cheap generic drugs manufactured mainly in India and China. The lack of 

real competition in the GS pharmaceutical market is one of the main factors leading to the high 

price paid for medicines (Almi, 2012; Anderson and Cooper, 2014). In addition, since 2006 

election, Israel has imposed an illegal siege on the GS; restrictions on people movement, closur es 

of crossings and preventing the free flow of goods to the GS. This siege was intensified by closures 

of the Rafah crossing by the Egyptian authorities as well as the international community boycotts 

of the Hamas government (Anderson and Cooper, 2014(. 

The closure of the GS has resulted in shortages of medicines and medical disposables, many 

services and life-saving treatments are not available to Palestinians inside Gaza and a high number 

of patients are referred outside the GS for specialized care although the movement of people out 

of GS is heavily restricted (Health Cluster, 2014). 

In addition, by sealing the strip, very few health professionals have been able to leave the Strip for 

training. Therefore, pharmaceutical technical and postgraduate training is almost not available 

there. The isolation from the international community severely undermining the pharmaceutica l 

staff ability to provide effective and high quality health care (WHO, 2010b).  

Such Israeli restrictions on trade as well as people movement in and out of the GS, encouraged the 

Palestinians to dig long and deep tunnels. A wide variety of goods including drugs were transported 

through these tunnels. Therefore, Prior to July 2013 drugs were brought from Egypt through 

tunnels. This continued until Israel and Egypt fought these tunnels (Anderson and Cooper, 2014(. 

Moreover, this critical situation in the GS -particularly for the health sector- was worsened by the 

internal Palestinian political, geographic and administrative conflict. The last few days of August 

2008 was a turning point in the performance of the MOH and the overall performance of the 

governmental health services in the GS. During the health strike from 30 August to end December 

2008, an estimated 1750 doctors, pharmacists, nurses and non‐ clinical staff from MOH facilit ies 

went on strike. Many of them have not returned to their work while their jobs were filled by new 
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recruited people. Adding, the politically-driven changes of senior personnel had severely affected 

the management and leadership of the MOH, while professional training and development has been 

seriously missed (WHO, 2008a; WHO, 2010c). In 2008–2009, The MOH has made encouraging 

progress in promoting the development of the health sector. However, in the GS, health services 

have continued to deteriorate because of the benefits have been limited so far solely to the WBK.  

Closure, political split with Ramallah and the three previous Israeli attacks against Palestinians in 

the GS making standards of care to be lower than acceptable (WHO, 2009b; WHO, 2010c). 

1.7.3 Health Care System in the GS 

The Palestinian health care system in the GS provides primary, secondary and tertiary health care 

services. Health care is provided through a fragmented and pluralistic system. It comprises five 

main providers; the MOH, Ministry of Interior, United Nation for Relief and Working Agency for 

Palestinian Refugees (UNRWA), Non-Governmental Organizations (NGOs), and Private for-

profit providers ( MOH, 2013; Health cluster, 2014). With the presence of multiple health service 

providers, there are many challenges in the provision of a well-coordinated, unified health services 

during normal situations and frictions will exacerbate during emergencies (Health Cluster, 2014). 

The governmental sector tolerates the largest proportion of expenditure on health services provided 

to the population in the Palestinian territories. Where spending on health in terms of the total 

expenditure as a percentage of gross domestic product was 15% and constitutes the highest in the 

Arab countries (MOH, 2014). MOH is the main health care provider for the primary health care, 

secondary and some tertiary services for the whole population, other advanced medical services 

are purchased from NGOs and private sector, or overseas countries through referral abroad. 

According to PCBS report in 2013 MOH provides health insurance coverage for 96.7% of the 

population in the GS. 

UNRWA provides primary health care services only for refugee population, and purchases some 

secondary for the hardship cases. The private for-profit health sector also provides the three levels 

of care through a wide range of practices (WHO, 2005). 

1.8 Operational Definitions 

Accountability 

Is defined as “the obligation on the part of public officials to report on the usage of public resources 

and answerability for failing to meet stated performance objectives” (Armstrong, 2005). 

Bribery 

Refers to the action of offering someone money, services or other valuables, in order to influence 

him to do something for you. Therefore, bribery is considered a form of corruption (WHO, 2009a).  
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Conflict of Interest (COI) 

It means that the expert or his/her partner, or the administrative unit with which the expert has a 

work relationship, has a financial or other interest that could influence the expert’s judgment, 

objectivity and independence (WHO, 2009a). 

Corruption 

Is defined by the WB as “the abuse of public office for private gain” and by Transparency 

International as “misuse of entrusted power for private gain” (Vian, 2008).  

Drug Regulations 

Include the legal, administrative and technical measures which governments take to ensure drugs 

safety and efficacy (Ratanawijitrasin and Wondemagegnehu, 2002). 

Easily Accessible Document 

A document which can be obtained effortlessly when needed or requested, without delays or any 

official obstacle (WHO, 2009a).  

Favoritism 

It is biased and favorable treatment that lead to unfair distribution of positions and resources, due 

to ethnic, clan, religious, family, friendship or any other affinity (WHO, 2009a). 

Governance 

Is defined as “the process of decision making and the process by which decisions are implemented 

(or not implemented).” (United Nations Economic and Social Commission for Asia and the Pacific, 

2009). Governance is therefore consider relationships between individuals or institutions, the way 

decisions making and enforcing at all levels of the pharmaceutical system (United States Agency 

for International Develop (USAID), 2011). The nine major characteristics of good are strategic 

vision, participation, consensus orientation, accountability, transparency, responsiveness, equity, 

effectiveness and efficiency and following the rule of law. (The United Nations Development 

Programme, 1997). 

Inspection 

Refers to the process by which staff of the regulatory authority can enter into any premises where 

medicines are manufactured, stored and distributed to ensure that processes are carried out in 

accordance with norms and standards, as well as the national legislation/regulation (WHO, 2009a).  

Integrity  

Refers to “honesty” or “trustworthiness” in doing formal duties, it is considered the opposite to 

“corruption” or “the abuse of office” (Armstrong, 2005). 
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Licensing 

Authorization by an official body to an individual, an institution or a company to carry out a certain 

activity or business operation (WHO, 2009a).  

Marketing Authorization 

An official document issued by the competent medicine regulatory authority for the purpose of the 

marketing or free distribution of a product after evaluation for safety, efficacy and quality (WHO, 

2009a). 

Medicine 

Any dosage form containing a substance approved for the prevention and treatment of disease. The 

term ‘medicine’ is increasingly used to distinguish it from a drug as a substance that is misused 

(WHO, 2009a). 

National Medicines Regulatory Authority (NMRA)  

A national agency which is established by legislation to administer the full spectrum of medicine 

regulatory functions.  

Pharmaceutical Policy 

Refers to the set of principles that guide the government in regulations and decision making process 

with regard to medicine manufacture, distribution, prescribing and use. The principal medicines 

regulatory functions include: licensing of the manufacture, import, export, distribution, promotion 

and advertising of medicines; assessing the safety, efficacy and quality of medicines, and issuing 

marketing  authorization; inspecting and surveillance of manufacturers, importers, wholesalers and 

dispensers of medicines; controlling and monitoring the quality of medicines on the market; 

controlling promotion and advertising of medicines; monitoring adverse reactions to medicines; 

providing independent information on medicines to professionals and the public (WHO, 2009a). 

Pharmaceutical Sector 

Refers to “the various actors involved in the area, namely the government, private for profit 

organizations, private not for profit organizations, etc., engaged in the research, manufacture, 

import, export, distribution, retail, etc. of medicines” (WHO, 2009a). 

Pharmaceutical System 

Refers to “the relationship/interactions between the various actors of the pharmaceutical sector and 

the way decisions are made in particular in the government” (WHO, 2009a). 
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Publicly Available Document  

A document which is found openly, widely, with no restrictions and usually in more than one 

media (i.e. soft copy; website; hard copies; at a Governmental office, documentation center or in 

a national gazette) (WHO, 2009b).  

Registration  

Any statutory system of approval required at national level as a pre‐condition for introducing a 

pharmaceutical product on the market (WHO, 2009a). 

Transparency 

Is defined as “suitable public access to timely and reliable information on decisions and 

performance in the public sector” (Armstrong, 2005). 
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CHAPTER 2 : LITERATURE REVIEW  

2.1 Pharmaceutical Sector and Corruption 

2.1.1 Medicine as an Instrument of Public Health 

Medicines are specialized consumers’ products (WHO, 1999a) and constitute an important and 

increasing portion of health expenditures globally (Fidler and Msisha, 2008). On the other hand, 

medicines play a critical role in saving lives, reducing suffering, preventing diseases, improving 

health, enhancing the quality of life (WHO, 2009a). According to WHO estimates; the 

enhancement in access to essential medicines and vaccines could save ten million lives every year 

(WHO, 2004a). Therefore, medicines have an important role in the delivery of various health 

services and must be available to the populations of every country (WHO, 2010d). Moreover, 

access to essential medicines is increasingly being viewed as an essential human right (Hogerzeil, 

2003). However, for medicines to do so, it must be safe, effective, available, affordable and 

properly used (Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 2009b; WHO, 2010d). 

2.1.2 Poor Medicine Access as Global Problem 

Access to high quality medicines is still considered a challenging issue worldwide, particularly for 

poor populations, which in most cases means the difference between life and death (WHO, 2004b; 

Fidler and Msisha, 2008). It is estimated that one-third of the global population lack regular access 

to essential medicines (WHO, 2004a). Unequal access to pharmaceutical products can be traced to 

several factors including poverty; high drug prices; market failures; poor health infrastructure and 

government inefficiencies. Lack of transparency in the pharmaceutical sector, at least in part, is 

one of the main leading factors for the weakness of governance in the pharmaceutical sector and 

government insufficiency (Cohen et al., 2007b; WHO, 2009b). 

2.1.3 Good Governance and Pharmaceutical System 

Good governance and absence of corruption are essential for the performance of health systems 

(Diack et al., 2010). Research based evidence showed that greater vulnerability to corruption can 

lead to wasting in government resources for public health services, undermine any health gains 

regarding equity in access and rational use of medicines (Kohler and Baghdadi-Sabeti, 2011; 

Kohler et al., 2014). The ultimate goal of good governance is to ensure a comprehensive and well-

functioning pharmaceutical system. Therefore, it has become an important priority of internationa l 

and local strategies to ensure good access to essential medicines to all the population (Fidler and 

Msisha, 2008). 
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2.1.4 Transparency as Principle Characteristic of Good Governance 

Transparency is known as ʺ fair processʺ . It is considered an essential component of ethical 

processes for governments. In addition, it is a sign of people’s right to have information and to 

participate in decisions touching their lives (WHO, 2009a). 

Transparency is an indicator for clarity, honesty, and openness. It involves publishing printed 

policies and procedures as well as developing clear work plans and operating procedures. 

Therefore, it enables officials and managers to act predictably and understandably. It helps in 

making informed political decisions by both institutions and the public, improving the 

accountability and reducing corruption. Furthermore, it improves resource allocatio n and enhances 

efficiency. So transparency is considered a key factor leading to the economic growth (WHO, 

2009c). 

Transparency should be present at all levels of decision making. Stakeholders affected by decisions 

should be informed about the decisions taken as well as given explanations for rejection decisions 

(Hamra et al., 2009; WHO, 2009c). 

2.1.5 Drug Regulations and Core Decision Points 

The pharmaceutical system is technically complicated. It is made up of several core decision 

points, ranging from manufacturing to service delivery (Cohen et al., 2002). The ‘pharmaceutica l 

supply chain’ includes research and new drugs development; conducting clinical trials; 

manufacturing; registration; selection of essential drugs, procurement; distribution; inspection of 

manufacturers and distribution channels; prescribing; dispensing; and control of drug promotion 

(WHO, 2009a).  

With the increasing globalization of drugs commerce; toxic, substandard and counterfe it 

pharmaceutical products have been reported to circulate on the markets all over the world, and the 

problem is greatest in developing countries (Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 

2010d). Public health and safety concerns have obliged governments to intervene in the functions 

of the pharmaceutical sector (Ratanawijitrasin and Wondemagegnehu, 2002; Rägo and Santoso, 

2008; Fefer, 2012). Therefore, the government needs to establish a sound and an integrated 

pharmaceutical policies and regulations in addition to a strong NMRA. Moreover, it must provide 

the full range of regulatory functions, covering every stage of the medicine’s life cycle 

(Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 2010d). Important functions as listed in 

table 2.1 (WHO, 2003). Each one of these functions is considered as core decision points that 

requires strong institutional checks and balances, uniform and transparent procedures to function 

well and prevent corruption (Cohen et al., 2007b; Fidler and Msisha, 2008), and so to ensure drug 

safety, efficacy and cost effectiveness (Cohen et al., 2007a).  
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Table 2.1: Principal Drugs Regulatory Functions 

• Licensing of the manufacture, import, export, distribution, promotion and advertising of medicines . 

• Assessing the safety, efficacy and quality of medicines, and issuing marketing authorization for products . 

• Inspecting and surveillance of manufacturers, importers, wholesalers and dispensers of medicines . 

• Controlling and monitoring the quality of medicines on the market . 

• Controlling promotion and advertising of medicines .  

• Monitoring safety of marketed medicines including collecting and analyzing adverse reaction reports . 

 • Providing independent information on medicines to professionals and the public . 

Source: World Health Organization (WHO). (2003). Effective medicines regulation: ensuring safety, efficacy and quality. WHO 

policy perspectives on medicines; no 7.Geneva. 

In addition, these functions must work together to form an integrated drug regulatory system (see 

figure 2.1) (Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 2010d). 

 

Figure 2.1: Core Functions of Drugs Regulatory System 

Source: World Health Organization (WHO). (2010d). Assessment of medicines regulatory systems in sub-Saharan African 

countries: World Health Organization. 

Due to time and effort limitations as well as the sensitivity of the issue, this thesis assessed the 

degree of the transparency and accountability in the registration, licensing and inspection functions 

in the regulatory authority, taking it as an example for its importance which will be clarified in the 

followings: 

1. Medicine Registration  

Registration of medicinal products, also known as product licensing or marketing 

authorization. It is considered as an essential element of the medicine regulatory control system 

in a country (Rägo and Santoso, 2008; WHO, 2009a). All medicines that are distributed and 

used in the country pharmaceutical market should be registered by the NMRA; to ensure that 
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medicinal products have been adequately evaluated and tested for safety and efficacy 

(Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 2009a). Medicine registration process 

involve the evaluation of data submitted about a medicinal product, deciding whether to 

approve or reject it according to conformity of the product with the criteria for registration as 

stated in the guidelines as well as in the legislation and regulations, and finally issuing a 

marketing authorization certificate (Ratanawijitrasin and Wondemagegnehu, 2002). However, 

registration needs to be supported by suitable inspection, quality control laboratory and 

pharmacovigilance services in order to provide adequate safeguards for the supply of safe, 

effective and good quality medicines (WHO, 2009a). 

2. Licensing of Pharmaceutical Establishments 

Licensing of pharmaceutical establishments is a regulatory function of the NMRA. The 

establishments/areas that need licensing include: manufacturing, importing, exporting, 

wholesale of medicines and retail outlets. In order to obtain and maintain their license to 

operate, pharmaceutical manufacturers, importing and exporting agents, distributors and 

retailers must follow specifications regarding all pharmaceutical premises, personnel, 

procedures and practices. Pre-licensing inspection of the site is required to ensure conformity 

with requirements, in addition to continued Post-licensing inspection to check that there is 

continued compliance to the standards (Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 

2009a). 

3. Inspection and Surveillance 

Inspection and surveillance are the enforcement arm of the NMRA for the regulatory functions. 

Inspection includes both formal and informal market as well as ports of entry to the country. 

The ultimate goal of the inspection is to ensure that there are no illegal activities (e.g. 

smuggling of medicines or circulation of counterfeit drugs) and medicines in the national 

market are safe and effective. Inspection enables monitoring of pharmaceutical operations such 

as production, import, export, distribution, and promotion, ensuring that these operations are 

carried out in accordance with approved norms, standards, and guidelines. Inspection activit ies 

include physical inspection collecting samples and quality testing of them (Ratanawijitras in 

and Wondemagegnehu, 2002; WHO, 2009a). 

For the registration, licensing and inspection processes to be effective they require: a legal 

basis; written guidelines and procedures; an adequate number of qualified and experienced 

staff; sustainable resources; adequate premises and facilities; accountability and transparency 

framework and a system to ensure freedom from conflicts of interest and political pressure 

(Ratanawijitrasin and Wondemagegnehu, 2002; WHO, 2009a). 
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2.1.6 The Pharmaceutical Sector and Its Vulnerability to Corruption 

Klitgaard, Abaroa, and Parris (2000) said that corruption can thrive in any system where there is a 

monopoly of authority and no appropriate checks over the decisions taken. In addition, they 

introduced schematic equation, corruption = monopoly + discretion – accountability. Cohen et al. 

(2007a) added transparency to the previous equation to be: Corruption = Monopoly + Discretion–

Accountability – Transparency. It is expected that corrupt practice is more likely in the absence of 

good governance (WB, 1997). 

The pharmaceutical sector is highly vulnerable to unethical practices and corruption, which can 

occur at different levels of the medicines chain as well in many forms, including bribery, fraud, 

and favouritism (Baghdadi-Sabeti and Serhan, 2010). According to Transparency Internationa l 

estimates, two-thirds of medicine supply in hospitals worldwide are lost through corruption and 

fraud (WHO, 2008b). This can be attributed to several reasons include the followings: 

1. Globally, the largest proportion of expenditure in the health sector from both public and 

donor funding is spent for pharmaceuticals. Continuously there is a sharp increase in the 

value of the global pharmaceutical market. The sheer scale of the market and such large 

amounts of money are an attractive target for abuse (Baghdadi-Sabeti and Serhan, 2010).  

2. In most countries, the procurement and sale of pharmaceutical products are profitable 

business, especially because information imbalances among different actors; for example , 

between pharmaceutical companies and regulator or between the final customers (patients 

and their families) on one hand and prescribers on the other hand. This makes the patient 

more vulnerable to opportunism, with a high rate of prescriptions that are not based on 

medical evidence, the best practice or the patients need. Also, the pharmaceutical suppliers 

are profit maximizers. Although profit maximization is not wrong by itself unless 

individuals exploit unregulated or under-regulated markets, and choose to go beyond legal 

and professional ethical norms to increase their interests (Cohen et al., 2007a, Cohen et al., 

2007b; Fidler and Msisha, 2008). 

3. The pharmaceutical sector is highly regulated by governments. The government 

intervention is often justified because of the imperfect nature of the pharmaceutical market. 

Therefore, strong regulations, as well as critical decisions, are needed in order to ensure 

medicine safety, efficacy and to improve the efficiency of resource allocation. However, in 

many countries regulations of the health sector are often provided with low resources and 

are poorly enforced. Without transparency and an accountability framework, and without 

clear procedures and criteria for decision making; public officials could deviate from 

norms, and regulation in the pharmaceutical sector can be open to capture and vulnerab le 
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to corruption (Cohen et al., 2007a, 2007b). "As corruption loves multiple and complex 

regulations with ample and un-checkable official discretion" (Klitgaard et al., 2000). 

4. The highly complex supply chain of pharmaceuticals; which involve many stakeholders up 

to thirty parties and the many steps involved for medicines to get from production to reach 

the final consumer (Cohen et al., 2007a; Cohen et al., 2007b). However, in the 

pharmaceutical sector roles, responsibilities and accountability relationships among 

different stakeholders are often not clearly defined. 

5. The difficulty in distinguishing legitimate pharmaceutical products from counterfeit ones. 

Counterfeiters are highly skilled at copying the form, color, trademarks, and packaging of 

authentic products, and under the umbrella of poor regulation and lax enforcement of 

medicine distribution standards, the counterfeit, unregistered, or expired medicines are very 

common in the pharmaceutical market (Cohen et al., 2007a;  Cohen et al., 2007b). 

According to WHO estimates about 25 % of medicines consumed in poor countries are 

counterfeit or substandard (WHO, 2006a). 

2.1.7 Impact of Lack of Transparency in the Pharmaceutical System 

Vulnerability to corruption of the pharmaceutical systems is considered as a widespread problem 

with damaging effects on health status and social well-being (Vian, 2008). Governance breakdown 

in the pharmaceutical system is a leading cause to the serious threatening effects on public health, 

patient safety and human rights (WHO, 2009a). The use of substandard and counterfeit medicines 

can result in therapeutic failure, worsening of a disease state, resistance to medicines and 

sometimes death and so wasting of resources. It also weakens confidence in health systems, health 

professionals, pharmaceutical manufacturers and distributors (Rägo and Santoso, 2008; WHO, 

2009a; Fefer, 2012). 

2.1.8 Efforts to Improve Transparency in Pharmaceutical System 

Corruption is a major difficulty facing the pharmaceutical system and proper access to good quality 

medicines. Through their projects to improve governance of the pharmaceutical system, global 

organizations and donor-funded organizations such as the WHO, the WB, the Medicines 

Transparency Alliance and the Global Fund for Acquired Immunodeficiency Syndrome (AIDS), 

Malaria and Tuberculosis trying to tackle corruption (Kohler and Ovtcharenko, 2013). Based on 

international evidence, good governance is essential to regulate the pharmaceutical sector and 

useful assessment tools have been developed to determine the weak links within it (Cohen et al., 

2007a; WHO, 2007; Kohler and Ovtcharenko, 2013). One of these is the assessment tool of the 

pharmaceutical system which was developed by the WHO. This tool, based on earlier work done 

by Klitgaard et al. in 2000 and Cohen et al. in 2002.  
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Klitgaard (2000) identified three main steps that countries can take to combat corruption. The first 

step is educating decision makers, public officials, and the public in order to raise their awareness 

about corruption and its damaging effects. The second step is to carry system analysis to identify 

weak points where the pharmaceutical systems are vulnerable to corruption. The third phase 

involves building strategies to fight corruption when it happens in the first place. 

The WHO assessment tool is used to measure the pharmaceutical system transparency and degree 

of vulnerability to corruption. This was first tested successfully in Costa Rica (Cohen et al., 2002). 

In 2004, as an effort to address this complex challenge, WHO launched the GGM programme. The 

main goal of this programme is to strengthen the health system by promoting good governance in 

the pharmaceutical sector and stopping corruption “ through the application of transparent, 

accountable administrative procedures and the promotion of ethical practices among health 

professionals ”(WHO, 2007). WHO suggests a 3-step model for implementation of the GGM 

programme, in which assessment of transparency and vulnerability to corruption of key 

pharmaceutical system functions is the first step (WHO, 2009a; Baghdadi-Sabeti and Serhan, 

2010). A national assessment of transparency and potential vulnerability to corruption was 

conducted using this tool in Kuwait, Kenya and Syria, covering eight key pharmaceutical system 

functions namely: medicines registration; licensing; inspection; promotion; clinical trials; 

selection; procurement and distribution (WHO, 2009d; WHO, 2012a; Badawi et al., 2015). The 

same assessment tool has been used in Zambia; Jordan and Lebanon. It covered six key functions 

of the pharmaceutical system, namely medicines registration; inspection; promotion; selection; 

procurement and distribution (Hamra et al., 2009; WHO, 2009c; WHO, 2012b). In addition, the 

national assessment was performed in Malawi; Bolivia; Cambodia; Indonesia; Mongolia and 

Papua New Guinea (PNG). It covered five key functions of the pharmaceutical system namely 

medicines registration; inspection; promotion; selection and procurement (WHO, 2008b; WHO, 

2008c). Also, the assessment was conducted in Nigeria covering four key functions of the 

pharmaceutical system namely medicines registration; inspection; distribution and procurement 

(Garuba et al., 2009). The situation was similar for Lao People’s Democratic Republic (Lao PDR); 

Malaysia; Philippines and Thailand, however the assessment covered three key functions of the 

pharmaceutical system, namely medicines registration, selection and procurement (WHO, 2006b). 

In Egypt the assessment tool was used only for medicines registration (Elsalam and Ragab, 2011). 

2.2 Overview of the Pharmaceutical Sector in the GS 

2.2.1 Pharmaceutical Market in the GS 

In the GS, the pharmaceutical service is provided through licensed pharmacists and pharmacist 

assistants, disseminated among the four main parties. These are the governmental health 
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institutions (hospitals; primary health care centers; community mental health centers; General 

Administration of Pharmacy (GAP) and military medical services), UNRWA, NGOs and private 

institutions (including community pharmacies, medical stores and pharmaceutical companies ) 

(MOH, 2015a). 

By the end of 2014, the total number of pharmacists who are allowed to practice the pharmacy 

profession in the GS was 2,167, while the number of pharmacist assistants was 786. The number 

of licensed community pharmacies was 675 pharmacies distributed over the GS governorates and 

the number of wholesaler drugstores was 97 in addition to two drugs manufacturing companies 

(MOH, 2015a).  

2.2.2 Relevant Legislation  

Pharmaceutical legislation forms the basis of drug regulation (WHO, 1999a). It is commonly 

concerned with ensuring that effective and safe medicines are made available and that correct 

information is provided about them. These tasks are covered in drug laws, regulations, and 

enforcement decisions which form the foundation from which drug regulatory powers are derived. 

(Ratanawijitrasin andWondemagegnehu, 2002).  

In the GS, the existing pharmaceutical legislative framework is severely outdated; it follows 

Pharmacist Law No. 110 for 1921. This law is very antiquated and unsuitable to support or 

facilitate the development of a modern pharmaceutical sector (MOH, 2011a). However, the 

pharmaceutical sector is governed less by this law than by the Palestinian Pharmacy Practice 

Ordinance for 2006 (MOH, 20112), by a combination of previous practices, MOH decrees and 

guidelines, and international rules for Good Manufacturing Practice (GMP) and Good Distribution 

Practice (GDP) and Good Storage Practice (Abu Mhadi, 2013). In August 2013, the Palestinian 

Legislative Council adopted the Drugs and Psychotropic Substances Law number 7 for 2013 as a 

substitute for the Egyptian Narcotics Law No. 19 of 1962 (MOH, 20113). Other related laws 

include the Palestinian Public Health Law No. 20 of 2004 (MOH, 20114). It is worthy to mention 

here that a National Strategic Health Plan for the MOH in the GS has been approved in 2013 for 

the period of four years. This will strengthen the health system situation and can be considered as 

a practical step for developing national health and drug policies and legislations (MOH, 2013). 

2.2.3 National Drug Policy 

Drug policy is an official government statement that include collection of laws, regulatory 

measures and funding priorities issued by governmental bodies. In addition, it includes guidelines  

as well as strategies for the selection of essential medicines and appropriate procurement of good 

quality medicines based on health needs. Therefore, drug policy is of great importance to ensure 
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the availability, affordability, quality, safety and efficacy of all medicines and rational use of 

essential medicines (WHO, 2001). 

According to the GAP, there is no a national drug policy in the GS, this makes it difficult for the 

MOH and other parties involved in the health sector to effectively manage their role in the 

development and practice of pharmaceuticals (Abu Mhadi, 2013).  

2.2.4 Relevant Pharmaceutical Organizations  

1. The Pharmaceutical Technical Committee (PTC) 

According to the annexes of the Palestinian Pharmacy Practice Ordinance for 2006, the PTC 

was established by the ministerial decision “the PTC bylaw for 2006”. This decision defined 

the committee composition and responsibilities. The responsibilities include making the final 

decision regarding drug registration, pricing and marketing. Moreover, the committee is 

responsible for suspending or preventing drugs marketing. In fact, the committee was also 

responsible for discussing and solving some problems, approving some regulations related to 

pharmacy practice and drug regulations (Abu Mhadi, 2013). Under the PTC there are some 

subcommittees. They include the technical committee of medicine registration, medicine 

pricing, and ports regulation. (MOH, 2007). However, this decision was amended by the 

ministerial decision “the PTC bylaw for 2013”. The responsibilities of the committee according 

to the new decision extend to include developing national policies regarding drug regulation, 

pharmacy profession practice, rational drug use and human resource development. 

2. The General Administration of Pharmacy (GAP)  

Prior to April 1994, the pharmaceutical sector was almost completely under the control of the 

occupation civil administration. The drug sector had limited staff and functions. At the end of 

the occupation civil administration, only 20 pharmacists were employed in the public health 

services. They were responsible to perform all the functions of the pharmaceutical sector. The 

pharmaceutical system was limited to testing random samples of locally produced medicines 

to ensure quality. In April, 1995 the control over the pharmaceutical sector was transferred to 

the PNA with the appointment of the GAP. The GAP started to improve the pharmaceutica l 

administration apparatus. By the end of 1996 the number of pharmacists working in the public 

sector was increased to 97 pharmacists. The GAP comprised eight departments covering all 

areas of medicine administration. The GAP has assumed most of the pharmaceutical regulatory 

functions. The GAP skeleton staff administers everything from registrations, quality control 

procurement, inspection of factories and pharmacies, as well as storage and distribution of 

essential medicines. Therefore, pharmaceutical sector in the GS was regulated and 
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administered by the GAP. (The WB, 1999; Obeidallah et al., 2000; Abu Mhadi, 2013; MOH 

(WBK), 2013). 

In June 2008, the MOH in the GS adopted the new ministerial organizational structure, where 

the organogram splits the drug regulatory functions between two authorities in the MOH; the 

GAP and the License and Accreditation Unit (LAU) (MOH, 2011e). In the current situation, 

the GAP is one of the general administrations in the MOH. It is the major national competent 

authority for drug safety, efficacy, and quality. It deals with the medicines from its early stages 

as a raw material up to a finished product ready to be used by the patient. The GAP is 

responsible for different drug regulatory functions including pharmaceutical product 

assessment, pricing and registration. In addition, the GAP includes the quality control 

department, which is considered as one of the most important entities for medicine quality 

assurance in the GS. Moreover, the ports department falls under the authority of the GAP. This 

department is responsible for issuing licenses for importing medicines and carrying out 

pharmaceutical inspection at ports of entry to the GS. It also includes the narcotics department, 

which deals with monitoring narcotics and psychotropic by the issuance of licenses for 

concerned parties. Furthermore, the Central Drug Stores (CDS) and the Central Medical 

Disposable Store (CMDS) fall under the jurisdiction of the GAP. Therefore, the GAP is 

responsible for supplying essential medicines and medical disposable to all 13 MOH hospitals 

and 54 MOH clinics (GAP, 2015). 

3. License and Accreditation Unit 

LAU in the MOH is considered as the regulatory authority responsible for licens ing 

pharmacists and pharmacist assistants as well as pharmaceutical manufacturers, distributors 

and retailers to operate. The license is issued after ensuring that specifications regarding 

pharmaceutical premises, personnel and procedures are followed. In addition, it is responsible 

to carry out inspections of all pharmaceutical institutions (Abu Mhadi, 2013).  

2.2.5 Provision of Pharmaceuticals  

In the GS Medicines are a high and fast growing share of public expenditure on health; Drug 

expenditure per capita is estimated by 35-40 USD. Out of pocket spending on health is high, and 

about half is for medicines. The Private expenditure for drugs account 75% of total drug 

expenditure (Diack et al., 2010). 

In general practice, there are three ways for provision of pharmaceuticals in the MOH for Gaza 

people: first the MOH in the GS is receiving a significant part of medicines through donations; 

second the MOH in the GS procures some badly needed items to compensate the shortage; while 

the third source is the shipments received from MOH in Ramallah (GAP, 2015; PHIC, 2015a). 
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In 2014, donations were considered as the major source for medicines and disposables in the CDS 

and CMDS in the GS. It accounts 66.4% of received medicines and disposables (GAP, 2015). 

However, sometimes donations are not well coordinated with the MOH and don’t take into account 

the actual needs. Therefore, some of donated items are not needed; not from the essential medicine 

list items or are already present in adequate supply or are expired. Furthermore, none of donated 

items have been quality assured. Therefore, The management of these unneeded donations added 

a burden to the MOH in the GS (WHO, 2011). 

Procurement of medical products is one of the important factors which determines the total health 

costs. Normally, the GAP in the GS is responsible for the procurement and supply of 

pharmaceuticals in public sector facilities. The MOH buys the majority of medicine and medical 

disposables needs through one annual tender according to the requirements of clinics and hospitals 

of the WBK and the GS. Since 2007, the MOH in Ramallah is responsible for sending regular 

shipments of drugs and medical disposables to the CDS and CMDS in the GS; in order to provide 

MOH facilities with their requirements. In practice, the received shipments of medicines and 

medical disposables are neither regular nor containing sufficient quantities to meet the GS needs. 

This situation results in the steady deterioration of stock in medicines and medical disposables in 

the MOH facilities in the GS (Abu Mhadi, 2013). 

However, the MOH in the GS procures some badly needed items to compensate the shortage and 

to prevent certain services from being suspended. However, this happens in a diminished manner 

due to the financing problems faced by the MOH (GAP, 2014; GAP, 2015).  

Recent reports from WHO, and the MOH in the GS are clearly describing the chronic shortage of 

essential medicines and essential medical disposables. At the end of 2014, it was estimated that 

shortage in essential items accounts 26% of medicines and 40% of medical disposables (GAP, 

2015). This escalating shortage has been worsened due to the disconnection and internal politica l 

conflict between the WBK and the GS. The shortage of essential medicines and medical supplies 

has largely affected various aspects of health services, including oncology, blood diseases, kidney 

dialysis, and immune-suppressants for transplanted organs, ophthalmological disorders, immunity 

disorders, and surgical operations (WHO, 2011; MOH, 2015).  

2.2.6 Challenges Facing the Pharmaceutical Sector  

The Palestinian health system in the GS has suffered for many years from shortage of resources, 

polarity, fragmentation among large number of health providers, lack of coordination and 

integration, lack of training and limited professional exposure to international standards and lack 

of strategic direction and leadership. These factors have bad impact on quality of health care 

services provided particularly pharmaceuticals (WHO, 2009b). 
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The pharmaceutical sector in the OPT is suffering from significant challenges including that the 

NMRA has insufficient capacity to conduct many of their functions. This including insuffic ient 

laboratory and inadequate pharmacovigilance capacity. In addition, there is an inefficient judicia l 

system, weak rule of law and difficulty in undertaking enforcement action (Diack et al., 2010). 

Moreover, there is a chronic medicines and medical disposables shortage, while in contrast; there 

is overstocking and expiry of some pharmaceutical products. Moreover, the pharmaceutical market 

suffers from high medicines price, inadequate storage facilities, weaknesses in stock management, 

distribution and control and poor prescribing practice. Furthermore, prescription medicines can be 

obtained without prescriptions (Diack et al., 2010; WHO, 2010c). 
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CHAPTER 3 : METHODOLOGY 

3.1  Study Design 

This study is designed in triangulated descriptive and analytical pattern. This triangulat ion 

provided a combination between qualitative and quantitative paradigms. The methodology was 

adapted from WHO (2009a) assessment tool. It offered a complete methodology for assessment 

using a questionnaire for data collection by conducting semi-structured interviews with key 

informants (KIs) in public and private pharmaceutical sector. The assessment was intended to 

provide quantitative measurement as well as qualitative information on structural indicators and 

perceptions of KIs using a set of questionnaires for each of the three functions of the public 

pharmaceutical sector: registration, licensing and inspection. The questionnaire introduces 

different indicators for each function, the responses to the questions were tallied and converted to 

scores on a numerical scale. The aggregated score of these indicators are used in addition to the 

qualitative part of the questionnaire including the views of interviewees, the notes and comments 

of the researcher, the documents collected during the study. Thus, a comprehensive picture was 

made about the current degree of transparency/ vulnerability to corruption of these regulatory 

functions. 

3.2  Study population 

The study population included the KIs from all areas of the pharmaceutical sector including those 

who were involved either directly or indirectly in the three regulatory functions (medicine 

registration, licensing and inspection of pharmaceutical establishments). 

3.3  Sampling and Selection of KIs  

A non-probability purposive sampling technique was used to select the sample. Interviews were 

held with a mix of senior, middle managerial and junior level professionals from the public and 

private sectors as well as professionals and international organizations. Based on the 

recommendation of the WHO, 14-19 interviews for each function was optimal number to obtain 

good results and the goal was to interview enough people until saturation; where the researcher 

felt that there is no further information added (WHO, 2009a). 

For interview, 37 candidates (annex 1 lists the names and positions of KIs) were carefully and 

purposefully selected based on their knowledge and/ or their level of involvement in each of the 

three functions in the pharmaceutical sector.  

The KIs were selected including governmental officials, both former and present employee 

involved in the three functions: medicine registration; licensing of pharmaceutical establishments, 

and inspection. Those including staff of the Drug Registration Department (DRD); Registrat ion 
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Committee; staff of the Licensing of Pharmaceutical establishment Department (LPED) as well as 

staff of the Inspection of Pharmaceutical Establishments Department (IPED). In addition, members 

of the private sector were selected including: representatives from the local and internationa l 

pharmaceutical industry, private community pharmacies, Palestinian Pharmacy Syndicate and 

international organizations (Table 3.1). Due to the fact that the health sector suffers from a lack of 

experienced professionals, some KIs were selected for interview for more than one function, which 

reflected more properly the nature of their positions. Therefore, 48 Interviews were held with all 

KIs. 

Table 3.1: The Distribution of Interviews with KIs for the Three Functions  

Type of KIs Registration Licensing Inspection Total 

Governmental employee related to the regulatory 

function 
8 6 7 21 

Former governmental employee related to the 

regulatory function 
1 2 4 7 

Private sector  4 3 5 12 

Professionals organization ( pharmacists syndicate) 1 2 2 5 

World Health Organization 1 1 1 3 

Total 15 14 19 48 

3.4  Study Instruments 

Standardized questionnaires containing both open and closed-ended indicator questions were 

adapted from the WHO assessment instrument (WHO, 2009a) and were used for each of the three 

functions registration, licensing and inspection. The questionnaire consisted of a list of questions 

that were answered by KIs, each questionnaire is presented in detail in annex 2. 

3.5  Data collection 

Forty eight face to face interviews with 37 KIs were conducted between 14 April and 20 May 2015. 

The interviews were conducted in Arabic language (Annex 3) at the workplace of the KIs, with 

each interview lasting for approximately 30 minutes. Oral responses given to these indicators 

during discussions were written. Information obtained from the KIs’ responses were evaluated by 

comparing them with the evidence documents that were collected and notes were taken.  

3.6  Data Entry and Analysis 

3.6.1 Rating Indicators and Interpretation Guidelines 

Four methods were used to measure the degree of transparency. Methods 1 and 2 were used to 

score transparency/vulnerability to corruption for each function, and they are given equal weight 

in the final scoring. Method 3 evaluated the existence of legal provisions, or administra t ive 

structures and procedures comparing them with their supposed application. Method 4 based on 
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open-ended questions to allow for further information and flow of ideas (WHO, 2009a). Brief 

summary about the four methods from the WHO measuring instrument are introduced in this 

section: 

Method 1  

The KIʹ s knowledge about the presence or absence of publicly available documents was assessed. 

This method consists of a series of questions which require (yes/no) answer to reduce subjective 

interpretations. Additional documents should be requested to validate positive answers. 

In this method, the answer of ʺ yesʺ  (existence of a document) equals a value of 1 and the answer 

of ʺ noʺ  (document does not exist) equals a value of 0. The value of 1 denotes high degree of 

transparency and low vulnerability to corruption. While, the value of "0" represents low degree of 

transparency and high vulnerability to corruption. The lack of publicly available and detailed 

standardized procedures or documented decision criteria increases the probability of discretionary 

practices and decisions.  

In summary (WHO, 2009a):  

– When the KI responds ʺ yesʺ  and the evidence is found, the score is 1.  

– When the KI responds ʺ noʺ  and the evidence is found, the score is 0.  

– When the KI responds ʺ yesʺ  and the evidence is not found, the score is 0. 

– When the KI responds ʺ noʺ  and the evidence is not found, the score is 0.  

Method 2 

Questions in this method involve a question and a series of sub questions about the existence of 

certain criteria. Each criterion requires a binary answer (yes/no). As with method 1, answer of 

ʺ yesʺ  equals a value of 1 and answer of ʺ noʺ  equals a value of 0. And if the KI does not know 

the answer, then the answer is ʺ DKʺ  (Do not Know). The final scoring of each indicator is 

obtained as the number of "yes" answers is divided by the total number of valid answers, only 

(yes/no) answers are considered valid while ʺ DKʺ  answers are ignored.  

In this method, each indicator was rated between 1 and 0. A value of 1 signifies high degree of 

transparency and low vulnerability to corruption a value of 0 signifies low degree of transparency 

and high vulnerability to corruption. However, a figure between 0 and 1 also makes sense in this 

case. If a KI answers “DK” for the majority of the criteria, then the whole response for that 

particular indicator is counted as invalid and not be counted in the final scoring. Many "DK" 

responses may give a distorted picture of the situation (WHO, 2009a). The following example 

explains this method: 

Indicator 3 “Are there written procedures for applicants on how to submit an application for 

registration of medicinal products”? Includes seven criteria. If the answers are as follows: 
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Criteria No Yes DK 

Written procedures 0 1  

Publicly accessible 0 1  

Describe the process to follow in submitting an application 0 1  

Mention time-frame for processing 0   

Mention fees 0 1  

Mention data to be submitted   √ 

Mention criteria for registration   √ 

Total    

The scoring of the indicator will then be calculated as follows: 

Total yes  4 

Total valid answers  5 

Scoring (total yes/total valid answers)  0.8 

Method 3:  

This method was used to measure perceptions of the KIs toward certain questions about the 

transparency level of each of the functions. This method represents "a cross-triangulat ion 

technique" to verify or refute the collected data with method 1 and 2. Using the Likert Scale, the 

KI was asked to give his opinion on a statement, and the answer was one of the following choices; 

strongly agree- agree- undecided- disagree or strongly disagree. For example, indicator 11 asks the 

KI to what extent he/she agrees with the statement ʺ The members of the Registration Committee 

are systematically selected based on the criteria in force in their countryʺ  after interviewing 15 

KIs; a typical result might be as follows: 

Answers Strongly Disagree Undecided Agree Strongly N.A*. DK 

Total 1 1 3 8 2 0 0 

*NA means not applicable  

Charts are used to represent these results, and detailed information obtained from the KIs about 

their perceptions and introduced in the narrative text (WHO, 2009a). 

Method 4 

These questions are open questions. This type helps to collect more ideas and important qualitat ive 

information about the common unethical practices and the suggested improvement. Moreover, it 

helps to confirm data collected by method 1 and 2 and provides help in deeper analysis of the 

sector situation. 
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3.6.2 Scoring of Each Function:  

After all of the interviews were completed, a final score for each function (registration, licensing, 

and inspection) was calculated from only those indicators using methods 1 and 2, with the help of 

the score sheet in Annex 4 (one score sheet for each function). 

1. For each indicator (using method 1 and 2), an average score was calculated by adding all 

the scores for each indicator and dividing the total by the number of valid answers ("DK"or 

"NA ") answers are considered as non-valid answers). The average score for each indicator 

will has passible value between 0 and 1.  

2. The average scores of all the indicators using method 1 and 2 then were added together and 

divided by the number of the indicators to obtain the final score of each function with a 

value from 0 to 1. The resulting percentage was multiplied by 10 to obtain a score within a 

0 to 10 scale.  

3. The 10-point scoring system was used to indicate the following degrees of vulnerability to 

corruption (Table 3.2): 

Table 3.2: Scoring System Used to Indicate the Degrees of Vulnerability to Corruption 

0.0—2.0 2.1—4.0 4.1—6.0 6.1—8.0 8.1—10.0 

Extremely 

vulnerable 
Very vulnerable 

Moderately 

vulnerable 

Marginally 

vulnerable 

Minimally 

vulnerable 

These final scoring numbers help to determine the degree of transparency in each function. This 

was based upon the theoretical assumption of a reverse relationship between transparency and 

vulnerability to corruption. Furthermore the numerical scale allows us to analyze and compare the 

degree of transparency and susceptibility to corruption among the different functions as well as 

functions in different pharmaceutical systems. 

The quantitative information were integrated with additional qualitative informat ion related to 

(methods 1 and 2) indicators that may be mentioned by KIs during the discussions. As well as the 

qualitative information collected with the (methods 3 and 4) indicators. The great aim using this 

methodology is to identify and learn more about the institutional vulnerabilities and weak points 

rather than obtaining more accurate quantification (WHO, 2009a).  

3.6.3 Cross Comparison of Indicators  

Comparison between the results indicators that assess the same information but with different 

methods is considered acritical part of the analysis. The following table ( Table 3.3) provides a list 

of comparable indicators, which can be used in the analysis (WHO, 2009a).  
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Table 3.3: Comparable Indicators .  

Method 1 and 2 indicators Method 3 indicators 

I.8 and I.9 I.11 

I.10 I.14 

II.3, II.4 II.11 

II.6 II.13 

III.5, III.6 III.10 

III.3, III.6, III.7, III.8 III.11 

Source: World Health Organization (WHO). (2009a. Measuring transparency in the public pharmaceutical sector: Assessment 

instrument. Geneva: World Health Organization  

3.6.4 Comparative Analysis 

The researcher compared the results obtained from the GS with those in other developing countries. 

This helped to assess the Palestinian situation in relation to other developing countries, to assess 

to what extent the registration, licensing and inspection process in the GS follows the norms in the 

other countries.  

3.7 Ethical and Managerial Considerations 

An academic approval was obtained from the Al-Azhar University, an admin approval was asked 

from the General Directorate of Human resource Development, the GAP and the LAU at the MOH 

in the GS (Annex 5). To protect participants’ rights, the KIs will be asked for their permeation to 

record the in-depth interviews.  

3.8 Anticipated Limitation of the Study 

1. Although there is no attempt to identify either corrupt practices or those involved in them, and 

the instrument was designed to measure transparency and accountability of the system. 

Corruption is a highly sensitive issue, this may decrease the probability to reach a balanced list 

of the KIs (WHO, 2009a).  

2. Sometimes the system has a proper level of transparency and still has corruption; while in other 

cases a system might not be transparent but at the same time it is not corrupt. This would be 

reflected in the qualitative indicators measuring the perceptions of KIs and the notes and 

observations of the researcher rather than the quantitative indicators (WHO, 2009a). 

3. Results has depended on the KIsʹ  level of knowledge, their awareness of the system and their 

accuracy/openness in responding to the questions. So if the KIs are not selected carefully biased 

results may be obtained. However, information were validated with existing evidence (e.g. by 

finding and checking documents) and by the comparison of method 1 and 2 indicators to 

corresponding method 3 questions (WHO, 2009a). 
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4. Due to time and effort limitations, in addition to the sensitivity of the issue and the difficult ie s 

to obtain a well-balanced sample of knowledgeable interviewees about the process; only three 

function in the pharmaceutical system were studied, which is registration, licensing and 

inspection. 
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CHAPTER 4 : RESULTS 

4.1. Summary  

This section introduces the results of the questionnaires for the three functions registration, 

licensing and inspection. It was filled through 48 semi-structured interviews conducted with 37 

KIs during April- May 2015. The results and analysis presented in this study represent the situation 

at that moment as some plans for development are being prepared now. The results include 

quantitative score, indicators that represent perceptions of KIs, qualitative and quantitative data on 

each indicator. The average score for the three functions is 4.61. This means that the 

pharmaceutical sector in the GS is moderately vulnerable to corruption. The overall scores for each 

function of the assessment are summarized in Table 4.1. 

Table 4.1: Degree of Vulnerability to Corruption in Three Functions of the Pharmaceutical Sector in the GS. 

Function Number of Indicators Final Score Degree of Vulnerability 

Registration 12 4.83 Moderately Vulnerable 

Licensing 11 5.33 Moderately Vulnerable 

Inspection 9 3.68 Very Vulnerable 

Overall Score  4.61 Moderately Vulnerable 

4.2. Medicine Registration  

This section introduces the results of the questionnaire for the registration function that was filled 

interview with fifteen KIs. 

4.2.1 Background  

In the GS, the registration of medicines and related products (including veterinary drugs, 

cosmetics, dietary supplements, medical devices and medical disposables) is a legal requirement 

according to article 65 of the public health law No. 20 for 2004 (Annex 6- Section 1) and article 5 

of the ministerial decision “the PTC bylaw” within the annexes of the Palestinian Pharmacy 

Practice Ordinance for 2006 (Annex 6- Sections 2, 3). In addition, there is a system of 

administration to ensure registration of these products in the Palestinian MOH. This system is 

supervised by the GAP. The DRD under the GAP is the organizational unit responsible for 

registration of these Products and the final registration approval is signed by the Minister of Health. 

In fact, medicine registration is the only well-established registration process. In the last few years, 

the GAP made important efforts to start registering dietary supplements and cosmetics. Nowadays, 

efforts to license medical disposables are done.  
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In the GS, there are applications and requirements for registering medicinal products. However, 

registration of imported products has the same requirements as registration of local products.  These 

requirements and forms needed for the registration process are publicly available through the 

government office. The process is starting by submitting a pre-approval application for registration 

by the company to the DRD. The company then receives a reply either rejecting their request or 

giving primary approval to proceed in the registration process. Rejection at this stage is usually 

because of an incomplete file or unclear or incorrect information. After the primary approval, the 

applications, certificates and files required for registration must be submitted to the DRD in the 

form of hard copies for evaluation, where a regular staff member at the department checks the 

completeness of the file with all the requirements for registration. 

After completeness of the file, samples of products to be registered are taken by the DRD and 

tested for compliance with official pharmacopoeial standards or specifications agreed by the 

manufacturer. After that, the company should apply for pricing. Pricing decision takes place by the 

pricing committee. The complete registration dossier is submitted to the Technical Registrat ion 

Committee, which gives the final decision for registration. Then the fees for registration or renewal 

of registration is paid by the company. Finally, a registration number is given when a product 

application is found to be satisfied with the registration requirements of quality, safety and efficacy 

and is granted registration approval before being marketed. The registration certificate is issued at 

the end of the process and is signed by the Head of DRD, Director General of Pharmacy, and the 

Minister of Health, and is valid for five years. However, there is no time frame for different steps 

of the registration process. Therefore, registration time varies. Here it is worth to mention that the 

registration of pharmaceutical products in the MOH in the WBK is considered valid in the GS 

while the opposite is not true. 

4.2.2 Scores for the Quantitative Indicators of the Registration Function 

The total score of transparency in the registration function calculated for quantitative indicators is 

4.83 on the scale from 1 to 10. Table 4.2 shows that this score falls between 4.1 and 6.0, classifying 

the registration function as moderately vulnerable to corruption. A more detailed presentation of 

the quantitative results of scoring is given in table 4.3.  

Table 4.2: Final Score of Transparency for the Registration Function.  

Registration 

Score 

Extremely 

Vulnerable 

Very 

Vulnerable 

Moderately 

Vulnerable 

Marginally 

Vulnerable 

Minimally 

Vulnerable 

0.0 – 2.0 2.1 – 4.0 4.1 – 6.0 6.1 – 8.0 8.1 – 10.0 

  
4.83 
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Table 4.3: Scores for Each Quantitative Indicator in the Registration Function. 

Indicator 
No 

Indicator Score 

1 Is there an up-to-date list of all registered pharmaceutical products available in the country? 0.67* 

2 If such a list exists, does it provide a minimum level of information? 0.67 

3 
Are there written procedures for applicants on how to submit an application for registration 

of medicinal products 
0.61 

4 
Are there written procedures for assessors on how to assess applications submitted for 

registration of medicinal products? 
0.34 

5 
Is there a standard application form publicly available for submission of applications for 

registration of medicinal products?   
0.75 

6 
Are there written guidelines setting limits on how and where medicines registration officers  

meet with applicants? 
0.00 

7 
Is there a functioning formal committee responsible for assessing applications for 

registration of pharmaceutical products? 
1.00 

8 Are there clear written criteria for selecting the members of the committee? 0.40 

9 
Is there a written document that describes the composition and terms of reference of the 

committee? 
0.28 

10 Are there written guidelines on COI with regard to registration activities? 0.00 

11 
Are there clear and comprehensive guidelines for the committee's decision making  

process? 
0.07 

12 
Is there a formal appeals system for applicants who have their medicine applications 

rejected? 
1.00 

Total 5.79 

Final score** 4.83 

* The numbers represent the average per question, which is calculated only based on valid responses and all DK and 

NA answers were discarded. 

** Final score: total /number of indicators x 10. 

4.2.3 Indicators that Represent Perceptions of KIs 

The KIs were asked to give their perceptions on the following statements. Table 4.4 summarizes 

the most important part of their responses. Details about the KIs perceptions of the three indicators 

is shown in pages 38 to 41.  

Table 4.4: Perceptions of KIs toward the Transparency Level of the Registration Function. 

Indicator 

No 
Indicator 

% KIs answered with 

"agree" 
"strongly 

agree" 

13 
The members of the Registration Committee are systematically and 

objectively selected based on the written criteria in force in the GS. 
33.3% 6.7% 

14 
Gifts and other benefits given to the officials in charge of 

medicines registration have no influence at all on the final decision . 
26.7% 20.0% 

15 
The Registration Committee meets on a regular basis and keeps 

minutes for its meetings. 
40.0% 13.3% 
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4.2.4 Quantitative and Qualitative Data on Each Indicator 

Indicator I.1: Is there an up-to-date list of all registered pharmaceutical products available in 

the country?  

All of the KIs said that a list of registered medicinal products is available at the GAP. However, 

no one of the KIs from the private sector could provide a copy of the list. In fact, the MOH in the 

GS has an official list for all registered medicines and it is updated regularly every six months. On 

the other hand there is no official list for other registered products including cosmetics and dietary 

supplements. The GAP has a register of all medicines registered in the PNA territories in an 

electronic database. The comprehensive list is not accessible to the general public. On occasions 

where one makes a special request to the GAP on the registration status of a particular medicine 

or group of medicines, the GAP will provide such information free of charge. However a soft copy 

of the up to date list is provided regularly to other related parties in the MOH particularly inspection 

departments (both ports and establishments).  

Indicator I.2: If such a list exists, does it provide a minimum level of information? 

The majority of KIs said that the list includes the name of the product dosage form and strength 

(100% of the KIs), name of the manufacturer (93%), validity of registration (80%), country of 

manufacture (73%) and date of registration (67%) However, fewer of them said that the list 

included site of manufacture (33%), conditions for registration, such as prescription only or over‐

the‐counter (20%). In reality, the list of registered pharmaceutical products contains some of the 

important information such as: product generic and brand name; composition; dosage form; name 

of manufacturer and validity of registration. However, the list lacked information about the country 

of manufacturer; the site of manufacture; date of registration; approved indication; adverse effects; 

contradictions and conditions for registration.  

Indicator I.3: Are there written procedures for applicants on how to submit an application for 

registration of medicinal products? 

There are written procedures for applicants on how to submit an application for the registration of 

medicinal products. Fourteen of the fifteen KIs were aware of such procedures. Based on the 

interviews, 71% of respondents said that the procedures do not mention the time-frame for 

processing and the duration of the process is not always the same. 

Procedures followed in the registration process are the reflection of various ministerial decisions 

issued by the MOH. The ministerial decisions within the annexes of the Palestinian Pharmacy 

Practice Ordinance for 2006, in addition to registration requirements checklist prepared by the 

DRD (Annex 7-sections 1, 2). These procedures describe criteria for registration data as well as 
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documents to be submitted. Registration fees are specified in the appendix No. 20 of the minister ia l 

decision No. 1395 of 2015 (Annex 6-section 4). These procedures don’t describe in details the 

process to follow in submitting an application and the time-frame for processing. Registrat ion 

requirements checklist is not published. However, distributors and companies can get them for free 

directly from the DRD at the GAP. 

Indicator I.4: Are there written procedures for assessors on how to assess applications submitted 

for registration of medicinal products? 

Responses on the availability of written procedures for assessors on how to assess applications for 

registration were split among three possible answers. Five KIs said there were no procedures for 

evaluators to assess applications for registration of medicines. Nine of the KIs said only a checklist, 

and not procedures existed, while only one key informant said that such procedures exists as a part 

of the GAP’s internal standard operating procedures and would not necessarily be available to the 

public, but are kept internally in the DRD. 

In fact, the assessors in the registration department have one‐page check list (Annex 7-section 3) 

according to which they assess the pharmaceutical dossier. The checklist enumerates the 

documents that should be included in the application file but lacking clear criteria regarding to 

submitted documents. However, no written detailed procedures were found and there is no time ‐

frame for processing an application as it depends on the queuing list and the complexity of the 

application. 

Indicator I.5: Is there a standard application form publicly available for the submission of 

applications for registration of medicinal products? 

All 15 KIs confirmed that there is a standard application form for the submission of applications  

for the registration of medicinal products. This document is readily available in the DRD office  

(Annex 7-sections 4, 5, 6). This application form covers all important information. It contains a 

description of the product such as: the name of the product; the composition per unit dose; quality 

control information. Furthermore, it contains the summary of product characteristics including: the 

pharmacological action; therapeutic classification; indication; contraindications; details of the 

packaging material and labelling. However, the list does not ask for minor information that is 

included in the WHO list and must be included in the registration file such as a brief summary 

about the manufacturing method and the specifications of pharmaceutical ingredients and 

excipients.  
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Indicator I.6: Are there written guidelines setting limits on how and where medicine registration 

officers meet with applicants? 

According to All KIs responded, applications are submitted to the office of the GAP and then 

transferred to the DRD, where a regular staff member at the department checks the completeness 

of the file with all the requirements for registration. The registration officers process and submit 

the registration application for approval. However, when documents are missing in the 

pharmaceutical dossier or when clarifications are needed, an applicant can meet with government 

officials and there were no guidelines setting limits on how and where medicines registration 

officers meet with applicants. 

Indicator I.7: Is there a functioning formal committee responsible for assessing applications 

for registration of pharmaceutical products? 

There is a functioning formal committee called Technical Registration Committee and all 

respondents confirmed that this committee exists. The committee was established according to the 

ministerial decision “the PTC bylaw” within the annexes of the Palestinian Pharmacy Practice 

Ordinance for 2006 that was amended by the ministerial decision “the PTC bylaw for 2013 (Annex 

7-sections 7). Article 5 of this decision specifies the committee composition as follow: 

1. The manager of DRD as chairman of the Committee  

2. Pharmacist Specialist in Pharmacokinetics. 

3. Pharmacist Specialist in Pharmaceutical industry.  

4. Pharmacist Specialist in botany. 

5. Pharmacist Specialist in pharmacology.  

6. Pharmacist Specialist in pharmaceutical analysis. 

In addition, the committee responsibilities according to the same decision can be summarized as 

follow: 

1. Preparing policies and providing procedures for registration process of medicines and 

related products (including veterinary drugs, cosmetics, food supplements, medical devices 

and medical disposables). 

2. Approving or rejecting registration of these products 

3.  Reviewing appeals and making decision regarding them.  

Therefore, the committee is responsible to ensure that the applications submitted for registration 

are assessed for efficacy, safety, quality, accuracy and completeness of product information and 

then to make recommendations to the PTC for approval. In practical terms, the Registrat ion 

Committee -in most cases- is not involved in the assessment of applications if the process is 

straightforward and they can review only certain parts of the dossier upon their request. However, 



37 
 

problematic applications are considered by the committee. The decisions of the committee are 

submitted directly to the Minister of Health. 

Indicator I.8: Are there clear written criteria for selecting the members of the committee? 

Twenty seven percent of the KIs said that written criteria for selecting the members of the drug 

Registration Committee do not exist. 13% did not know if these criteria exist or not, while 60 % 

said that written criteria for selecting members of the committee exist in the MOH.  

In fact, according to the ministerial decision “the PTC bylaw for 2013”there are some written 

criteria for selecting the members of the drug registration committee. Members must be 

pharmacists and are mentioned by the professional qualifications required. However, it does not 

specify the technical skills and work experience related to the area, as it does not require declaration 

of COI and does not gives a time‐frame for serving as a committee member. In fact, and according 

to the documents collected these criteria are not usually respected. The committees' members are 

selected by the senior officials and then listed in ministerial decrees. 

Indicator I.9: Is there a written document that describes the composition and terms of reference 

of the committee?  

Seventy four percent of the KIs said that there is a document describing the composition of the 

committee by names. 13% had no idea whether this document exists or not while 13% said that 

such a document is not available.  

The Minister of Health issued a decision on the composition of the Technical Registrat ion 

Committee (Annex 7-sections 8). It is an internal document that is not publically available. In 

addition, the collected documents revealed that the last ministerial decision on the composition of 

the technical Registration Committee was issued in 20/2/2013, while the ministerial decision “the 

PTC bylaw” for 2013 that specifies criteria for selection of the committee members was dated 

29/11/2013; what means that the document is not regularly updated. 

In addition, the specified document contains only the names of the members without details about 

responsibilities, quorum requirements or time-frame for membership. It also does not define the 

accountability of the members or the financial benefits given to them. There is also no mention of 

declaration for COI for members. 

However, the ministerial decision, defines the Registration Committee roles and responsibilit ies, 

specifies that the committee should attend meetings at least once per month and carry out their 

work at the invitation of the head of the committee and by the presence of at least two thirds of the 

members.  
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Indicator I.10: Are there written guidelines on COI with regard to registration activities?  

All the KIs said that there are no guidelines on COI issues. In fact, there are no written guidelines 

on COI and no COI declaration form with regard to registration activities.  

Indicator I‐11: To what extent do you agree with the following statement: “The members of the 

Registration Committee are systematically and objectively selected based on the written criteria 

in force in your country”? 

The responses of the KIs are summarized in Table 4.5. 

Table 4.5: Perceptions of KIs toward the Selection of Committee's Members . 

 
Strongly 

Disagree 
Disagree Undecided Agree 

Strongly 

Agree 
DK NA Total 

Government 1 2 2 3 1 0 0 9 

Private  0 0 1 1 0 2 0 4 

Others* 0 1 0 1 0 0 0 2 

Total 1 3 3 5 1 2 0 15 

*Others include: Former governmental employee; Palestinian pharmacist syndicate and WHO  

Five (33.3%) of KIs agreed that there is a systematic and objective method used for selecting 

members of the Registration Committee based on written criteria specified for this purpose, one 

(6.7%) strongly agreed, three (20%) did not agree with the statement, one (6.7%) strongly 

disagreed, three (20%) were undecided and the rest answered that they did not know (Figure 4.1). 

 

Figure 4.1: Perceptions of KIs toward the Selection of Committee's Members . 

Indicator I.12: Are there clear and comprehensive guidelines for the committee’s decision‐

making process?  

Eighty seven percent (87%) of KIs reported that no guidelines are there for making the registration 
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The ministerial decision “the PTC bylaw for 2013” specifies that the committee should attend 

meetings at least once per month and carry out their work at the invitation of the head of the 

committee. In addition, the decision specifies consensus or two thirds majority vote in the presence 

of at least two third of committee members.as techniques for decisions-making by the committee. 

Detailed procedures for decision‐making process is not available. However, interviews revealed 

that the Registration Committee follows consistent procedures developed over years of practice. 

The Committee issues decisions most commonly according to the recommendation of the 

registration department. These recommendations are based upon completion of the pharmaceutica l 

dossier and receiving technical information that ensure the safety, efficacy and good quality of the 

medicine in addition to the results of medicine analyses. In few special cases the committee can 

review only certain parts of the dossier upon their request. However, regardless of the decision 

making process, all decisions are supported with an official written document, but the decisions of 

meeting are not publicly available. The committee usually signs the registration report and send it 

to the Minister for approval (Annex 7-sections 9). The report is one sheet long and contains the 

name of the product, the manufacturer, the composition and dosage form. The registration 

certificate (Annex 7-sections 10) is issued at the end of the process and is signed by the Head of 

DRD, Director General of Pharmacy, and the Minister of Health, and is valid for five years.  

According to the annual reports of the GAP in the previous three years, it was found that in 2012 

the number of meetings that has been held by the Registration Committee was 4 meetings per year, 

while the committee give recommendation to approve registration of 62 new pharmaceutica l 

products and renewal of registration for 26 products. In 2013, the number of meetings was 7 

meetings per year while the number of products approved for either registration or renewal of 

registration was 25 and 4 respectively. In 2014, the number of meetings was 14 meetings per year 

while the number of products approved for either registration or renewal of registration was 28 and 

14 respectively. 

Indicator I.13: Is there a formal appeals system for applicants who have their registration 

applications rejected? 

No formal written procedure describes the appeal process. However, formal appeals from 

applicants who are not satisfied with the results can be submitted to the office of the Director 

General of Pharmacy and then to the DRD. According to Article 5 of the ministerial decision “the 

PTC bylaw” for 2013 appeals are then reviewed by the same committee that made the decision. 

After that a written reply with justification is sent to the concerned company. All respondents 

confirmed the presence of appeal mechanism to manage their concerns and complaints 
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Indicator I.14: To what extent do you agree with the following statement: “Gifts and other 

benefits given to the officials in charge of medicines registration have no influence at all on 

their final decisions”? 

The responses of the KIs are summarized in (Table 4.7). 

Table 4.6: Perceptions of KIs toward the Effect of Benefits and Gifts on the Committee Final Decision. 

 
Strongly 

Disagree 
Disagree Undecided Agree 

Strongly 

Agree 
DK NA Total  

Government 3 1 2 1 2 0 0 9 

Private  1 0 0 3 0 0 0 4 

Others* 0 0 1 0 1 0 0 2 

Total 4 1 3 4 3 0 0 15 

*Others include: Former governmental employee; Palestinian pharmacist syndicate and WHO.  

Figure 4.2 shows that four (26.7%) of the respondents strongly disagreed with the statement that 

Gifts and other benefits given to the officials in charge of medicines registration have no influence 

at all on the final decisions; one (6.7%) disagreed with the above statement; three (20%) were 

undecided; four (26.7%) agreed with the statement and three (20%) strongly agreed with the 

statement. 

 
Figure 4.2: Perceptions of KIs toward the Effect of Benefits and Gifts on the Committee Final Decision. 

Indicator I.15: To what extent do you agree with the following statement: “The Registration 

Committee meets on a regular basis and keeps minutes of its meetings”? 

The responses of the KIs are summarized in (Table 4.7). 
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Table 4.7: Perceptions of KIs toward the Regularity of Committee Meetings. 

 
Strongly 

Disagree 
Disagree Undecided Agree 

Strongly 

Agree 
DK NA Total  

Government 0 0 2 5 2 0 0 9 

Private  0 0 2 1 0 1 0 4 

Others 0 0 2 0 0 0 0 2 

Total 0 0 6 6 2 1 0 15 

*Others include: Former governmental employee; Palestinian pharmacist syndicate and WHO.  

Six (40%) of the KIs undecided with the statement mentioned in indicator I.15. Six (40%) agreed 

and two (13.3%) strongly agreed, while one (6.7%) did not know (Figure 4.3). 

 
Figure 4.3: Perceptions of KIs toward the Regularity of Committee Meetings  
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Indicator I.16: If you were in a position of highest authority, what would be the first action that  
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2. Ensure that members of registration department have the necessary knowledge and 

qualifications for the job. 

3. Developing clear and comprehensive written guidelines and SOPs on each step in the 

registration process (for applicants, officers and committee) and ensuring full transparency for each 

step. 

4. Improving work conditions (suitable premises, salary and incentives system). 

B. The moderately frequent answers: 

1. Create data management systems to make information/literature/internet searches available for 

evaluators (officers and registration committee), and provide instant information to clients 

electronically. 

2.  Enable submission and acceptance of applications as well as registration files on the website.  

3. Identifying and enforcing a specific and consistent time-frame within which each step in 

registration process should be completed. 

4. Identifying specific and clear responsibilities for the committee members, putting a clear 

mechanism for decision making and enforcing it.  

5. Granting financial benefits to the Registration Committee.  

C. The least frequent answers: 

1. Conduct a comprehensive situation analysis to study all problems facing the registration process 

followed by a systematic action plan to work towards resolving them.  

2. Regular updating of pharmaceutical regulations according to need. 

3. Using Common Technical Document model as a framework for the registration process and 

train the pharmacist in the DRD on how to review the applications using this model. 

4. Increase the number of registration employees and increase the number of pharmacists allowed 

to receive and assess applications, to cover registration functions and to improve quality of service  

5. Identifying recruiting and promotion criteria for public official based upon experience, skills, 

performance and professional qualifications. 

6. Select the members of the Registration Committee according to scientific and ethical criteria. 

7. Regular updating of committee mandates including composition, authority and responsibilit ies, 

a quorum requirement for meetings. 

8. Take advantage of the existing qualified staff within the MOH and use of highly qualified 

experts from outside in the composition of specialized technical committees. 

9. Establishing a committee for product classification prior to registration.  

10. Registration of pharmaceutical manufacturing sites. 

https://www.tga.gov.au/publication/common-technical-document-ctd
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11. Imposing the time-frame on the companies in a way that cancel the registration if the dossier 

completion and the procedures do not happen in the scheduled time-frame. 

12. Make sure that the manufacturer of imported products is in direct contact with the evaluator 

pharmacist who accepts/refuses the file. 

13. Economic policies that regulates pharmaceutical market should be directed toward public 

interests.  

14. Pricing policies should be adapted and enforced to ensure the availability of all required 

medicines at the desired quality and the lowest possible cost. 

15. Limit the number of generics that can be registered for any molecule. This would result in 

more effective control of counterfeit medicines as well as pharmacovigilance. 

16. Studying the pharmaceutical market before making decisions about the number of generics 

permitted for each brand. 

17. Improve interaction and sharing of information among DRD, drug quality control department, 

pharmaceutical inspection and ports departments, Registration Committee and applicants. 

18. Developing effective and comprehensive post‐ marketing surveillance to ensure the quality of 

subsequent batches of registered products; enforce the withdrawal of all unregistered or counterfe it 

products in the market; and support surveillance at ports of entry. 

19. Establishing a totally independent appeals system that receives complaints related to 

registration and act to solve it in a responsive and efficient way. 

20. Provide guidelines on COI and rules for the acceptance of gifts. 

21. Developing an updated website that details the registration status of medicinal products. 

22. Publishing all registration requirements, processes and SOPs.  

23. Publishing all Registration Committee decisions. 

4.3. Licensing of Pharmaceutical Establishments  

This section introduces the results of the questionnaire for the licensing of pharmaceutica l 

establishments function that was filled interview with 14 KIs. 

4.3.1 Background  

In the GS, the licensing of pharmaceutical establishments is a legal requirement according to the 

public health law No. 20 for 2004 and the Palestinian Pharmacy Practice Ordinance for 2006.  

There is a system of administration to ensure that all personnel, premises and practices in all 

pharmaceutical establishments are licensed. The establishments that need licensing include 

manufacturing, importing, wholesale of medicines, retail outlet, promoting and adverting.  

The licensing system is supervised by the LPED under the LAU. The only exception from this 

system is the licensing for importing and dealing with controlled drugs which is supervised by both 
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Ports and Controlled Drugs Departments under the GAP. The final licensing approval for all 

pharmaceutical establishments is given by a decision from the Minister of Health. According to 

the annual report of pharmacy for 2014 issued by the MOH in March 2015, the number of local 

manufacturing companies was 2, the total number of community pharmacies was 675, while the 

number of medical stores was 97. 

Licensing follows a systematic process and there are publicly available guidelines and applications 

for licensing any pharmaceutical establishment. These guidelines cover administrative criteria and 

requirements to be met by applicants, in terms of premises, facilities and personnel.  

The process starts by filling out accredited applications by the owner who asking for a license for 

a pharmaceutical establishment. This written request with all the attached documentation is then 

submitted to the LPED under the LAU to be evaluated according to specific criteria. Consequently 

the staff in the LPED give their decision, and the owner of the application is then informed of the 

department decision within period not more than one month. If an applicant is offered an init ia l 

approval, an application for assessing/inspecting the establishment is prepared by the LAU and the 

Assessing Committee pursues inspection procedures. This committee checks whether the site for 

the proposed pharmaceutical establishment fulfils the requirements described in the written 

guidelines. The final report of inspection is drawn up and presented to the LAU. As long as there 

are no comments or defects detected by the Assessing Committee regarding the establishment, the 

final license is issued within three months after approval from the Minister of Health. The license 

is valid for one year from issue date. 

4.3.2 Scores for the Quantitative Indicators of the Licensing Function 

The total score of transparency in the licensing function calculated for quantitative indicators is 

5.33 on the scale from 1 to 10. Table 4.8 shows that this score falls between 4.1 and 6.0, classifying 

the licensing function as moderately vulnerable to corruption. A more detailed presentation of the 

quantitative results of scoring is given in table 4.9.  

Table 4.8: Final Score for Transparency for the Licensing Function.  

Licensing 

score 

Extremely 

vulnerable 

Very 

vulnerable 

Moderately 

vulnerable 

Marginally 

vulnerable 

Minimally 

vulnerable 

0.0 – 2.0 2.1 – 4.0 4.1 – 6.0 6.1 – 8.0 8.1 – 10.0 

  
5.33  
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Table 4.9: Scores for Each Quantitative Indicator in the Licensing Function. 

Indicator 

No 
Indicator Score 

1 
Is it a requirement by law to have a license in order to operate a pharmaceutical 

establishment? 
1.0* 

2 
Does the MRA have unit responsible for issuing pharmaceutical establishment 

licenses? 
1.0 

3 Are there written procedures for submission of applications for licensing? If so: 0.9 

4 Are there written guidelines for assessing applications for license? 0.9 

5 
Is the submission of pre-licensing inspection report one of the requirements for making 

decisions whether to issue a license or not? 
1.0 

6 
Is there a functioning formal committee that assesses applications for licensing of 

pharmaceutical establishment? 
0.0 

7 Are there clear written criteria for selecting the members of the committee?  0.0 

8 
Is there a written document that describes the composition and terms of reference of 

the committee?  
0.0 

9 
Does the MRA carry out regular (at least every two years) post-licensing inspection of 

all licensed pharmaceutical establishments? 
0.2 

10 
Is there an up-to-date list of all licensed pharmaceutical establishments available in the 

country? If so, does it include the following 
0.8 

11 
Is there an independent appeals system for applicants that have their applications for 

licensing rejected? 
0.1 

Total 5.86 

Final score** 5.33 

*The numbers represent the average per question, which is calculated only based on valid responses and all DK and 

NA answers were discarded. 

** Final score: total /number of indicators x 10. 

4.3.3 Indicators that Represent Perceptions of KIs  

The KIs were asked to give their perceptions on the following statement. Table 4.10 summarizes 

the most important part of their responses. Details about KIs perceptions of that indicator is shown 

in pages 48 and 49. 

Table 4.10: Perceptions of KIs toward the Transparency Level of Licensing Function. 

Indicator 

No 
Indicator 

% KIs answered with 

"agree" 
"strongly 

agree" 

11 
The licensing of pharmaceutical establishments is 

systematically carried out according to policies and procedures  
50% 50% 
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4.3.4 Quantitative and Qualitative Data on Each Indicator 

Indicator II.1: Is it a requirement by law to have a license in order to operate a pharmaceutical 

establishment? 

All KI’s agreed that licensing of pharmaceutical establishment is a legal requirement. The 

percentage of KIs that answered yes to this indicator was 100%. In fact, licensing of 

pharmaceutical establishments is covered by the articles 2, 47, 63 of the Palestinian Public Health 

Law No. 20 for 2004, the Palestinian Pharmacy Practice Ordinance for 2006 and the regulatory 

ministerial decisions within its annexes No. 4718, No 4397 for licensing of local manufacture rs; 

No 4399 for licensing of medical stores; and decision No 4400 for licensing of community 

pharmacies. These decisions indicate the requirements that should be met in terms of qualificat ion 

of personnel, premises, facilities and procedures etc., in order to obtain a license for a 

pharmaceutical establishments. 

Indicator II.2: Does the MRA have unit responsible for issuing pharmaceutical establishment 

licenses? 

KIs from all sectors were aware of the existence of a unit responsible for issuing pharmaceutica l 

establishments licenses which is LPED. The percentage of those who answered yes was 100%. 

According to the current MOH organogram which was approved in 2008, the LPED is working 

under the LAU and not under the GAP which is considered as the main drug regulatory authority 

(Annex 6-section 5). This department is responsible for ensuring that all pharmaceutica l 

establishments are licensed. Through it all the required information needed for licensing is 

processed. The Minister of Health is the national higher authority who makes the final decisions 

for licensing. 

Indicator II.3: Are there written procedures for submission of applications for licensing? 

All KIs from the government and private pharmaceutical sectors indicated that there are written 

procedures for submission of applications for licensing. 

Licensing follows a systematic process. According to the regulatory ministerial decisions within 

annexes of the Palestinian Pharmacy Practice Ordinance for 2006, the MOH has publicly available 

written procedures for submission of applications for licensing of pharmaceutical establishments. 

These procedures help manufacturers, medical stores, and retail pharmacies to license their 

pharmaceutical establishments. They cover all administrative criteria that must be followed for 

licensing, specify needed documents (Annex 8 section 1, 2, 3), and describes all requirements to 

be met in terms of premises, facilities, personnel, including the time‐frame for processing of an 

application and fees (annex- 5 section 4). 
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Indicator II.4: Are there written guidelines for assessing applications for a license? 

Eighty six percent (86%) of the KIs said that there are written guidelines available at the MOH for 

assessing applications for a license, while 14% said that there are no clear guidelines. These 

guidelines are publicly available in the form of ministerial decisions within the annexes of the 

Palestinian Pharmacy Practice Ordinance for 2006. 

Indicator II.5: Is the submission of a pre‐licensing inspection report one of the requirements 

for making decisions on whether to issue a license or not? 

Hundred percent (100%) of the KIs said that the submission of a pre‐licensing inspection report is 

one of the requirements for decisions on whether to issue a license or not. In fact, one of the major 

steps in the licensing process is the inspection of local establishments by the Assessing Committee. 

This committee checks whether the site for the proposed pharmaceutical establishment fulfils the 

requirements described in the written guidelines. The final report of inspection is drawn up and 

presented to the LAU, where the final license is issued as long as there are no comments or defects 

detected by the Assessing Committee regarding the establishment, and after approval from the 

Minister of Health. 

Indicator II.6: Is there a functioning formal committee that assesses applications for licensing 

of a pharmaceutical establishment? 

All KIs indicated that there is no effective official committee for assessing and evaluating 

applications submitted to gain licenses. However, the application is evaluated by a team composed 

of two employees (one is a pharmacist and the other is a pharmacist assistant) working in the 

LPED. The only exception is for local pharmaceutical manufacture, where different technical 

official committees are composed by ministerial decrees for assessing and evaluating applications 

submitted to gain licenses.  

Indicator II.9: Does the Medicines Regulatory Authority carry out regular post‐licensing 

inspection of all licensed pharmaceutical establishments? 

Only three of the KIs indicated that post‐licensing inspection of licensed retail pharmacies is 

carried out at least two cycles every year for all licensed pharmacies. All the other twelve KIs 

(79%) disagreed and said that irregular post‐licensing inspections is conducted on retail 

pharmacies. 

In fact, the IPED in the LAU performs an erratic post‐licensing inspection of the licensed retail 

pharmacies. In many cases inspection is done on an ad hoc basis and usually performed without 

prior notification to the pharmaceutical establishment. However, this is not true for medical stores 

nor manufactures as there is nearly no inspection is being conducted.  
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Indicator II.10: Is there an up‐to‐date list of all licensed pharmaceutical establishments 

available in the country? 

All KI’s were aware that such lists exist, illustrated by 100% of them answering yes. Moreover, 

there is consensus among KIs that the list doesn’t include the date of the last inspection. Four KIs; 

two from syndicate and two from government said that the list is not regularly updated. 

In fact, there are two lists of all licensed pharmaceutical establishments. One list for retail 

pharmacies and the other for wholesalers and manufacturers. The list of pharmacies indicates the 

following: name and address of premises; name of qualified person/contact person; type of 

establishment; license number and a validity date for the license. The other list indicates only the 

name of premises as well as qualified person/contact person; and the validity date for the license. 

However, both lists do not indicate the date of the last inspection.  

According to the list obtained from the LAU in 26 April 2015, which contains all licensed 

pharmaceutical establishments, the number of local manufacturing companies was 2. The total 

number of pharmacies was 629, while the number of medical stores were 81. The number of 

pharmaceutical sites that were licensed was 712 sites. However these numbers are inconsis tent 

with the numbers of licensed pharmaceutical establishments as mentioned in the pharmacy annual 

report issued by the MOH in March 2015. Therefore, it is uncertain whether the obtained lists 

contain accurate and current information or not. In addition, the license for 51.7% (368) of the 

pharmaceutical sites as mentioned in the list was outdated but not renewed.  

Indicator II.11: To what extent do you agree with the following statement: “The licensing of 

pharmaceutical establishments is systematically carried out according to policies and 

procedures”? 

The responses of the KIs are summarized in (Table 4.11). 

Table 4.11: Perceptions of KIs toward the Policies and Procedures of the Licensing Process. 

 
Strongly 

Disagree 
Disagree Undecided Agree 

Strongly 

Agree 
DK NA Total  

Government 0 0 0 2 3 0 0 5 

Private  0 0 0 1 2 0 0 3 

Others 0 0 0 4 2 0 0 6 

Total 0 0 0 7 7 0 0 14 

*Others include: Former governmental employee; Palestinian pharmacist syndicate and WHO. 

All KIs either agree or strongly agree that the licensing of pharmaceutical establishments is 

systematically carried out according to policies and procedures (Figure 4.4).  
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Figure 4.4: Perceptions of KIs toward the Policies and Procedures of the Licensing Process. 

Indicator II.12: Is there an independent appeal system for applicants who have their 

applications for licensing rejected?  

All respondents confirmed that there is no independent appeals system in the licensing process for 

those whose applications are rejected, but each applicant is allowed to complain either to the 

minister office or directly to the LAU that rejected their application. This complaint is then studied 

thoroughly by the same unit and then a decision is taken and the objector is informed with the 

result.  

Indicator II.14: In your opinion, what types of unethical practices commonly occur in the 

process of licensing pharmaceutical establishments in your country, if any? 

Although 43% of the KIs answered that there are no common unethical practices taking place 

within the licensing process. Eight KIs (57%) mentioned that there are some unethical practice can 

be observed. Favoritism and preferential treatment to certain people due to social pressure was the 

most common unethical behavior and account for (60%) of the observed unethical behaviors. In 

addition, some KI’s answered that some pharmacists sell their licenses to businessmen to operate 

pharmaceutical establishments without the pharmacist being in charge, and this requires fraud in 

the documents, such as contracts of property, lease and work, and this account for (30%) of the 
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(10%) of the observed unethical behaviors. 
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Indicator II.15: If you were in a position of highest authority, what would be the first action that 

you would take to improve the licensing process for pharmaceutical establishments in your 

country? 

A. The most frequent answers: 

1. Updating the Palestinian Pharmacy Practice Ordinance for 2006, as well as amendment of 

the regulatory ministerial decisions within its annexes. Particularly those regarding 

requirements, criteria and conditions for licensing of pharmaceutical establishments. 

2. Create suitable organizational structure to integrate all medicine regulatory functions and 

services in one body with suitable work conditions. 

B. The moderately frequent answers: 

1. Automate the licensing process and establishing an on‐line application for licensing; this 

will shorten the time taken to process and approve applications for licensing. 

2. Increase the number of licensing employees to improve quality of service. 

C. The least frequent answers: 

1. Determination of the number pharmacies allowed to operate for each catchment area 

according to the need of the pharmaceutical. 

2.  Provide adequate training to personnel involved in application evaluation, and ensure that 

members of licensing department have the necessary integrity, knowledge and 

qualifications for the job. 

3. Allocate a clear time frame for processing of licensing applications. 

4. Improving work conditions (suitable premises, equipment, salaries and incentives system).  

5. Establish a well-defined appeals system for rejected applications. 

6. Carry out inspection of all pharmaceutical establishments; close all the unlicensed ones; 

enforce annual renewal of licenses. 

7. Establish an up‐to‐date database of all the licensed establishments. 

8. Limiting the number of pharmacy graduates in accordance with the need of the 

pharmaceutical market by coordination with faculties of pharmacy. 

9. Application of Global Positioning System (GPS) system for determination of exact location 

of pharmaceutical establishments.  

10.  Developing clear and comprehensive written SOPs and guidelines on each step in the 

licensing process (for applicants and officers) and ensuring full transparency for each step. 

11. Enforce regular (at least biannual) inspection of all pharmaceutical establishments. 

 

https://www.google.ps/url?sa=t&rct=j&q=&esrc=s&source=web&cd=2&cad=rja&uact=8&ved=0CDcQFjABahUKEwi6rb-vhY7JAhXH1BoKHV9eCQc&url=https%3A%2F%2Fen.wikipedia.org%2Fwiki%2FGlobal_Positioning_System&usg=AFQjCNHdAZO2jJucz84uXxXxZRw6Axt1Yg&sig2=LJ4JNWJpoCBizBMC1jcoXw&bvm=bv.107467506,d.ZWU
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4.4. Inspection of Pharmaceutical Establishments  

This section introduces the results of the questionnaire for the inspection of pharmaceutica l 

establishment function that was filled interview with 19 KIs. 

4.4.1 Background 

In the GS, there is a legal provision for inspection of pharmaceutical establishments includ ing 

medicine manufacturers, importers, wholesalers, retailers. However, the inspection responsibilit ies 

are disseminated between the GAP and the ULR. Different inspection activities are conducted by 

the GAP officers including: the drug control department that is responsible for ensuring post 

marketing drug quality; the ports department that is responsible for inspecting ports of entry to the 

GS while the controlled drugs department which act to control and monitor the use of narcotics 

and psychotropic. On the other hand, the IPED under the ULR is active in terms of post‐licens ing 

inspections of pharmacies and medical stores to detect illegal and counterfeit medicines as well as 

assuring the quality of medicines available on the market. In addition, they participate in the 

Assessing Committee that carry out Pre-licensing inspection. Inspectors are responsible for the 

enforcement of the medicine regulations in the entire strip and ensuring that pharmaceutica l 

operations are carried out in accordance with approved norms and standards.  

However, there is no guidelines and standards for GMP nor GDP. GMP certificates are not granted 

for any local manufacturing plants and there is no GMP or any routine audit for the local industry. 

With low capital and insufficient infrastructure in the GS, the IPED is under staffed with only four 

inspectors responsible for inspection activities. In addition, the inspectors are under‐equipped in 

terms of transport and communication facilities. There are no vehicles dedicated for transportation 

of inspectors, there is no computers to enter data on inspections performed, therefore none of the 

work is computerized and only manual reports are produced. 

4.4.2 Scores for the Quantitative Indicators of the Inspection of Establishments Function: 

The total score of transparency in the inspection of establishments function calculated for 

quantitative indicators is 3.7 on the scale from 1 to 10. Table 4.12 shows that this score falls 

between 2.1 and 4.0, classifying the inspection function as Very vulnerable to corruption. A more 

detailed presentation of the quantitative results of scoring is given in table 4.13.  

Table 4.12: Final Score for Transparency for the Inspection of Establishments Function.  

Inspection 

Score 

Extremely 

Vulnerable 

Very 

Vulnerable 

Moderately 

Vulnerable 

Marginally 

Vulnerable 

Minimally 

Vulnerable 

0.0 – 2.0 2.1 – 4.0 4.1 – 6.0 6.1 – 8.0 8.1 – 10.0 

 
3.7   
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Table 4.13: Scores for each quantitative indicator in the Inspection of establishments  

Indicator 

No 
Indicator Score 

1 
Is there a provision in the medicines legislation/regulation covering inspection of 

pharmaceutical establishments? 
1.00 

2 Is the provision on inspection comprehensive enough? 0.84 

3 

Are there written guidelines on classification of Good Manufacturing Practices (GMP) 

non-compliance that describe the types of deficiencies and the corresponding measures to 

be taken by the MRA? 

0.00 

4 

Are there written guidelines on classification of Good Distribution Practices (GDP) non -

compliance that describe the types of deficiencies and the corresponding measures to be 

taken by the MRA? 

0.00 

5 
Are there written procedures/mechanisms to prevent regulatory capture between 

inspectors and the manufacturers or distributors that he/she inspects? 
0.06 

6 Are there written guidelines on COI with regard to inspection activities? 0.00 

7 Are inspection findings and conclusions subject to an internal review? 0.89 

8 
Are there written standard operating procedures (SOPs) for inspectors on how to conduct 

inspections? 
0.52 

9 Are there written criteria for the selection and recruitment of inspectors? 0.00 

Total* 
3.32 

Final score 3.68 

*The numbers represent the average per question, which is calculated only based on valid responses and all DK and 

NA answers were discarded. 

** Final score: total /number of indicators x 10. 

4.4.3 Indicators that represent perceptions of KIs:  

The KIs were asked to give their perceptions on the following statements. Table 4.14 summarizes 

the most important part of their responses. Details about the KIs perceptions of the two indicators 

is shown in pages 56 to 57. 

Table 4.14: Perceptions of KIs toward the transparency level of Inspection of establishments  

Indicator 

No 
Indicator 

% KIs answered with 

"agree" 
"strongly 

agree" 

10 
The integrity of inspectors is not at all influenced by personal 

gains, such as bribes, gifts, material or other benefits, etc.? 
32% 32% 

11 

Inspection activities are systematically carried out in accordance 

with the guidelines and procedures to prevent biases (e.g. peer 

review or rotation)? 

52.6% 5.3% 
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4.4.4 Quantitative and Qualitative Data on Each Indicator: 

Indicator III.1: Is there a provision in the medicines legislation/regulation covering the 

inspection of pharmaceutical establishments? 

All the Respondents (100%) were aware of the existence of a legislative framework that governs 

inspection. According to the articles 78, 79 and 80 of the Palestinian Public Health Law No. 20 for 

2004, the articles of 89, 90 and 91 of the Palestinian Pharmacy Practice Ordinance for 2006 and 

the regulatory ministerial decision No. 1454 within its annexes, there is a provision in the current 

legislation covering inspection of pharmaceutical establishments. This include inspection of 

medicine manufacturers and distributors whether they be importers, wholesalers, retail pharmacies 

or clinics.  

Indicator III.2: Is the provision on inspection comprehensive enough? 

All 19 KIs thought that the legal provision provides power to inspectors of the IPED to enter, at 

any reasonable time, any place where medicines are being produced, packaged, stored, distributed 

or tested. Many (84%) of KIs said that the provision defines the inspector’s duties and 

responsibilities and it is available to companies being inspected. Seventy four (74%) of KIs said 

that inspectors don’t have identification documents, but they are well known to most managers of 

pharmaceutical sites. However, KIs reported that, even though the provision is there, the powers 

of inspectors and the MOH are limited and that law enforcement is weak. 

In fact, there is a provision for inspection of medicine manufacturers as well as distributors 

including pharmacies and local distributors. It provides power to the IPED under the GAP to 

inspect pharmaceutical establishments. But in reality and according to the current MOH 

organogram which was approved in 2008, the IPED is working as a section in the inspection 

department under the LAU and not under the GAP which is considered as the main NMRA. The 

inspection department under the ULA carry out inspection to pharmaceutical establishments as any 

other health establishments regardless of specificity of these establishments. 

However, the legal provision provides power to inspectors to enter at any reasonable time any 

premises that manufacture, package, store, distribute and dispense drugs in order to carry out 

inspections. Also it requires that a copy of the provision is made available to establishments being 

licensed. In addition, it requires that inspectors being provided with a special identificat ion 

document. But in reality inspectors have only an identification card as MOH employee. However, 

it doesn’t define the inspectors’ duties and responsibilities. Therefore, the legal provision for 

inspection remains antiquated and not comprehensive enough to cover inspection activities.  
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Indicator III.3, III.4: Are there written guidelines on classification of Good Manufacturing 

Practices (GMP) or Good Distribution Practices (GDP) non-compliance that describe the types 

of deficiencies and the corresponding measures to be taken by the MRA? 

All KIs confirmed that there are no written guidelines classifying non‐compliance with GMP that 

outlines the classification of deficiencies and what corresponding actions will be taken by the 

inspection department. Furthermore, 7 KIs (37%) who were inspectors, previous inspectors and 

from manufacturing companies said that no inspection is carried out on manufacturing companies.  

Although seven (37%) of KIs said that there are written guidelines on classification GDPs, none 

of them could produce a copy, neither there is a copy at the inspection department. Twelve KIs 

(63%) said that there were no written guidelines classifying non‐compliance with GDP and all KI’s 

confirmed that there is no independent appeals mechanism for companies and if any company 

wishes to complain, the objection will return back to the head of the inspection department or to 

the same inspector. 

In fact, there are no written guidelines on classification of GMP or GDP non‐compliance that 

describe the types of deficiencies and the corresponding measures to be taken by the IPED. 

However, the Palestinian Pharmacy Practice Ordinance for 2006 mentions some violat ions 

regarding noncompliance with pharmacy profession practice in addition to measures to be taken 

in each case. 

Indicator III.5: Are there written procedures/mechanisms to prevent regulatory capture between 

inspectors and the manufacturers or distributors that he/she inspects? 

There are almost no written procedures to prevent regulatory capture between inspectors and the 

companies inspected and this was confirmed by all respondents. The only procedure performed in 

the GS that help to prevent regulatory capture between inspectors and manufacturers/distributors 

inspected is that inspectors are required to visit sites in a team with at least two inspectors. 

However, inspectors from one geographical area are not required to inspect establishments in other 

areas, there is no peer review inspection nor external auditing of the inspection done by an inspector 

from another country.  

Indicator III.6: Are there written guidelines on COI with regard to inspection activities? 

All KIs responded that there are no written guidelines to manage COI with regards to inspection 

activities. 

Indicator III.7: Are inspection findings and conclusions subject to an internal review? 

Ninety four percent (94%) of the KIs agreed that inspection findings undergo internal review by 

the head of the inspection department. There is a standard report format that should be signed by 
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the inspector and the responsible pharmacist at the end of the inspection (Annex 9- Section 1). 

When violations are observed, detailed report is written by inspection team and findings have to 

be discussed with the manager of the establishment being inspected (Annex 9- Section 2). 

Moreover, it is required that each inspection report should be reviewed by the head of the 

inspection department. Finally, the pharmacist is asked to sign a commitment not to repeat the 

violation (Annex 9- Section 3) and a summary report is produced for the LPED to be saved in the 

establishment file.  

Indicator III.8: Are there written standard operating procedures (SOPs) for inspectors on how 

to conduct inspections? 

Five (36%) of them, all from private sector said there were no written procedures. Fourteen (74%) 

of the KIs thought that there were some procedures for inspectors on how to conduct inspections. 

thirteen of the 14 KIs said there was an inspection checklist, but only six said that there were 

procedures containing details about requirements for pre‐inspection activities. Eight respondents 

said that there were procedures detailing requirements for post‐inspection activities. Ten KIs 

mentioned that there was a scheduling system identifying companies due for inspection within a 

set time frame and that there was a format and content specified for inspection reports. 

In reality, written SOPs for inspectors on how to conduct inspections are not available. However, 

according to the regulatory ministerial decision No. 1454 within the annexes of the Palestinian 

Pharmacy Practice Ordinance for 2006, there are some written procedures on how inspectors 

should conduct their activities. These procedures detail the requirements for pre and post‐

inspection activities. It also requires that all pharmaceutical establishments should be visited by 

inspector at least once monthly. There are also supplementary documents comprise a brief check 

list used in the inspection of community pharmacies and medical stores (Annexes 4,5) as well as a 

format of the inspection reports. These documents are used by inspectors at the facility being 

inspected. 

Indicator III.9: Are there written criteria for the selection and recruitment of inspectors? 

All KIs believe that there are no criteria for the selection and recruitment of inspectors and such 

criteria should exist as an essential requirement for inspection process  

In fact, recruitment of inspectors is done through an independent official body, general personnel 

council. Most inspectors are chosen only due to their professional qualifications as pharmacist 

while there are no written criteria for the selection.  
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Indicator III.10: To what extent do you agree with the following statement: “The integrity of 

inspectors is in no way influenced by personal gain, such as bribes, gifts, or any other benefits? 

The responses of the KIs are summarized in table 4.15. 

Table 4.15: Perceptions of KIs toward the Influence of Personal Gain on the Integrity of Inspectors . 

 
Strongly 

Disagree 
Disagree Undecided Agree 

Strongly 

Agree 
DK NA Total  

Government 1 1 1 0 4 0 0 7 

Private Co 0 0 2 2 1 0 0 5 

Others 0 2 0 4 1 0 0 7 

Total 1 3 3 6 6 0 0 19 

Six of the KIs (32%) agreed and Six (32%) strongly agreed with the statement mentioned in 

indicator III.10, while three (16%) undecided and three (16%) disagree, and only one KI’s strongly 

disagree (Figure 4.5). 

 

Figure 4.5: Perceptions of KIs toward the Influence of Personal Gain on the Integrity of Inspectors  

Indicator III.11: To what extent do you agree with the following statement: “Inspection 

activities are systematically carried out in accordance with the guidelines and procedures to 

prevent biases (e.g. peer review, rotation)”?  

The responses of the KIs are summarized in (Table 4.16). 

Table 4.16: Perceptions of KIs toward the Use of Guidelines and Procedures in Inspection Activities . 

 
Strongly 

Disagree 
Disagree Undecided Agree 

Strongly 

Agree 
DK NA Total  

Government 0 0 2 4 1 0 0 7 

Private Co 0 1 2 2 0 0 0 5 

Others 1 1 1 4 0 0 0 7 

Total 1 2 5 10 1 0 0 19 
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Of the KIs, 52.6% agreed with the statement mentioned in indicator III.11. However, 26.3% were 

undecided, 10.5% disagreed. 5.3% strongly disagree and 5.3% strongly agree (Figure 4.6). 

 

Figure 4.6: Perceptions of KIs toward the Use of Guidelines and Procedures in Inspection Activities . 

Indicator III.12: In your opinion, what types of unethical behavior are common in the 

inspection area in your country? These can include bribery, material gifts, favoritism (family, 

friends), conflicts of interest (e.g. investments in pharmaceutical companies), etc. 

Twenty one percent (21%) of the KIs said that there is no unethical behavior in the inspection area. 

However, other KIs saw that the most common examples of unethical behavior in the area of 

inspection of establishments were: favoritism and social pressure (25%), COI (20%), 

discrimination (18%), and aggressive behavior of inspectors (18%). Other unethical behaviors 

included that there are no regular inspections for all establishments, and when they are carried out, 

there are few sanctions for non‐compliance and this accounts for (10%) of unethical behaviors 

mentioned. In addition, the inspection guidelines are poor and enforcement is left to the discretion 

of the inspectors (8%). The least‐mentioned unethical behaviors was that owners of establishments 

try to bribe inspectors and this accounts for (3%) of unethical behaviors mentioned. 

Indicator III.13: If you were in a position of highest authority, what would be the first action 

that you would take to improve the inspection process in your country?  

A. The most frequent answers: 

1. Integrate all medicines' regulatory functions and services in one body under one authority 

with the manager being a pharmacist. 

2. Increase the number of inspectors. 
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B. The moderately frequent answers: 

1. Requiring clear and well‐defined levels of qualification and experience for the recruitment 

of inspectors and ensure that people of integrity and self‐discipline are recruited. 

2. Improving the salary and incentives system of inspectors to prevent inspectors from being 

involved in private sector business. 

3. Training the inspectors so that they behave professionally and are aware of their ethical 

obligations. 

4. Providing adequate transport and communication facilities (vehicles for transportation, 

computers, access to the internet and telephone). 

5. Updating the Palestinian Pharmacy Practice Ordinance for 2006, as well as amendment of 

the regulatory ministerial decisions within its annexes, particularly those regarding 

inspection process.  

6.  Developing clear and comprehensive written SOPs and guidelines on inspection. 

C. The least frequent answers: 

1. Providing inspectors with special identification card with adequate legal power to inspect 

manufacturing plants and distribution channels. 

2. Developing guidelines on classification of GMP, GDP and GPP non-compliance that 

describe the types of deficiencies and the corresponding measures to be taken. 

3. Law enforcement and strictly imposing Legal sanctions in all the violation cases found. 

4. Improving communication between IPED and pharmaceutical establishments and 

informing them of new professional decisions and instructions. 

5. Amendment of the current regulations so as to protect inspectors from any illegal action by 

the owners of premises being inspected. 

6. Holding workshops to educate pharmacists about their rights and duties.  

7. Developing a basic drug law and amending the regulations and decrees currently in force. 

8. Developing guideline require rotation of inspectors to prevent regulatory capture between 

inspectors and distributers. 

9. Improve communication and cooperation between IPED and other regulatory departments 

including LPED, Drug Registration, drug quality control, controlled drugs and ports 

departments. 

10. Developing scheduling system identifying companies due for inspections within a set time 

frame. 

11. Developing both administrative and judicial appeals systems that are independent of the 

body that made the initial decision. 
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12. Activating the role of pharmacists Syndicate in the inspection. 

13. Improving work conditions in terms of suitable premises.  

14. Providing written guidelines on conflicts of interest with regard to inspection. 

15. Conducting regular inspections particularly where violations were initially detected. 
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CHAPTER 5 : DISCUSSION 

The following sections provide an area‐specific analysis of the results obtained during the 

interviews with the KIs. It is important to notify that these data were collected during the interviews 

and through the analysis of the information provided by KIs. The information is presented in the 

areas of drug registration, licensing and inspection of pharmaceutical establishments. In addition, 

this section analyzes the results in the other developing countries comparing them with those of 

the GS. 

5.1 Transparency/ Vulnerability to Corruption Scores for All Countries 

The countries showed wide diversity on the scale of transparency/vulnerability to corruption. Table 

5.1 summarizes the overall scores for each country and each function on the transparency scale.  

Table 5.1: The Overall Scores for Each Country and Each Function on the Transparency Scale.  

Country 
Registration 

Score 

Licensing 

Score 

Inspection 

Score 

Promotion 

control 

Score 

Clinical 

trials 

Score 

Selection 

Score 

Procurement 

Score 

Distribution 

Score 

Average 

Score  

Malawi  4.84 - 5.98 1.39 - 1.59 3.2 - 3.40 

PNG 4.3 - 2.6 1.7 - 4.5 6.6 - 3.94 

Gaza Strip 4.83 5.33 3.68 - - - - - 4.61 

Egypt  5.04 - - - - - - - 5.04 

Kenya  4.36 5.21 3.95 4.53 6.25 2.95 7.01 7.82 5.26 

Cambodia 5.1 - 5 5.1 - 6.2 5.4 - 5.36 

Syria 5.12 7.42 5.88 4.47 3.36 5.67 6.3 6.61 5.60 

Mongolia 6.2 - 7.8 4.4 - 5.9 6.2 - 6.10 

Lao PDR 5.6 - - - - 6.1 6.9 - 6.20 

Lebanon 6.52 - 7.28 4.9 - 4.37 6.7 8.37 6.36 

Malaysia  6.8 - - - - 5.7 7.1 - 6.53 

Jordan  7.52 - 5.79 1.88 - 7.71 8.59 8.41 6.65 

Bolivia 8.6 - 6.2 4.7 - 7.6 6.2 - 6.66 

Zambia  6.95 - 8.03 5.12 - 5.19 6.68 9.55 6.92 

Kuwait 6.1 7.7 6 7.5 6.5 5.3 7.5 9.2 6.98 

Philippines  6.8 - - - - 6.1 8.5 - 7.13 

Indonesia 7.2 - 8.7 7.6 - 5.5 7 - 7.20 

Thailand 7 - - - - 8 7.1 - 7.37 

Nigeria 5.8 - 7 - - - 8.9 8.9 7.65 

Average 6.04 6.42 5.99 4.44 5.37 5.52 6.82 8.41  

* LAO PDR: Lao People’s Democratic Republic ** PNG: Papua New Guinea 

In the GS, the average score for the three functions is 4.61. This means that the pharmaceutica l 

sector is moderately vulnerable to corruption. The study showed that the areas of medicine 
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registration and licensing of pharmaceutical establishments are moderately vulnerable to 

corruption, while inspection of establishments is very vulnerable to corruption. The overall score 

of the pharmaceutical sector declined by the low score in the inspection of establishments function. 

However, all the three functions lacking adequate modern legal provision, COI guidelines, 

standard operation procedures (SOPs), written criteria for recruiting employee or selecting them 

in a certain committee, term of reference describing duties and responsibilities and independent 

appeal mechanism.  

The pharmaceutical sector in different countries rang from very vulnerable to corruption in Malawi 

and PNG (WHO, 2008b; WHO, 2008c)., moderately vulnerable in Syria (WHO, 2009d), Kenya 

(WHO, 2012a), Egypt (Elsalam and Ragab, 2011) and Cambodia (WHO, 2008c), and margina lly 

vulnerable Bolivia, Indonesia (WHO, 2008c), Jordan (WHO, 2009c), Kuwait (Badawi et al., 

2015), Lao PDR (WHO, 2006b), Lebanon (Hamra et al., 2009), Malaysia (WHO, 2006b), 

Mongolia (WHO, 2008c), Nigeria (Garuba et al., 2009), Philippine, Thailand (WHO, 2006b) and 

Zambia (WHO, 2012b). 

5.2 Medicine Registration 

5.2.1 Transparency/ Vulnerability to Corruption Score and Perceptions of KIs 

The registration function in the public pharmaceutical sector in the GS receives an average 

transparency score of 4.83. This indicates moderate vulnerability to corruption. The score of 

registration function for different countries range from 4.3 for PNG to 8.6 for Bolivia (WHO, 

2008c), while the average score was 6.04 (Figure5.1).  

 
*PNG: Papua New Guinea **LAO PDR: Lao People’s Democratic Republic 

Figure 5.1: Average Scores for Registration Function of Different Countries 
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However, The GS's score is one of the lowest as it falls below the average score of the other 18 

countries where the assessment was performed. In the region, Syria and Egypt has almost the same 

score and are moderately vulnerable to corruption. Kuwait, Jordan and Lebanon have higher scores 

as their systems are marginally vulnerable to corruption (WHO, 2006b; WHO, 2008b; WHO, 

2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; Elsalam and Ragab, 

2011;WHO, 2012a; WHO, 2012b; Badawi et al., 2015). The low score in the GS can be attributed 

to the lack of clear and comprehensive regulations and procedures for registration activities as well 

as to the weakness in the management system and regulations enforcement. This will be addressed 

in details in the next section. 

5.2.1.1 Official Documents 

Indicator 1 and 2: Having up-to-date list for registered products possesses minimum 

information  

Although updated list for all registered medicines was available in the GAP in the GS, the 

information content was not enough. The updated list lacks some of the important information 

about the country of manufacturer, the site of manufacture, date of registration, approved 

indication, adverse effects and contradictions and conditions for registration. In addition it seems 

that the access to the updated list of registered medicinal products was limited.  

The updated list for all registered medicinal products ensures that medicines not yet registered in 

other countries, medicines prohibited in other countries for safety or efficacy reasons, and imported 

medicines made by manufacturers noncompliant with GMP are not registered, so it can measure 

the degree of protection provided by a government to its population from ineffective, unsafe and 

poor quality products (WHO, 2009a).  

Therefore, the limited access of the public and all stakeholders to the updated list with a minimum 

defined level of information will hinder them from identifying which product is legally approved 

and which one is illegally sold. 

In addition, although registration is a legal requirement in PNA territories, these legal requirements 

are not applied to all medicinal products. According to the Paris Protocol, all pharmaceutica l 

products that is registered by the Israeli MOH in the occupied territories can be marketed in the 

PNA territories without registration in the Palestinian MOH (Anderson and Cooper, 2014; Almi, 

2012). Another exception in the enforcement of registration system is donated medicines and 

UNRWA medicines. Therefore, some medicines are not on the official list but are considered 

approved and can be available in the market for sale or use. However, there is no official list 

defining these products, and no one can confirm that all medicinal products circulating in the GS 

market are safe and efficacious. 
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Comparing the results obtained in the GS with that obtained in the other 18 countries mentioned 

earlier, it was found that excluding PNG (WHO, 2008c), the updated list that contains minimum 

defined information for all registered products is publicly available in all countries (WHO, 2006b; 

WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; 

Elsalam and Ragab, 2011; WHO, 2012a; WHO, 2012b; Badawi et al., 2015). However, in Syria, 

the list lacks important information as site of manufacture, conditions for registratio n, in addition 

to registration date and validity (WHO, 2009d). In Malawi, there was a database for the registered 

product and information on the registration status of medicines is provided on request, but there is 

no evidence that an up-to date list is available to the public (WHO, 2008b). In Zambia, the NMRA 

maintains a record of all registered products. However, this record is not available to the public 

and is provided on request (WHO, 2012b). 

Indicator 5: Having publicly accessible standard application form for submission to registration 

includes enough information. 

According to WHO (2009a) the presence of a standard application form for the submission of 

applications for the registration is considered as a tool to ensure that all medicinal products are 

evaluated according to objective criteria and thereby ensuring consistent registration practices for 

all applications. In the GS, a standard application form for the submission of applications for the 

registration of medicinal products is readily available in the registration department office. This 

official form requires a certain level of information as a minimum. 

Regarding other countries, all -with the only exception PNG (WHO, 2008c)- have standard 

application forms that contain sufficient information about the product being registered. The form 

is publicly accessible and readily available at the governmental office or on a web site (WHO, 

2006b; WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 

2009d; Elsalam and Ragab, 2011;WHO, 2012a; WHO, 2012b; Badawi et al., 2015). In PNG, the 

application form has been prepared but is not used (WHO, 2008c). 

5.2.1.2 Procedures and Guidelines  

In the registration process, written guidelines and procedures should be available to all 

stakeholders. This will help the staff in the registration department to recognize their role in the 

process, and enable applicants to understand the process and the requirements to be met (WHO, 

2009a). 
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Indicator 3: Having written publicly accessible procedures for applicants on how to apply for 

the registration process including time frame and fees.  

In the GS, there are written procedures on how to submit an application for the registration of 

medicinal products. Procedures include registration requirements checklist, describe criteria for 

registration and fees required. However, these procedures don’t describe in details the process to 

follow in submitting an application or the time-frame required for processing. The presence of a 

registration requirements checklist ensures that decision‐making is based on objective criteria and 

avoid confusion in communications between applicants and registration staff. On the other hand, 

the lack of documented detailed procedures with specified time-frame for registration, makes the 

process to some extent opaque and vague (WHO, 2009a).  

In comparison with other countries, all of them have written procedures on needed documents for 

registration process and how to submit the applications (WHO, 2006b; WHO, 2008b; WHO, 

2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; Elsalam and Ragab, 

2011;WHO, 2012a; WHO, 2012b; Badawi et al., 2015). However, these procedures are not 

implemented in PNG (WHO, 2008c), do not mention fees in Malawi and Syria (WHO, 2008b; 

WHO, 2009d), and do not mention time-frame in Malawi, Nigeria, Syria and Kenya (WHO, 2008b; 

Garuba et al., 2009; WHO, 2009d; WHO, 2012a). In Lebanon, time-frame is mentioned but not 

binding due to queuing system (Hamra et al., 2009). In Zambia, while KIs confirmed the presence 

of such procedures, no evidence of such procedures was found (WHO, 2012b). In both Kuwait and 

Zambia, the time taken to process an application was too long (WHO, 2012b; Badawi et al., 2015). 

Indicator 4: Having written publicly accessible procedures for assessors to assess applications. 

In the GS, assessors in the DRD have only a check list to assess the applications' contents with no 

detailed procedures. There is no time‐frame for processing an application. Therefore, the 

registration time varies. It depends on the queuing list and the complexity of the application being 

processed. However, processing time may be extended due to unclear requirements with regards 

to submitted documents. The situation is more complicated in the GS as the DRD is understaffed 

and staff who are actually responsible for assessment of the registration applications lack adequate 

training. 

When compared with other countries, it was found that Cambodia, Lebanon and Egypt have only 

check list for the applications' contents but not detailed procedures (WHO, 2008c; Hamra et al., 

2009; Elsalam and Ragab, 2011). Malawi have no written procedures for assessors to assess 

applications contents (WHO, 2008b). In PNG, procedures have been developed but are not 

implemented (WHO, 2008c). Bolivia, Mongolia, Jordan, Kenya, and Zambia have such written 

procedures. However, it is not publicly accessible (WHO, 2008c WHO, 2009c; WHO, 2012a; 
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WHO, 2012b). In the remaining countries, written procedures exist and are publicly accessible  

(WHO, 2006b; WHO, 2008c; Garuba et al., 2009; WHO, 2009d; Badawi et al., 2015). 

Indicator 6: Written guidelines setting how and where registration officers meet with applicants. 

In the GS, there are no written guidelines on how and where medicine registration officers meet 

with applicants. The lack of such guideline will limit the NMRA control over the venue, conduct 

and content of the meeting (WHO, 2009a). This was similar to the situation in most other countries 

that were investigated. Apart from Jordan and Egypt (WHO, 2009c; Elsalam and Ragab, 2011), no 

county has such written guidelines on how and where applicants can meet registration officers 

during the process if they have inquiries or something missing. In Lebanon, there are official days 

of the week when such meetings can take place (Hamra et al., 2009). However, no information 

found about this indicator in Lao-PDR, Malaysia, Philippine and Thailand.  

Indicator 13: Formal appeal system for rejected applications.  

In all countries being investigated, there is a formal appeal procedure for rejected applications 

(WHO, 2006b; WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; 

Elsalam and Ragab, 2011;WHO, 2012a; WHO, 2012b) except in Lao PDR, Cambodia, PNG, 

Syria, and Kuwait (WHO, 2006b; WHO, 2008c; WHO, 2009d; Badawi et al., 2015). However, in 

the GS, Lebanon (Hamra et al., 2009) and Thailand (WHO, 2006b), the appeal system is not 

independent as appeals are being reassessed by the same committee that made the first decision. 

The lack of independent appeal procedure in the registration process can discourage transparency 

(WHO, 2009a). 

5.2.1.3 Committee and Criteria for Membership 

Indicator 7, 8: Formal committee selected by publicly accessible and written criteria specifying 

professional qualifications and skills. 

The existence of a formal committee to assess applications is a requirement to ensure that 

registration dossiers are carefully examined and evaluated, and that the system is participatory and 

transparent (WHO, 2009a). In the GS, the Technical Registration Committee is the formal 

committee that is responsible for registration of pharmaceutical products. However, the committee 

-in most cases- is not involved in the assessment of applications. Instead it depends on the 

recommendation of the DRD for decision making. The committee can review only certain parts of 

the dossier upon their request. This may be caused by the conflict of authorities between DRD and 

Technical Registration Committee as well as the limited number of meetings that are held by the 

committee per month. This weakness in the management system is attributed mainly to the lack of 

clear and comprehensive regulations that define the roles of different parties involved medicine 
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registration activities. The assessment of registration files is not mentioned in the minister ia l 

decisions as one of the committee responsibilities. However, while the Technical Registrat ion 

Committee is not fully operational and not usually involved in the assessment of all applications, 

there are no other scientific sub-committees who can help in assessing the registration dossier.  

Therefore, such assessments of the registration files may depend on the judgment of the registration 

staff, lacking participating and transparency (WHO, 2009a). Here, it is worth to mention that there 

is a trend towards increasing the number of Committee meetings in the previous three years. This 

can be attributed to the ministerial decision “the PTC bylaw for 2013” that specifies that the 

committee should attend meetings at least once per month. However, this situation necessitates 

that the government should examine their medicine registration legislation and amending it to be 

sufficiently comprehensive (WHO, 1999a). 

Regarding selection criteria of the committee, there are some written criteria for selecting the 

members of the drug registration committee. Members must be pharmacists and are mentioned by 

the professional qualifications required. In fact, according to the documents collected these criteria 

are not usually respected. This can be attributed to the lack of sufficient qualified and well trained 

staff within the MOH, while there is a history of weak commitment in attending committee 

meetings for members from outside the MOH.  

In comparison with other considered countries, all of them except PNG and Kuwait (WHO, 2008c; 

Badawi et al., 2015) have a committee or group of committees that is responsible for assessing 

applications for registration of pharmaceutical products (WHO, 2006b; WHO, 2008b; WHO, 

2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; Elsalam and Ragab, 

2011; WHO, 2012a; WHO, 2012b). However, in Lao PDR, the committee considers only 

applications for products out the essential medicine list, while for products included on the 

essential medicine list, the head and staff of the Drug Unit -the office in charge- can make the 

decision and then inform the chairman of the committee (WHO, 2006b).While in Philippines, the 

staff of the responsible department act as evaluation committee to assess applications in addition 

to two other advisory and management committees. These three types of committee identified for 

making decisions on applications (WHO, 2006b). 

About selection criteria, there are large variations in having written or even well-known criteria 

for the selection of committee members. In Jordan, written criteria are there for selecting the 

members of two of the registration committees; it specifies professional qualification, technical 

skills requirements, work and research experience in the area of expertise and identify a period for 

serving as a committee member (WHO, 2009c). In Bolivia, there are written criteria covering all 

information. However, it was reported that these criteria are not always respected (WHO, 2008c). 

In Indonesia, members are selected based on technical and professional qualifications and integr ity 
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but unfortunately, the criteria for selecting the committee members are not publicly available  

(WHO, 2008c). On the other hand, Malaysia, Thailand, Philippine, Lao PDR, Nigeria and 

Lebanon, having less detailed requirements as members of the committees are mentioned by their 

positions (WHO, 2006b; Garuba et al., 2009; Hamra et al., 2009). While Malawi, Cambodia, 

Mongolia, Syria, Egypt and Kenya have no written criteria for selection of committee members 

(WHO, 2008b; WHO, 2008c; WHO, 2009d; Elsalam and Ragab, 2011; WHO, 2012a).  

Indicator 9: Having written updated publicly accessible document specifies composition and 

terms of reference of the committee. 

In the GS, the basic document describing the composition of the Technical Registration Committee 

was incomplete as it lacks information on the terms of reference. In addition, it wasn’t up to date 

and not published. This can undermine transparency in the medicine registration process and the 

accountability of its committee members (WHO, 2009a). The document confidentiality can be 

explained by avoiding communication between committee members and drug applicants prior to 

decision making. However, this was the case of most other countries as they have some sort of 

document describing the committee composition but most of them are incomplete or unavailab le 

for public (WHO, 2006b; WHO, 2008b; WHO, 2008c; WHO, 2009c; WHO, 2009d; Elsalam and 

Ragab, 2011). In Zambia, the Pharmaceutical Act describes the composition of the committee and 

its terms of reference and is available for a fee (WHO, 2012b). In Lebanon, it is available upon 

request (Hamra et al., 2009). In Nigeria, Kenya and Kuwait there was no evidence of such 

document (Garuba et al., 2009; WHO, 2012a; Badawi et al., 2015). 

Indicator 10: Having written guidelines on COI.  

Not surprising that there is no written guidelines on COI regarding registration activities exist in 

the GS. This was the case in all other countries (WHO, 2006b; WHO, 2008b; WHO, 2008c; Garuba 

et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; Elsalam and Ragab, 2011;WHO, 

2012a; WHO, 2012b; Badawi et al., 2015). Indonesia was the only exceptional country that has a 

form for declaration of COI that should be filled by registration committee's members and public 

officials (WHO, 2008c). 

5.2.1.4 Decision Making‐Process 

Indicator 12: Comprehensive written procedures for the committee’s decision making process.  

In the GS, detailed procedures for decision‐making process is not available. The minister ia l 

decision specifies that the committee can make the decisions on whether to approve or reject an 

application through consensus or voting. Also specifies the number of meetings that the committee 

should convene per month. Despite that, the registration committee follows consistent procedures 
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developed over years of practice, and issues its decisions most commonly according to the 

recommendations of DRD and without deep assessing of applications. This can explain the very 

low number of meetings that has been held by the committee in the previous three years. However, 

this can discourage transparency, objectivity and consistency in the decision‐making process in 

registration (WHO, 2009a). 

This indicator showed large variations among different countries. However, the indicator scores 

was low in all countries and most of the countries have no written detailed procedures on decision 

making. Some countries reported that such procedures are well known by many years of practice 

but they are not available in written format as in Cambodia, Lebanon and Syria (WHO, 2008c; 

Hamra et al., 2009; WHO, 2009d). While others (e.g. Mongolia, Bolivia and Nigeria) have written 

procedures but they are not publicly available (WHO, 2008c; Garuba et al., 2009). In Malaysia, it 

is reported that the decision should be taken through consensus or voting. However, KIs reported 

that the process is not democratic enough as what is identified in the procedures (WHO, 2006b). 

In Malawi and Zambia, there are written guidelines that outlines the criteria for consideration of 

applications by the committee (WHO, 2008b; WHO, 2012b). However, whether these guidelines 

are strictly followed in Malawi could not be ascertained (WHO, 2008b). In Jordan, two of the 

registration committees have clear and comprehensive guidelines for their decision‐making 

processes, and these are publicly available. The other technical committees do not have clear 

guidelines for their decision‐making process (WHO, 2009c). 

5.2.1.5 Perceptions of the KIs 

Indicator 11: Perceptions towards the statement "The members of the registration committee 

are systematically and objectively selected based on the written criteria in force in your country". 

In the GS, 40% of the KIs believe that the committees' members are systematically and objectively 

selected (indicators I.11), They also assigned a low score (0.4, 0.28) to the existence of clear and 

transparent selection criteria and procedures (indicators I.8 and I.9), indicating that some written 

criteria, rules and procedures are in place but they are insufficient, not published, not usually 

respected nor completely enforced. 

While the majority of KIs in Bolivia agreed that members of the registration committee were 

selected systematically based on written criteria (WHO, 2008c), the minority in Mongolia agreed 

with the statement (WHO, 2008c). Half of KIs in Malawi, Indonesia, Lebanon and Jordan, agreed 

with the statement (WHO, 2008b; WHO, 2008c; Hamra et al., 2009; WHO, 2009d). This indicator 

was not applicable in PNG and Kuwait since there is no committee for registration. While it wasn’t 

involved in the questioner of Lao PDR, Malaysia, Philippines and Thailand (Figure 5.2). 
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Figure 5.2: Perception toward the Objectivity of the Committee's Member’s Selection. 

Indicator 14: perceptions towards the statement "benefits given to the officials in charge of 

medicines registration have no influence at all on the final decisions". 

In the GS, 47% of the KIs believe that gifts and benefits have no influence at all on the committee 

decisions, but assigned a score of zero to the relevant indicator (I.10) which assesses the existence 

of guidelines on the declaration of conflict of interest. This means that there are no clear regulat ions 

and guidelines in place to prevent conflict of interest. Furthermore, this reveals a large gap in rules 

and procedures that needs to be addressed in order to improve governance in the pharmaceutica l 

sector. 

In different countries as shown in figure 5.3, there is a wide range of perceptions among KIs toward 

this statement (WHO, 2006b; WHO, 2008b; WHO, 2008c; Hamra et al., 2009; WHO, 2009c; 

WHO, 2009d; Elsalam and Ragab, 2011;WHO, 2012a; WHO, 2012b;). However, the majority of 

KIs in Kuwait thought that gifts and other benefits given to the officials in charge of medicine 

registration have no influence on the final decision (Badawi et al., 2015) while that was not true in 

Bolivia (WHO, 2008c).  

 

Figure 5.3: Perceptions of KIs toward the Effect of Benefits and Gifts on the Committee Final Decision. 
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Indicator 15: Perceptions towards the statement "The registration committee meets on a regular 

basis and keeps minutes for its meetings"? 

In the GS only 53% of KIs agreed that the registration committee meets on a regular basis and 

keeps minutes for its meetings. This low percentage can be interpreted that the majority of KIs 

believe that the committee meets on an irregular basis while usually records the minutes of 

meetings. In most countries being, the results of this indicator were not calculated. However, as 

shown in figure 5.4, while all KIs in Kenya, 80% of KIs in Egypt (Elsalam and Ragab, 2011) and 

79% of KIs in Syria (WHO, 2009d) agreed with the statement (WHO, 2012a), only 22% of KIs in 

Zambia agreed with it (WHO, 2012b). 

 

Figure 5.4: Perceptions of KIs toward the Regularity of Committee Meetings . 
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Indicator 17: KIs’ recommendations for improvement.  

When the KIs were asked about the improvements they would like to introduce to the registration 

process, the most frequent answers were related to inefficiency in both regulatory and management 

systems. The KIs responses confirmed the importance of addressing them. One of the highest 

priorities according to KIs was to allocate adequate financial and human resource; adequate budget 

is essential to provide facilities and infrastructure necessary as well as the salaries for qualified 

staff (WHO, 1999a). An adequate number of staff with diverse qualifications is required to make 

suitable decisions concerning quality, safety, efficacy and product information (WHO, 2009a). 

Also, KIs suggested providing adequate technical training to the registration staff as urgent 

priority. This is especially important in the GS, because all members of the DRD went on strike 

late in 2008 and didn’t return to their work while their jobs were filled by new recruited people 

with limited experience in the registration area (WHO, 2008a). Moreover, the KIs reported 

problems associated with opaqueness of the procedures of the registration process related to 

applicants, officers and committee; lack of SOPs on each step in the registration process; unlimited 

time-frame in addition to the lack of any measures for accountability and conflict of interest.  

5.2.2 Strengths and Weaknesses in the Registration Process with Regard to Transparency  

Based on the findings summarized above, some strengths and weaknesses need to be addressed for 

further improvement. These include:  

5.2.2.1 The Strengths of the Registration Function  

1. There is a standard application form for the submission of applications, which is publicly 

available. 

2. There is a registration requirements checklist available at the registration department office. 

It describes criteria for registration as well as data and documents to be submitted.  

3. The checklist requirements include the plant master file, GMP certificate, free sale 

certificate, certificate of analysis of finished product, clinical data and price certificate. 

4.  Registration fees are specified.  

5. The formal committee responsible for registration of pharmaceutical products composed of 

professionals with technical skill. 

5.2.2.2 The Weaknesses of the Registration Function  

Reviewing types of problems with regard to governance in the GS, two main groups of weak points 

in the registration system were found. First, lacking clear and comprehensive regulations and 

procedures to organize the registration process. Second, weak and inefficient management system 

that fails to enforce regulations and implement procedures in an effective way. These weaknesses 
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require interventions to introduce new regulations and amend those currently in place as well as to 

decrease management inefficiencies. 

First Group: Lack of clear and comprehensive regulations and procedures for registration 

activities.  

Weaknesses under this category relate to the registration essentials from legal provision as well as 

written guidelines and procedures that organize, influence and guide the registration decisions. 

This group includes:  

1. Pharmaceutical legislative framework is severely outdated and unsuitable to support or 

facilitates development of a modern pharmaceutical sector.  

2. The criteria for committee selection are neither sufficiently clear nor complete, and are not 

usually respected.  

3. The basic document describing the composition of the committee was incomplete, not up to 

date and not published. It lacks information on the terms of reference, did not describe the 

duties and responsibilities of committee members and consequently lack accountability of 

committee members. 

4. No clear guidelines or detailed procedures govern decision making inside the committees as 

there are no rules for assessing the registration dossier. 

5. The lack of technical committee for product classification prior to registration.  

6. There are no written guidelines on COI with regard to registration activities. 

7. There is no pre‐defined registration time line. Consequently the time needed to complete 

registration of different medicinal products can vary largely. 

8. There is no clear written guidelines for the appeal system. 

Second Group: Weak management systems to enforce regulations  

Weak points under this category are related to weak management practices that are insufficient to 

enforce regulations and procedures. As a result, it is difficult to ensure full transparency and 

accountability of all staff and committees member. The weaknesses in this group include:  

A. Human resource  

1. Lacking efficient recruitment system to hire qualified personnel.  

2. The DRD is understaffed and staff lack adequate training.  

3. Lacking an efficient salary and incentives systems.  

B. Premises and facilities 

1. There is no adequate office space for staff to store dossiers and related documentat ion, 

therefore the data archiving system functions poorly. 
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2. There is no digital archiving of administrative and technical documents. Applicant is asked 

to submit the application and all the relevant information in the form of a hard copy, 

therefore archiving of the information submitted for the registration application is still old 

fashion. 

3. Lacking an up-to-date electronic knowledge management system to update and 

communicate information efficiently and immediately.  

4. There is no a website for the GAP. The web site can contain sufficient resource documents 

that describe activities, procedures, decrees and decisions regarding pharmaceutical work. 

5. There is no online registration information system, as well as there is no an electronic 

submission system to receive registration applications. 

C. Operation Procedures  

1. There are no documented SOPs for the registration function, specifying in detail the steps 

to follow; the time-frame for processing; whether special issues should be considered and 

how to write reports. 

2. The registration officers use only the registration requirements checklist to evaluate the 

applications, they have insufficient guidance on how to assess the application documents 

and the decision is based on the judgment of the officers 

3. There is no easily accessible, official, up‐to‐date list with a minimum level of information 

of all pharmaceutical products approved for sale or distribution in the GS. 

4. The level of contact between the staff working in the medicine registration and applicants is 

not formalized and communication between both parties is not recorded.  

5. While the Technical Registration Committee is not fully operational and not involved in the  

deep assessment of all applications, there is no other scientific sub committees who can help 

in assessing the registration dossier. 

6. The decision making process in many times based on the decision of an individua l 

registration officer.  

7. The Technical Registration Committee comprises professionals representing the MOH only 

but no other parties, they don’t meet on a regular basis and meeting minutes are not publicly 

available. 

8. The appeal mechanism is not totally independent as the same committee who rejected the 

application also reviews appeals.  

9. There is no official list of over‐the‐counter medicines issued and published by the MOH. 

Regarding the situation in other countries, it was found that countries are split into two distinct 

groups. The first group comprise countries that have both inadequate regulation and procedure in 
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addition to poor management and monitoring practices. Those countries include lao PDR, Malawi, 

PNG, Cambodia, Mongolia, Nigeria, Syria, Egypt, Kenya and Kuwait (WHO, 2006b; WHO, 

2008b; WHO, 2008c; Garuba et al., 2009; WHO, 2009d; Elsalam and Ragab, 2011; WHO, 2012a; 

Badawi et al., 2015).The remaining countries including Malaysia; Philippines, Thailand, Lebanon, 

Jordan and Zambia suffer mostly from poor management and monitoring practices to varying 

degrees (WHO, 2006b; WHO, 2008c; Hamra et al., 2009; WHO, 2009c;WHO, 2012b). 

5.3 Licensing of the Pharmaceutical Establishments 

5.3.1 Transparency/ Vulnerability to Corruption Score and Perceptions of KIs 

The licensing function in the public pharmaceutical system in the GS receives an average 

transparency score of 5.33. This indicates moderate vulnerability to corruption. The score of 

licensing function for different countries range from 5.21 for Kenya (WHO, 2012a) to 7.7 for 

Kuwait (Badawi et al., 2015), while the average score was 6.17 (Figure 5.5). The GS's score falls 

below the average score of the other countries where the assessment has been performed. In the 

region, Syria and Kuwait has almost the same score and are marginally vulnerable to corruption 

(WHO, 2009d; WHO, 2012a; Badawi et al., 2015). 

 

Figure 5.5: Average Scores of Different Countries for Licensing Function 

The low score in the GS can be attributed to the lack of clear and comprehensive regulations and 

procedures for licensing activities as well as to the weakness in the management system and 

regulations enforcement. This will be addressed in details in the next section. 
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5.3.1.1 Regulations 

Indicator 1 and 2: Having legal provision and official unit responsible for licensing of 

pharmaceutical establishments  

In the GS, it is a requirement by law to have a license in order to operate a pharmaceutica l 

establishment and the LAU has a department responsible for issuing and monitor ing 

pharmaceutical establishments’ licenses. The legal provision for licensing is clear and 

comprehensive. The main criteria for granting a license are the qualifications of the technical 

personnel and the appropriateness of the premises, equipment and practices. This can limit making 

arbitrary decisions, bias, favoritism and corruption (WHO, 2009). However, according to KIs some 

of requirements, criteria and conditions for licensing of pharmaceutical establishments are strict, 

very antiquated and are not suitable with modern pharmacy practice. Therefore, there is a real need 

for developing a basic drug law, updating the Palestinian Pharmacy Practice Ordinance for 2006, 

as well as amending the regulatory ministerial decisions within its annexes. Moreover, as the 

current legislative framework grant different responsibilities regarding medicine regulation to 

different authorities, another problem related to work coordination can arise (WHO, 2009).  

When comparing these results with other considered countries, it was found that it is a legal 

requirement to have a license in order to operate a pharmaceutical establishment in Syria, Kenya 

and Kuwait (WHO, 2009d; WHO, 2012a; Badawi et al., 2015). In addition, all have a unit 

responsible for issuing and monitoring pharmaceutical establishment licenses. 

5.3.1.2 Official Documents 

Indicator 10: Having up-to-date list for all licensed pharmaceutical establishments possesses 

minimum information. 

The lists for licensed pharmaceutical establishments was available in the LAU in the GS. However, 

the list was incomplete regarding medical stores. It lacks some of the important information about 

the address of premises and the license number. In addition both lists -for the licensed retail 

pharmacies as well as medical stores- lack the date of last inspection. Here it is worth to mention 

that the license for 51.7% (368) of the pharmaceutical establishment was outdated but not renewed. 

This can indicates weak coordination between the LPED and the IPED. Also it can indicates that 

there is no regular Post-licensing inspection is performed. Therefore, in the GS the fact that 

regulations exist to regulate the licensing of pharmaceutical establishments function does not 

certainly mean that they are enforced. In addition, it seems that the access to the lists of licensed 

pharmaceutical establishments was limited. It can be obtained -only based on request- by some 

official bodies as the GAP as well as the Palestinian pharmacist syndicate, but it is not available to 
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the general public. Therefore, and according to WHO (2009a) public don’t know which 

establishment is operating legally. 

Comparing with the other countries mentioned earlier, it was found that the updated list that 

contains minimum defined information for all licensed pharmaceutical establishments is available 

in both Kuwait and Syria (WHO, 2009d; Badawi et al., 2015). However, in Syria, the list lacks a 

validity date for the license (WHO, 2009d). In Kenya, there was no evidence of an updated list of 

all licensed pharmaceutical establishments as the list mainly mentioned names of wholesalers and 

manufacturers, and was incomplete on retail pharmacies (WHO, 2012a).  

5.3.1.3 Procedures 

Indicator 3: Having written procedures for the submission of applications for licensing. 

In the GS, there are written procedures for submission of applications for licensing of 

pharmaceutical establishments and they were easily accessible to all stakeholders. According to 

WHO (2009) these written procedures are critical to ensure transparent licensing system. It enables 

applicants to know what is expected of them, ensure consistency and objectivity in decision 

making.  

Regarding other countries being studied, there is a written and publically available procedure for 

the submission of applications for licensing in Syria and Kenya (WHO, 2009d; WHO, 2012a). 

Although, in Syria the procedure didn’t include time‐frame for processing of an application or fees 

(WHO, 2009d). In Kuwait, there is no written procedure describing the exact process to follow 

after submitting an application for licensing. However there is a list of requirements needed to 

license a pharmaceutical establishment (Badawi et al., 2015). 

Indicator 4: Having written guidelines for assessing applications for a license. 

In the GS, there are written guidelines for assessing applications. These guidelines are publicly 

available. The presence of such guideline prevent favoritism and arbitrary decision making (WHO, 

2009). 

Regarding other countries it was found that despite the presence of written guidelines for assessing 

applications in the three countries, these guidelines are not publicly available in Syria (WHO, 

2009d), most of KIs were not aware about them in Kenya (WHO, 2012a) and are not usually 

respected in Kuwait (Badawi et al., 2015). 

Indicator 5: Considering a pre‐licensing inspection report as a prerequisite for licensing.  

In the GS, the pre‐licensing inspection report is considered as an essential prerequisite for licensing 

of pharmaceutical establishment. This can ensure that the site for the intended pharmaceutica l 



77 
 

establishment fulfills the licensing requirements (WHO, 2009), also this was the case in the three 

other countries Syria, Kenya and Kuwait (WHO, 2009d; WHO, 2012a; Badawi et al., 2015). 

Indicator 9: Conducting regular post‐licensing inspection of all licensed pharmaceutical 

establishments. 

The inspection department carry out irregular inspection visits to some retail pharmacies. However, 

there is nearly no inspection visits being conducted on medical stores or manufactures. This can 

be attributed to the inadequate financial and human resource capacity. However, under these 

conditions of weak law enforcement, it is difficult to ensure that there is continued compliance of 

the pharmaceutical establishments with the requirements upon which the license was granted, and 

different types of violation can emerge (WHO, 2009a). 

Regarding other countries, the NMRA in both Syria and Kuwait conduct regular post‐licens ing 

inspections of licensed pharmaceutical establishments (WHO, 2009d; Badawi et al., 2015). 

However, in Kenya post‐licensing inspection is erratic and done on an ad hoc basis (WHO, 2012a). 

Indicator 12: Having an independent appeals system for applicants who have their applications 

for licensing rejected?  

In the GS, there is no independent appeals system in the licensing process for those whose 

applications are rejected. This may indicates a lack in transparency as there should be a formal 

appeal system openly available to all applicants (WHO, 2009a). When compared with other 

countries, this also was the case in Syria, Kenya and Kuwait (WHO, 2009d; WHO, 2012a; Badawi 

et al., 2015). 

5.3.1.4 Committee and Criteria for Membership and Decision Making‐Process 

Indicator 6, 7, 8: Having a functioning formal committee that assesses applications for licensing 

of a pharmaceutical establishment with written document that specify criteria for selection of 

members and terms of reference of the committee  

In the GS, there is no effective official committee for assessing and evaluating applications 

submitted to gain licenses. Therefore, the decision regarding any applications falls in most cases 

under the judgment of one person. According to WHO (2009) such a system will maximize bias 

or favoritism in assessing an application. 

When compared with other countries, it was found that in all the three countries - Syria, Kenya 

and Kuwait - there was a functioning official committee that assesses and evaluates applications 

for licensing of a pharmaceutical establishment (WHO, 2009d; WHO, 2012a; Badawi et al., 2015). 

However, in Kenya there was no written document that describes criteria for selecting members of 

the committee nor the composition and terms of reference of the committee (WHO, 2012a). In 
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Syria, There are no criteria for selecting the members of the committee, but there is a written 

document that is not publicly available and describes the names and the level of expertise of 

committee members (WHO, 2009d). 

5.3.1.5  Perceptions of KIs 

Indicator 11: Perceptions towards the statement: “The licensing of pharmaceutical 

establishments is systematically carried out according to policies and procedures”? 

In the GS, all KIs agreed that the licensing of pharmaceutical establishments is systematica lly 

carried out according to policies and procedures. Also, according to responses to related indicators 

II.3 and II.4, most of the KIs were aware of these procedures, which include all the administra t ive 

criteria that must be followed for licensing. 

While this indicator was not applicable in Kuwait (Badawi et al., 2015), 82% of KIs in Syria 

(WHO, 2009d) and only 31% of KIs in Kenya agreed that the licensing of pharmaceutica l 

establishments is systematically carried out according to policies and procedures (Figure 5.6) 

(WHO, 2012a). 

 

Figure 5.6: Perceptions of KIs toward the Policies and Procedures of the Licensing Process .  

5.3.1.6 Qualitative Indicators  

Indicator 14: The existence of unethical behaviors.  

More than a half of the KIs in in both GS and Syria (WHO, 2009d) said that there are no common 

unethical practices taking place within the licensing process. However, favoritism was a common 

unethical behavior in both countries. In addition, while bribery was a common unethical behavior 

in the licensing system in Syria (WHO, 2009d), fraud in documents was a common unethica l 

behavior in the GS. 
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In Kenya, there was a long list of distinct types of unethical behaviors that include: subjectivity of 

the licensing officers; licensing of unqualified persons; licensing some establishments without full 

compliance with the basic requirements or without pre-licensing inspection and manipulation of 

the pre‐licensing report (WHO, 2012a). 

Indicator 15: KI’S recommendations for improvement. 

When the KIs were asked about the improvements they would like to introduce to the licensing of 

establishments process, the most frequent answers were related to inefficiency in both regulatory 

and management systems, and their responses confirmed the importance of addressing them. The 

highest priority according to KIs was to integrate all medicines' regulatory functions and services 

in one body. This step is very important to avoid coordination problems (WHO, 1999a; 

Ratanawijitrasin and Wondemagegnehu, 2002). Also KIs consider updating the Palestinian 

Pharmaceutical legislative framework as one of the highest priorities. This will allow the interested 

parties to know their rights and obligations. In addition, the clear legal provision helps to prevent 

making arbitrary decisions, bias, favoritism and corruption (WHO, 2009). In addition, according 

to KIs, effective licensing system requires automating the licensing process, establishing an on‐

line application for licensing and increasing the number of licensing employees; this will shorten 

the time taken to process applications and improve quality of service. 

5.3.2  Strengths and Weaknesses in the Licensing of Pharmaceutical Establishments Process 

with Regard to Transparency  

Based on the findings summarized above, some strengths and weaknesses need to be addressed 

for further improvement. These include:  

5.3.2.1 The Strengths of the Licensing of Establishments Function  

1. It is a legal requirement to have a license in order to operate a pharmaceutical establishment.  

2. There is a system of administration to ensure that all personnel, premises and practices in 

all pharmaceutical establishments are licensed. 

3. There are guidelines, applications and requirements for licensing any pharmaceutica l 

establishment. 

4. The requirements needed for the licensing process covers administrative criteria and 

requirements to be met by applicants, in terms of premises, facilities and personnel.  

5. The requirements needed for the licensing process are publicly available. 

6. There are written guidelines for assessing applications for a license. 

7. Fees and time frame for processing applications is determined. 
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8. The Assessing Committee checks whether the site for the proposed pharmaceutica l 

establishment fulfils the requirements described in the written guidelines. 

9. The submission of a pre‐licensing inspection report is one of the requirements for making 

decisions on whether to issue a license or not. 

5.3.2.2 The Weaknesses of the Licensing of Establishments Function  

Similar to that in the medicine registration function, there are two main groups of weak points in 

the licensing process. First, lacking clear and comprehensive regulations and procedures to 

organize the licensing of establishment process. Second, weak and inefficient management system 

that fails to enforce regulations and implement procedures in an efficient way. These weaknesses 

require interventions to introduce new regulations and amend those currently in place as well as to 

decrease management inefficiencies. 

First group: Lack of clear and comprehensive regulations and procedures for licensing activities  

Weaknesses under this category relate to the licensing essentials from legal provision as well as 

written guidelines and procedures that organize, influence and guide the licensing of establishment 

process. This group includes:  

1. Some of requirements, criteria and conditions for licensing of pharmaceutica l 

establishments are strict, very antiquated and are not suitable with modern pharmacy 

practice.  

2. The current legislative framework grant different responsibilities regarding drug regulat ion 

to different authorities leading to coordination problems practice. 

3. There is no formal committee that assess applications for licensing of a pharmaceutica l 

establishment. 

4. There are no written guidelines on COI with regard to licensing activities. 

Second group: Weak management systems to enforce regulations  

Weak points under this category are related to weak management practices that are insufficient to 

enforce regulations and procedures. As a result, it is difficult to ensure full transparency and 

accountability of all officers. The weaknesses in this group include:  

A. Human resource  

1. The LPED is understaffed and staff lack adequate professional training. 

2. Lacking an efficient salary and incentives systems. 
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B. Premises and facilities 

1. There is no adequate office space with poor communication facilities including computers, 

telephone and internet access. 

2. There is a manual archiving system of documents. Therefore, information submitted for 

licensing is still in the form of a hard copy.  

3. There is no online licensing information system, as well as there is no an electronic 

submission system to receive licensing applications. 

4. Lacking an up-to-date electronic data base of all licensed pharmaceutical establishments.  

C. Operation procedures 

1. Post‐licensing inspection of licensed pharmaceutical establishments is irregular.  

2. There is no independent appeals system for rejected applications.  

3. There is no easily accessible, official, up‐to‐date list with a minimum level of information 

of all licensed pharmaceutical establishments in the GS. 

Regarding the situation in other countries, it was found that countries are split into two distinct 

groups. The first group comprise countries that have both inadequate regulation and procedure in 

addition to poor management and monitoring practices. Kenya is an example of this group (WHO, 

2012a). The remaining countries (Kuwait and Syria) suffer mostly from poor management and 

monitoring practices to varying degrees (Badawi et al., 2015; WHO, 2009d). 

5.4 Inspection of Pharmaceutical Establishments 

5.4.1 Transparency/ vulnerability to corruption score and perceptions of KIs 

The Inspection of establishments function in the public pharmaceutical system in the GS receives 

an average transparency score of 3.7. This indicates very vulnerability to corruption. The score of 

inspection of establishments function for different countries range from 2.6 for PNG to 8.7 for 

Indonesia (WHO, 2008c), while the average score was 5.88 (Figure 5.7). However, The GS's score 

is one of the lowest as it falls below the average score of the other 13 countries. In the region, 

Syria, Kuwait and Jordan has almost similar score and are moderately vulnerable to corruption. 

Lebanon has higher scores as their system is marginally vulnerable to corruption (WHO, 2008b; 

WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; WHO, 2012a; 

WHO, 2012b; Badawi et al., 2015).  
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*PNG: Papua New Guinea 

Figure 5.7: Average Scores of Different Countries for Inspection Function. 

The low score in the inspection of pharmaceutical establishments in the GS can be attributed to 

two groups of problems; those relating to legal structures and those relating to implementat ion . 

This is addressed in detail in the next section. 

5.4.1.1 Regulations 

Indicator 1, 2: Having comprehensive legal provision covering inspection of pharmaceutical 

establishments  

There is a legal provision for inspection of medicine manufacturers as well as distributors. 

However, in the absence of a basic drug law, the legal provision for inspection remains not 

comprehensive enough. The legislative framework doesn’t define the inspectors’ duties and 

responsibilities. This legislative deficiency can act as strong incentives for corruption (WHO, 

2009a). It may give inspectors wide discretionary powers with little or no accountability (WHO, 

1999a). Moreover, inspectors have only an identification card as MOH employee despite the 

presence of a provision to provide them with a special identification document. Therefore, 

inspectors are not provided with the necessary legal powers to perform their duties, as they are not 

protected from any illegal action by the owners of premises being inspected (WHO, 2009a). In 

fact, KI’s believe that although the provision is there, the powers of inspectors are limited and the 

law enforcement is weak. 

Another problem arises from the way in which the regulations assign different responsibilities to 

different authorities, leading to coordination problems. In the GS, the licensing body for 

manufactures, distribution channels, pharmacies and pharmacists is the LPED which rests with 

LAU. This is an independent body from the GAP that is responsible for marketing authorizat ion. 

To make matters even more complex, inspections of distribution channels and pharmacies are 
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undertaken by IPED which is not related to the GAP. While different departments under the GAP 

are responsible for inspecting ports of entry to the GS, post marketing surveillance as well as 

monitoring of controlled drugs. 

Comparing with the other countries mentioned earlier, it was found that -despite variation in 

inspection processes between these countries- Cambodia, Mongolia, Bolivia, Indonesia, PNG, 

Malawi and Jordan reported that they have a comprehensive provision in their pharmaceutica l 

legislation covering inspection of manufacturers and distributors (WHO, 2008b, WHO, 2008c; 

WHO, 2009c). In Syria and Kenya, there is legal provision but legislation does not provide 

inspectors with a special identification document (WHO, 2009d; WHO, 2012a). In Lebanon, 

managers of manufacturers, medical stores and pharmacies are not always aware of law (Hamra et 

al., 2009). 

5.4.1.2 Criteria for Inspectors 

Indicator 9: Having written criteria for the selection and recruitment of inspectors? 

In the GS, there is no written criteria for the selection and recruitment of inspectors. Therefore, 

recruitment of inspectors does not require minimum years of work experience in the field, as it 

doesn’t need passing a specific training in inspection and is not based on recommendations from 

past work place. Being a pharmacist is the only criteria for selection and recruiting inspectors. 

Therefore, inspectors are not selected based on professional merit of the experts, and some 

inspectors may be freshly graduated with limited experience in communicating with people or 

newly employed lacking proper technical and soft skills (WHO, 2009a).  

In Indonesia, the written criteria for selection and recruitment of inspectors include requirements 

related to professional qualification, work experience, recommendation and examinations (WHO, 

2008c). Other countries reported that the written criteria for selection and recruitment of inspectors 

are either missing as in Cambodia, PNG, Syria and Kenya (WHO, 2008c; WHO, 2009d; WHO, 

2012a) or not complete as in Malawi, Mongolia, Bolivia, Lebanon and Jordan. However, these 

countries have similar professional qualifications required –pharmacist- for the recruitment of 

inspectors (WHO, 2008b; WHO, 2008c; Hamra et al., 2009; WHO, 2009c). 

Indicator 6: Having written guidelines on conflict of interest (COI) with regard to inspection 

activities? 

In the GS, inspectors do not declare any COI with regard to inspection activities. However, upon 

commencement of employment with the government, all civil servants complete a declaration of 

assets. This is the only aspect of such guidelines. In fact, this is inadequate to address further 

conflicts of interests that may arise during the work as an inspector. Moreover, although all of the 
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inspectors are full‐time employees in the MOH, they are commonly involved in private sector 

business to supplement their low government salaries. This may compromise the objectivity in 

most of the inspection exercises particularly when an inspector has to inspect the premises of a 

colleague inspector. Therefore, inspectors should not participate in any function or have any 

commercial interest that is not suitable with their functions and duties (WHO, 2009). In addition, 

government should consider other means to increase the salaries of their inspection staff (WHO, 

1999a), and establish guidelines on COI with regard to inspection activities (WHO, 2009a). 

When compared with other countries, it was found that management of COI is a common weakness 

in most countries as there are no written guidelines on COI with regard to inspection activit ies 

(WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; WHO, 2012a; 

WHO, 2012b; Badawi et al., 2015). In Indonesia, All inspectors have to sign an “Inspector’s Oath” 

formally when they are recruited (WHO, 2008c). While in Malawi and Cambodia the inspectors 

are mostly from the private pharmaceutical sector and are allowed to own pharmacies or to be 

related to a pharmaceutical company (WHO, 2008b; WHO, 2008c). 

5.4.1.3 Procedures 

Indicator 3, 4: Having written guidelines on classification of Good Manufacturing Practices 

(GMP) or Good Distribution Practices (GDP) non-compliance that describe the types of 

deficiencies and the corresponding measures to be taken by the MRA? 

In the GS, there are no written guidelines on classification of GMP nor GDP non‐compliance. 

Moreover there is no independent appeal system. When compared with other countries, it was 

found that Malawi, PNG, Cambodia and Kuwait, have no written guidelines on classification of 

GMP nor GDP non‐compliance (WHO, 2008b; WHO, 2008c Badawi et al., 2015). In Lebanon, 

Jordan and Syria there were written and publicly available guidelines on GMP. These guidelines 

describe various types of deficiencies and the corresponding procedures that must be taken to 

correct them. However, there are no written guidelines on classification of GDPs (Hamra et al., 

2009; WHO, 2009c; WHO, 2009d). In Indonesia, Bolivia Nigeria, Kenya and Zambia there were 

written guidelines on GMP and GDPs. They were easily accessible to all stakeholders (WHO, 

2008c; Garuba et al., 2009; WHO, 2012a; WHO, 2012b). However, in Bolivia these regulat ions 

were not applied at the time of the survey. In Mongolia there were no specifications of the measures 

to be taken in case of non‐compliance with the existing code (WHO, 2008c). 

Bolivia, Cambodia and PNG do not have an official appeals mechanism for companies being 

inspected (WHO, 2008c). Indonesia, Mongolia, Lebanon, Jordan and Syria have an appeals system 

but it is not independent of the body making the original decision (WHO, 2008c; Hamra et al., 
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2009; WHO, 2009c; WHO, 2009d). However, Nigeria has a formal independent appeal system 

(Garuba et al., 2009).  

Indicator 5: Having written procedures/mechanisms to prevent regulatory capture between 

inspectors and the manufacturers or distributors that he/she inspects? 

There are no written procedures to prevent personal relations between inspectors and the 

companies inspected. In the GS, under the special circumstances of closure and internal Palestinian 

political conflict, the limited human and financial resource made such mechanisms that prevent 

frequent contact between an inspector and the companies inspected hardly applicable. In 

accordance with this, steps must be taken to IPED with adequate number of professionals as well 

as sufficient financial resources to conduct the inspection process (WHO, 1999a; WHO, 1999b; 

WHO, 2009a). Efforts must be done to issue a clear and a publicly available procedures to prevent 

regulatory capture between inspectors and the inspected companies (WHO, 2009a). 

Regarding other countries that has been studied, having written procedures to prevent regulatory 

capture between an inspector and the companies being is inspected not a common practice for the 

majority of them. However, despite they are not available in written format, some countries have 

mechanisms to prevent the frequent contact between an inspector and the companies inspected as 

summarized in table 5.2 (WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; 

WHO, 2009c; WHO, 2009d; WHO, 2012a; WHO, 2012b; Badawi et al., 2015). 

Table 5.2: Mechanisms to Prevent Personal Relations that May Provoke Unethical Behaviors. 
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Procedures available 

in writing 
No No No Yes  Yes No No Yes  No No Yes  No Yes  No 

Rotation of 

inspectors based on a 

scheduling system 

No Yes Yes Yes Yes No No Yes No No Yes No Yes No 

Inspections in teams 

with a team leader 
Yes Yes Yes Yes Yes No No Yes No Yes Yes Yes Yes No 

Peer review (from 

other inspectors in 

the team) 

No Yes Yes No Yes No No Yes No Yes Yes Yes Yes No 

Rotation mechanism 

from one 

geographical area to 

another 

No Yes Yes No No Yes No No No No Yes No No No 

External audit of the 

inspections (from 

another country) 

No No No No No No No Yes No No Yes No No No 

*PNG: Papua New Guinea 
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Indicator 7: Having an internal review to inspection findings and conclusions 

In the GS, the inspection report is submitted through the head of the IPED -who is one of four 

working inspectors- to the head of the inspectorate who reviews the report and the 

recommendations and then makes the final decision. Such internal review shows some levels of 

credibility, and is necessary to ensure that inspection has been carried out in accordance with the 

procedures and that recommendations are not biased (WHO, 2009a). Here it is worthy to mention 

that the head of the inspectorate is not a pharmacist. Therefore, he may have limited knowledge of 

pharmacy, medicines and poisons, related laws and regulations to be enforced. Moreover, he lacks 

work experience in pharmaceutical manufacturing, quality control, community and hospital 

pharmacy. This situation will negatively affect the inspection process as well as the final decisions 

taken (WHO, 1999b). 

Regarding other countries, all of them reported that they have continuous internal review of 

inspection findings and conclusions. The inspection report should be reviewed by the head of the 

inspectorate and findings have to be discussed with the manager of the establishment being 

inspected (WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; 

WHO, 2009d; WHO, 2012a; WHO, 2012b; Badawi et al., 2015). 

Indicator 8: Having written standard operating procedures (SOPs) for inspectors on how to 

conduct inspections? 

In the GS, there are some components of the inspection procedure within the annexes of the 

Palestinian Pharmacy Practice Ordinance for 2006. However, these procedures are not totally 

respected. Furthermore, despite changes in the organizational structure of the MOH in 2008, these 

procedures were not updated since December 2006 and still considering IPED as one of the GAP 

departments. In addition, while the procedure requires inspection of all pharmaceutica l 

establishments at least once monthly, this is not totally respected and there is irregular inspection 

visits to pharmaceutical establishments. Some of establishments are visited several times per year 

while others are not visited at all. This is confirmed by the fact that the license for 51.7% (368) of 

pharmaceutical establishments was outdated but not renewed. However, this can be attributed to 

human resource and financial limitations. Furthermore, while there is a check list to aid inspectors 

in the inspection process, this document is very brief and insufficient to evaluate the whole 

operating system in terms of personnel, premises and equipment, products, storage, 

documentation, sanitation and hygiene (WHO, 1999b). The absence of updated, detailed and 

written guidelines and procedures for inspectors on how to conduct inspections will create 

conditions for inspectors to make arbitrary decisions or to be influenced by personal gains (WHO, 

2009a).  
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When compared with other countries, it was found that they have different forms of procedures on 

how to conduct inspections (WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; 

WHO, 2009c; WHO, 2009d; Badawi et al., 2015). A comparative analysis of written procedures 

for inspection in different countries is presented in table 5.3.  

Table 5.3: Comparative Analysis of Written Procedures for Inspection in Different Countries . 

*PNG: Papua New Guinea 

5.4.1.4  Perceptions of KIs 

Indicator 10: Perceptions towards the statement: “The integrity of inspectors is in no way 

influenced by personal gain, such as bribes, gifts, or any other benefits, etc.” 

In the GS, 64% of the KIs believe that gifts and benefits have no influence at all on the integr ity 

of inspectors. However, assigned a score of zero to the relevant indicators (5, 6) which assesses 

the existence of written guidelines on the declaration of COI and guidelines to prevent regulatory 

capture between inspectors and pharmaceutical manufacturers and distributers. This reveals a large 

gap in rules and procedures that needs to be addressed in order to improve governance in the 

pharmaceutical sector. However, all KIs agreed that the absence of such guidelines can create 

conditions where inspectors may be influenced by personal gain. The response here also agrees 

with the responses in indicator III.10 where gifts and other benefits have not been mentioned as 

one of the common forms of unethical behavior in the inspection system. 

In comparison with other countries, it was found that all KIs in Lebanon thought that the integr ity 

of inspectors is in no way influenced by personal gain while that was not true in Mongolia (WHO, 

2008c; Hamra et al., 2009). However, all other countries fall in between (Figure 5.4) (WHO, 

2008b; WHO, 2008c; WHO, 2009c; WHO, 2009d; WHO, 2012a; WHO, 2012b). 
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*PNG: Papua New Guinea 

Table 5.4: Perceptions of KIs toward the Integrity of Inspectors in Different Countries. 

Indicator 11: Perceptions towards the statement: “Inspection activities are systematically 

carried out in accordance with the guidelines and procedures to prevent biases (e.g. peer review, 

rotation)”

In the GS, 58% of KIs agreed that the inspection activities are systematically carried out in 

accordance with the guidelines and procedures to prevent biases. The responses to related 

indicators 3, 4, 6 and 8 highlighted the lack of GMP, GDP guidelines as well as an independent 

appeal system, the nonexistence of procedures for inspectors on how to carry out inspection and 

absence of any policies on conflict of interest. However, all inspection findings and conclusions 

are subjected to internal review.  

The absence of such guidelines can cause biases and affect the level of transparency (WHO, 

2009a). But in spite of the absence of guidelines mentioned in indicators III3, III4, III6 and III8, 

the KIs respond to indicator III11 based on their view on the good will and integrity of individua ls 

responsible for a certain duty. This can explain the relatively high percentage of individuals who 

agree or strongly agree with the statement about inspection procedures. However, in the 

discussions with KIs all confirmed that such guidelines are important to guide inspectors in 

performing their duties and prevent subjectivity in decision making. Also, they mentioned that it 

is better to have preventative measures to avoid arbitrary decisions rather than depending only on 

the good will of individuals. 

For comparison with other countries, it was found that the indicator was not applicable in most 

countries. However, 47% of KIs in Kenya (WHO, 2012a) and 73% in Syria (WHO, 2009d) agreed 

with the statement (Figure 5.5).  
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Table 5.5: Perceptions of KIs toward the Inspection Procedures in Different Countries . 

5.4.1.5 Qualitative Indicators:  

Indicator 12: The existence of unethical behaviors.  

Unethical behaviors that were reported by KIs in all countries are very similar to that in the GS. 

Favoritism, conflict of interest, discrimination, bribery and material gifts are the most frequently 

mentioned. In addition to what is mentioned above, in Kenya, there was weak law enforcement 

that leads to different problems including: stocking of unregistered drugs; regulatory capture; 

inspectors are influenced by personal gain and fake inspectors who annoy owners of establishments 

(WHO, 2008b; WHO, 2008c; Garuba et al., 2009; Hamra et al., 2009; WHO, 2009c; WHO, 2009d; 

WHO, 2012a; WHO, 2012b). 

Indicator 13: KI’S recommendations for improvement. 

When the KIs were asked about the improvements they would like to introduce to the inspection 

of establishments process, the most frequent answers were related to inefficiency in both regulatory 

and management systems, and their responses confirmed the importance of addressing them. The 

highest priority according to KIs was to integrate all medicines' regulatory functions and services 

in one body. This step is very important to avoid fragmentation and delegation in related regulatory 

activities and to ensure the overall effectiveness of drug regulation (WHO, 1999a; Ratanawijitras in 

and Wondemagegnehu, 2002). Also KIs consider increasing the number of inspectors as one of 

the highest priorities. This is important to relieve workload and thus inspectors could spend 

adequate time doing inspections. Moreover, they could carry out regular and comprehensive 

inspections to all pharmaceutical establishments at least twice per year. In addition, KIs reported 

problems associated with the outdated legislative framework, the lack of standard operation 

procedures in the inspection process and lack of any measures for accountability and conflict of 

interest. These problems can act as leading factors for weak law enforcement and increase the 

discretion power of the inspectors. Moreover, according to KIs effective inspection requires 

47%

58%

73%

0%

10%

20%

30%

40%

50%

60%

70%

80%

KENIA GAZA STRIP SYRIA

%
 K

Is
 a

n
sw

e
re

d
 w

it
h

 "
a

g
re

e
" 

a
n

d
 

"s
tr

o
n

g
ly

 a
g

re
e"

 



90 
 

efficient recruitment system of inspectors, providing adequate training to them, improving work 

conditions including premises, salaries and incentives system and providing them with adequate 

transport and communication facilities. 

5.4.2 Strengths and Weaknesses in the Inspection of Pharmaceutical Establishments Process 

with Regard to Transparency  

Based on the findings summarized above, some strengths and weaknesses need to be addressed 

for further improvement. These include:  

5.4.2.1 The Strengths of the Inspection of Establishments Function  

1. There is continuous internal review of all inspection reports by the head of the inspectorate.  

2. Inspections are conducted by teams composed of at least two inspectors.  

3. There is a format of the inspection reports as well as check list for inspectors on how to 

conduct inspection on retail pharmacies and medical stores. 

5.4.2.2 The Weaknesses of the Inspection of Establishments Function  

Similar to that in registration and licensing functions, there are two main groups of weak points in 

the inspection process. First, lacking clear and comprehensive regulations and procedures to 

organize the inspection of establishment process. Second, weak and inefficient management 

system that fails to enforce regulations and implement procedures in an efficient way. These 

weaknesses require interventions to introduce new regulations and amend those currently in place 

as well as to decrease management inefficiencies. 

First group: Lack of clear and comprehensive regulations and procedures for inspection 

activities  

Weaknesses under this category relate to the inspection essentials from legal provision as well as 

written guidelines and procedures that organize, influence and guide the inspection of 

establishment process. This group includes:  

1. The lack of comprehensive legal provision covering inspection activities. 

2. The current legislative framework grant different responsibilities regarding drug regulat ion 

to different authorities leading to coordination problems. 

3. There are no written guidelines that describe types of deficiencies and the corresponding 

measures to be taken for GMP and GDP for pharmaceutical products. 

4. There are no criteria for selection and recruitment of inspectors. 

5. There are no written guidelines on COI with regard to inspection activities. 

6. The lack of a detailed description of inspectors’ duties and responsibilities. 
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7. There are no written procedures to prevent regulatory capture between inspectors and the 

companies inspected. 

Second group: Weak management systems to enforce regulations  

Weak points under this category are related to weak management practices that are insufficient to 

enforce regulations and procedures. As a result, it is difficult to ensure full transparency and 

accountability of all inspectors. The weaknesses in this group include:  

A. Human resource  

1. Inspectors didn’t receive adequate training, and they have limited knowledge and 

experience in their job.  

2. There are few inspectors to cover the pharmaceutical establishments in the whole strip. 

3. Inspectors are involved in private sector business that may generate conflict of interest. 

4. There is a lack of incentives for inspectors. 

B. Premises and facilities 

1. The lack of adequate transport facilities for inspectors.  

2. There is no adequate office space for staff, with almost no communication facilit ies 

(computers, telephone and internet access).  

C. Operation procedures 

1. There are no SOPs on how to conduct inspections. 

2. The inspection check list is very brief and insufficient to evaluate the whole operating 

system in terms of personnel, premises and equipment, products, storage, documentat ion, 

sanitation and hygiene. 

3. Inspectors are not provided with an official identification card. 

4. Routine inspections for local manufactures are not conducted.  

5. There is irregular inspection visits to the pharmaceutical establishments; some of 

establishments are visited several times per year while other are not visited at all.  

6. Inspectors are not given the sufficient power they require to do their job.  

7. There is no independent appeal system. 

5.5 Weak Points in the Drug Regulatory System in the GS  

In the last few years, the GS made important efforts to strengthen drug regulatory systems. Despite 

these efforts; important steps are still missed. According to WHO (1999) the main reasons for 

weakness in drug regulation are the political and socioeconomic environment; drug policy and 

legislation; drug regulation, organizational structure; enforcement and regulatory strategies; 

human and financial resources and corruption. Different factors can attribute varying degrees of 
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importance to the situation in the GS. The drug regulatory system in the GS has been developed 

only partially and thus operate weakly and this can be attributed to many overlapping factors as 

the following:  

1. Drug Policy and Legislative Framework  

National drug policy, as well as pharmaceutical legislation, are of great importance to ensure the 

availability, affordability, quality, safety and efficacy of all medicines (WHO, 2001; 

Ratanawijitrasin and Wondemagegnehu, 2002). In the GS, the lack of national drug policy, a very 

antiquated drug legislation, and the absence of a basic drug law are major obstacles facing the 

rational and cost-effective development of the pharmaceutical sector.  

Since 2007, the Palestinian Legislative Council has been unable to meet and govern. This can be 

attributed to the internal Palestinian conflict and the imprisonment of some members of the council 

by the Israeli occupation (Rosenstein and Desivilya-Syna, 2015). The bad political environment is 

the main factor hindering the development of updated, adequately comprehensive and flexib le 

pharmaceutical legislation. That makes it difficult for the many parties involved to effective ly 

manage their respective parts of the pharmaceutical sector (The WB, 1999; Abu Mhadi, 2013). 

2. Organizational Structure 

In the GS, the responsibility for regulating drugs belongs to the MOH. The NMRA use a mixed 

structure. This means that regulatory functions are administered through executive departments 

which are the GAP and the LAU. In addition, another structural arrangement is the PTC that is 

headed by the Minister of Health. The role of this committee is not limited to advising the 

regulatory authorities since it also has a decision making power regarding drug regulation (Abu 

Mhadi, 2013). This structural arrangement allows greater influence and control for the minister of 

health over the decision making and enforcement activities of the regulatory authorit ies 

(Ratanawijitrasin and Wondemagegnehu, 2002). 

The GAP under the MOH is considered as the main drug regulatory authority (Abu Mhadi, 2013). 

Responsibilities of the GAP include registration of drugs and related products, controlling and 

monitoring the quality of medicines on the market. Licensing and monitoring the use of controlled 

drugs in both private and public sectors and finally inspecting ports of entry to the GS. However, 

drug regulation is not the sole mission of the GAP, and it is given anon-regulatory function. The 

central drug stores (CDS) and the Central Medical Disposable Stores (CMDS) fall under the 

jurisdiction of the GAP. The GAP is also responsible for supplying essential drugs and medical 

disposable to all MOH hospitals and clinics (GAP, 2015). So conflicts of interest in mandates and 

distribution of resource can occur among these multiple functions (Ratanawijitrasin and 

Wondemagegnehu, 2002). While the shortage of essential drugs and medical disposables has been 
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a chronic problem, this shortage has largely affected various aspects of health services and 

considered critical for the continued delivery of them (WHO, June 2011; GAP, 2015). Such 

shortage in resources can result in alterations in priority among the different functions. This could 

lead to shifting of personnel and budget resources away from drug regulatory functions to ensure 

the availability of drugs and medical supplies. Therefore, overall effectiveness can be undermined 

(Ratanawijitrasin and Wondemagegnehu, 2002). 

In addition, while the GAP is the main drug regulatory authority, some of drug regulatory functions 

are assigned to the LAU. In the absence of adequate drug legislation or written term of reference 

this type of organizational structure lacks suitable distribution of responsibilities, roles and powers 

between different bodies (WHO, 1999a). According to Ratanawijitrasin and Wondemagegnehu 

(2002) two phenomena can occur in such structural design: fragmentation and uncoordinated 

delegation. In the absence of unity of command over drug regulatory functions, the exercise of 

drug regulation is fragmented (Ratanawijitrasin and Wondemagegnehu, 2002). While related 

regulatory activities require a high- level of coordination, it is a considerable task to coordinate 

them between various governmental departments to ensure that objectives are achieved (WHO, 

1999a; Ratanawijitrasin and Wondemagegnehu, 2002). The missing links resulting from 

fragmentation and delegation, or the absence of effective coordination can undermine the overall 

effectiveness of regulation. (Ratanawijitrasin and Wondemagegnehu, 2002). 

3. Adequate Financial and Human resource 

According to WHO (1999), to promote effective drug regulation, an adequate budget is essential 

to provide facilities and infrastructure necessary as well as the salaries for qualified staff. In 

addition, the government must employ a qualified staff of great integrity, pay them well and 

establish mechanisms for human resource development to update the knowledge and skills of the 

regulatory staff.  

In the GS, the responsibility for drug regulation belongs to the MOH and the regulatory authorit ies 

are totally dependent on government funding. This fund can fluctuate according to the total 

resources available and the priority that the government assigns to drug regulation 

(Ratanawijitrasin and Wondemagegnehu, 2002). However, as the GS is -at least indirectly- still 

falling under the Israeli occupation. In addition, the illegal siege imposed on the GS, the internal 

political geographic and administrative Palestinian conflict, the repeated Israeli attacks against 

Palestinians in the GS. All these factors cause severe deterioration in the humanitarian, economic 

and social conditions, leading to a crisis in many vital sectors, one of the most important is the 

health sector (Health Cluster, 2014; Middle East Council of Churches, 2010). Many services and 

life-saving treatments are not available to Palestinians inside Gaza, and access to essential 
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medicine become a chronic obstacle facing the MOH (Health Cluster, 2014). This critical situation 

tends to result in the very limited government allocation of human, financial resources. In addition, 

the fees collected for drug regulation are very low. However, the NMRA doesn’t have the power 

to use these funds to finance their activities. Instead, fees are transferred to the government 

treasury. Moreover, as long as the NMRA operates under the control of the MOH, they will have 

no independence in decision making, acquiring and using resources, or in appointing and 

dismissing staff. In addition, due to low staff salaries it will be difficult to attract and retain 

qualified and competent staff (Ratanawijitrasin and Wondemagegnehu, 2002). 

Furthermore, by sealing the strip, very few health professionals have been able to leave the Strip 

for training. Therefore, pharmaceutical technical and postgraduate training is almost not available 

in it. The isolation from the international community severely undermining the staff’s ability to 

provide effective and high-quality health care (WHO, 2010b). In addition, late in 2008 many of 

the health staff who went on strike have not returned to their work while their jobs were filled with 

newly recruited people. Moreover, the politically driven changes of senior personnel had severely 

affected the management and leadership of the regulatory authorities, while professional training 

and development has been seriously missed (WHO, 2008a; WHO, 2010c). 

5.6 A Final Word About Transparency in the Public Pharmaceutical Sector in the GS  

As mentioned earlier, the public pharmaceutical sector in the GS is suffering from many problems 

with regard to inefficiency and incompetence. According to Cohen, Mrazek and Hawkins (2007), 

it is difficult to differentiate corruption from inefficiencies. Inefficiencies and incompetent 

management practices could provide an easy entry point for corrupt behavior. Moreover , 

corruption can’t be treated effectively in isolation from other problems (WHO, 1999a). Therefore, 

the improvement framework required for achieving good governance and prohibiting corruption 

in the public Palestinian pharmaceutical sector in the GS should address these inefficiencies in 

addition to transparency and anti-corruption measures. 
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CHAPTER 6 : CONCLUSION  

In conclusion, it was found that many difficult obstacles facing the pharmaceutical sector in the 

GS. Despite that, the sector has made several developmental changes over the past few years. This 

assessment was based on the assumption that the more transparent a pharmaceutical system is, the 

less vulnerable to corruption it will be.  

In summary, the results from this quantitative assessment reveal that in the GS, the weak points 

outweigh the strength points by far. It draws attention to the importance of developing laws, 

regulations, policies, organizational structures, and procedures as well as better allocation of 

human and financial resources to improve transparency and accountability in the public 

pharmaceutical sector. It has been found that the average score for the three key functions 

(medicine registration, licensing and inspection) was 4.61. This means that the pharmaceutica l 

sector in the GS is moderately vulnerable to corruption. This can be attributed to different gaps in 

the good governance for medicines chain in the sector as illustrated in the following:  

Medicine registration 

The average final score for registration is 4.83 indicating moderate vulnerability to corruption. 

There is a standard application form for the submission of applications for registration of 

medicines. In addition, there is a registration requirements checklist that describes criteria for 

registration as well as data, documents to be submitted. These documents are publicly available at 

the DRD office. The formal committee responsible for registration of pharmaceutical products 

composed of professionals with technical skill. However, There is no easily accessible, offic ia l, 

up‐to‐date list with a minimum level of information of all pharmaceutical products approved for 

sale or distribution in the GS, there are no written guidelines on how to submit the application, 

selection criteria for members of this committee, on the composition and terms of reference of the 

committee, procedures on how to assess applications, how and where medicines registration 

officers can meet with applicants and on COI with regard to registration activities. The technical 

registration committee is not fully operational in terms of file assessment, meets on an irregular 

basis, and applicants who have their applications rejected by the committee can make formal 

appeals to the same committee. 

Licensing of the pharmaceutical establishments 

The average final score for licensing was 5.33 indicating moderate vulnerability to corruption. 

There is a legal provision for licensing of pharmaceutical establishments, and there is a unit for 

licensing activities. There are written procedures on how to submit applications for licensing and 

assessing applications. The pre‐licensing inspection report is a pre-request for issuing a license. 
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However, post‐licensing inspection of establishments is irregular. There is a list of licensed 

pharmaceutical establishments, but it is neither comprehensive nor routinely up‐to‐date. There is 

no committee for assessing applications for licensing of a pharmaceutical establishment. There is 

no independent appeal system for rejected applications. 

Inspection of the pharmaceutical establishments  

Inspection of pharmaceutical establishments had an average final score of 3.68, which indicates 

that the function is very vulnerable to corruption. Inspections are conducted by teams and there is 

a continuous internal review of all inspection reports by the head of the inspectorate. However, the 

head of the inspectorate is not a pharmacist. There is a lack of comprehensive provision in the 

medicine legislation covering inspection of pharmaceutical establishments. There are no written 

guidelines for GMP and GDP of pharmaceutical products in the GS, to prevent regulatory capture 

between inspectors and the manufacturing and distributing companies inspected, and on COI with 

regard to inspection activities. There are no written criteria for the selection and recruitment of 

inspectors. There are no written SOPs for conducting inspections. 
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CHAPTER 7 : RECOMMENDATIONS  

1.7 General Recommendations 

The following section will present the recommendations that can be considered the basic 

requirements for minimizing the system’s vulnerability to corruption and unethical behaviors. 

While some recommendations are specific to each functional area, there are some general 

recommendations that concern the three functions (medicine registration, licensing and inspection) 

and can be applied to all functions in the pharmaceutical sector. These include the following:  

1. Holding a national workshop involving all key stakeholders from private and public sectors. 

This workshop aims to discuss the results of this assessment and to reach a consensus on 

the type of action plan needed to start the implementation of these recommendations in the 

public sector. 

2. Holding a national assessment that is extended to include all eight functions involved in the 

WHO assessment tool (WHO, 2009a). This will help to have a more comprehensive picture 

about the pharmaceutical sector in the GS. 

3. Establishing a sufficiently comprehensive and flexible basic drug law to meet the objectives 

of drug regulation. 

4. Update the current regulations and ministerial decisions taking into account the continuous 

developments made at all levels in the pharmaceutical sector.  

5. Create an appropriate organizational structure that integrate all medicines' regulatory 

functions and services in one body. This structure will provide unity of command over all 

regulatory functions. 

6. Increase the number of employees in the three functions. Employing a highly qualified staff 

of great integrity, paying them well and offering them proper and adequate training before 

the assignment of important regulatory tasks and responsibilities. This implies a need for 

an efficient system for recruiting as well as mechanisms for human resource development 

and training. 

7. Improve work conditions in terms of suitable premises, equipment and communication and 

traveling facilities.  

8. Establishing a new website for the NMRAs (the GAP and the LAU) containing all 

information, forms, and procedures needed for all regulatory activities in the GS, making 

them publically available. 

9. Automate and computerize the NMRAs (the GAP and the LAU) to ensure accuracy and 

credibility and to facilitate the overall work performance. 
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10. Studying the feasibility of introducing electronic submission of registration dossiers and 

licensing applications to simplify the process and reduce contact between staff and clients.  

11. Establish administrative and judicial appeals systems that are independent of the body that 

makes the original decision. 

12. Adopt a COI policy. The policy should contain a standardized COI declaration form. This 

form should be signed by all committee and other government officials in all regulatory 

functions. In addition, the policy should identify what constitutes a COI and the actions to 

be taken in case a COI is not declared.  

13. Develop exact criteria for committee membership selection. These criteria must identify 

the professional qualifications, technical skills and work experience required and should be 

written down and made publicly available.  

14. Clarifying functional and structural relations among different committees and units, 

detecting work flows and publishing these information for all applicants. 

15. Improve interaction and sharing of information between different departments conducting 

regulatory functions. These including DRD, licensing of establishments department, 

controlled drugs department, inspection of ports and inspection of establishments 

departments.  

16. Provide standard operating procedures and guidelines for all functions and ensure their 

application. In addition, making the procedures followed and decisions taken publicly 

available. 

17. The establishment of a new autonomous regulatory body for medicine. 

1.8 Indicator-Based Recommendations 

In order to prevent abuse, drug regulation necessitate formulating clear, transparent and written 

rules and procedures. This will decrease discretionary power of public officials (WHO, 1999). In 

addition, effective drug regulations should be enforced through efficient management systems. In 

the Palestinian context in the GS, this should include the following:  

1.8.1 Recommendations for Registration  

1. Developing an official list defining all products that are registered or available for sale or 

use in the GS. Making this list easily accessible to the public and all stakeholders.  

2. Developing clear written procedures for steps to be followed by applicants to apply for 

registration including all needed data and documents in addition to binding time-frame and 

fees. 
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3. Setting out clear, written and detailed procedures for assessors in the registration department 

on how to assess files with specifications on the process to follow, the time-frame for 

processing, issues to be considered, and guidance on report writing. 

4. Develop a policy to formalize meetings between applicants and registration officers. The 

policy includes the presence of written request indicating the purpose and who will attend 

the meeting on the applicant’s side; more than one officer should attend the meeting and 

keeping the minutes of meeting as part of the record of the applicant’s submission. 

5. Establish a new technical committee for product classification prior to registration. 

6.  Establish a scientific committee made of experts responsible for assessing applications for 

registration of medicinal products. 

7. Providing clear written responsibilities, terms of references, mechanisms of rotation of all 

committees' members and registration staff.  

8. Establishing clear and documented mechanism for decision making inside different 

committees that is democratic, efficient and documented in the published minutes.  

9. Limiting the number of generics that can be registered for any molecule and enforcing the 

withdrawal of all rejected or unregistered or unlicensed products in the market. 

1.8.2 Recommendations for Licensing of Pharmaceutical Establishments 

1. Developing an official, up‐to‐date list with a minimum level of information and making this 

list easily accessible to the public. 

2. Enforce annual renewal of licenses and close all the unlicensed establishments.  

3. Establishing a formal committee that assess applications for licensing of a pharmaceutica l 

establishment. 

1.7.1 Recommendations for Inspection of Pharmaceutical Establishments 

1. Provide inspectors with adequate legal protection to conduct inspection. 

2. Develop a document on the classification of GMP and/or GDP deficiencies and the related 

sanctions. 

3. Develop a detailed procedure for inspectors on how to conduct inspection activities.  

4. Develop procedures to prevent regulatory capture between inspectors and the manufacturers 

or distributors being inspected.  

5. Carry out regular and periodic inspection visits, at least two times per year, of all 

pharmaceutical establishments. 

6. Conduct inspection of all pharmaceutical establishments (pharmacies, stores and 

manufacturers). 

7. Improve the salary and incentives system of inspectors to prevent them from being involved 

in private sector business. 
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8. Law enforcement with regard to inspection activities. This includes closing down non-

conforming establishments, withdrawal of unregistered and illegal drugs. 

9. Follow up on the inspection results and enforce severe sanctions in cases of violation, mainly 

in cases of medicine smuggling and counterfeiting. 

  



101 
 

REFERENCES 

Abu Mhadi, A. (2013). Strategic plan for health sectors in Gaza strip Technical paper for 
Pharmacy sector. Gaza: Ministry of health.  

Almi, O. (2012). Captive economy: the pharmaceutical industry and the Israeli occupation: Tel 
Aviv: WHO profits. Retrieved Sep. 20, 2015 from http://www.whoprofits.org/content/captive-
economy-pharmaceutical- industy-and-israeli-occupation. 

Anderson, T. and Cooper, T. (2014). Besieging health services in Gaza: a profitable business.  
Corporate Watch. Retrieved Sep. 20, 2015 from http://www.medact.org/medact-blog/besieging-

health-services-gaza-profitable-business/.  

Armstrong, E. (2005). Integrity, transparency and accountability in public administration: 
Recent trends, regional and international developments and emerging issues: United Nations. 

Department of Economic and Social Affairs.  

Badawi, D. A., Alkhamis, Y., Qaddoumi, M., and Behbehani, K. (2015). National transparency 

assessment of Kuwait's pharmaceutical sector. Health Policy, 119(9), 1275-1283. 

Baghdadi-Sabeti, G., and Serhan, F. (2010). WHO Good Governance for Medicines programme: 
an innovative approach to prevent corruption in the pharmaceutical sector.Compilation of 

country case studies and best practices. Geneva: World health report 2010, Background paper 
No 25. 

Cohen, J. C., Cercone, J. A., and Macaya, R. (2002). Improving transparency in pharmaceutical 
systems: strengthening critical decision points against corruption. Washington, DC: World 
Bank.  

Cohen, J. C., Mrazek, M. F., and Hawkins, L. (2007a). Corruption and pharmaceutica ls : 
Strengthening good governance to improve access. In J. E. Campos and S. Pradhan (Eds.), The 

many faces of corruption: tracking vulnerabilities at the sector level. Washington DC: The 
World Bank.  

Cohen, J. C., Mrazek, M. F., and Hawkins, L. (2007b). Tackling corruption in the pharmaceutica l 

systems worldwide with courage and conviction. Clinical Pharmacology and Therapeutics, 
81(3), 445-449.  

Diack, A., Seiter, A., Hawkins, L., and Dweik, I. S. (2010). Assessment of Governance and 
Corruption in the Pharmaceutical Sector: Lessons Learned from Low and Middle Income 
Countries. Washington: The World Bank.  

Elsalam, A., and Ragab, S. (2011). Measuring transparency in the Egyptian pharmaceutica l 
system. Retrieved Sep. 20, 2015 from http://dar.aucegypt.edu/handle/10526/2234. 

Fefer, E. (2012). Pharmaceutical legislation and regulation. In M. Embrey (Ed.), Managing 
access to medicines and health technologies (pp. 6.1-6.21): Management Sciences for Health.  

Fidler, A., and Msisha, W. (2008). Governance in the pharmaceutical sector. Eurohealth 14(1), 
25-29.   



102 
 

Garuba, H. A., Kohler, J. C., and Huisman, A. M. (2009). Transparency in Nigeria's public 
pharmaceutical sector: perceptions from policy makers. Global Health, 5, 14. 

General Administration of Pharmacy (GAP). (2014). Annual report of the General 

administration of Pharmacy for 2013. Gaza: Ministry of health (MOH).  

General Administration of Pharmacy (GAP). (2015). Annual report of the General 

administration of Pharmacy for 2014. Gaza: Ministry of health (MOH).  

Hamra, R., Raidy, C., and Naos, M. (2009). Measuring transparency to improve good 
governance in the public pharmaceutical sector in Lebanon: World Health Organization.  

Harb, J. (2012). Situation of accountability and integrity of food and drug sector in Palestine.   
palestine: Coalition for accountability and integrity (Aman).  

Health cluster in the occupied Palestinian territory. (2014). Gaza Strip: Joint Health Sector 
assessment Report. Gaza.  

Hogerzeil, H. (2003). Access to essential medicines as a human right. Essential Drugs Monitor, 

25(33), 25-26.   

Klitgaard, R. E., Abaroa, R. M., and Parris, H. L. (2000). Corrupt cities: a practical guide to 

cure and prevention. Washington: ICS Press and World Bank Institute.  

Kohler, J. C., and Baghdadi-Sabeti, G. (2011). Good governance for the pharmaceutical sector. 
The World Medicines Situation 2011. Geneva: World Health Organization. 

Kohler, J. C., and Ovtcharenko, N. (2013). Good governance for medicines initiatives: exploring 
lessons learned. U4 issue 3, 1-26. Retrieved from U4 Anti-Corruption Resource Centre 

http://www.cmi.no/publications/file/4769-good-governance-for-medicines-initiatives.pdf 

Kohler, J. C., Mackey, T. K., and Ovtcharenko, N. (2014). Why the MDGs need good 
governance in pharmaceutical systems to promote global health. BMC public health, 14, 63.   

Middle East Council of Churches. (2010). Annual report 2010.  Gaza Area: Department of 
Service to Palestine Refugees DSPR.  

Ministry of Health -West Bank (MOH- WBK). (2013). National pharmaceutical policy. West 
Bank: pharmacy general directorate. Retrieved Sep.22, 2015 from: 
http://pharmacy.moh.ps/Content/Laws/qu86QTBBNqWllqwfLbQgje78_sGHaQIx1ySikNpOE

cADs5MBe.pdf 

Obeidallah, W., Mahariq, M., Barzeq, H. and Zemli, M. (2000). Drug situation analysis for the 

West Bank and Gaza Strip: World Health Organization. Retrieved Sep.15, 2015 from 
http://apps.who.int/iris/bitstream/10665/66159/1/WHO_EDM_DAP_2000.1.pdf?ua=1. 

Palestine. Ministry of health (MOH). (2007). Annexes of the Pharmacy Practice Ordinance.  

Palestine. Ministry of health (MOH). (2011a). Legal Affairs - British mandate period - 
Pharmacist law No. 110 of 1921. Retrieved Sep.22, 2014 from 

http://www.moh.gov.ps/portal/110-19211/ 



103 
 

Palestine. Ministry of health (MOH). (2011b). Legal Affairs - the era of the Palestinian National 
Authority -the Council of Ministers Decree No. 162 of 2006 for the the Pharmacy Practice 
Ordinance..Retrieved Nov.22, 2014 from http://www.moh.gov.ps/portal/162-2006/. 

Palestine. Ministry of health (MOH). (2011c). Legal Affairs - in the era of the Egyptian and 
Jordanian administrations - Law No. 19 of 1962. Retrieved Nov.22, 2014 from 

http://www.moh.gov.ps/portal/19-1962/. 

Palestine. Ministry of health (MOH). (2011d). Legal Affairs - the era of the Palestinian National 
Authority -Public Health Law No. (20) for the year 2004. Retrieved Nov.22, 2014 from 

http://www.moh.gov.ps/portal/20-2004/. 

Palestine. Ministry of health (MOH). (2013). Health Sector Strategic Plan: Gaza Governorates 

2014-2018: Gaza: Ministry of health.  

Palestinian Central Bureau of Statistics (PCBS). (2013). Palestine Statistical Year book 2013 No 
14: Ramallah - Palestine.  

Palestinian Health Information Center (PHIC). (2015a). Annual report of the pharmacy in the 
Gaza strip (2014). Gaza, Palestine: Ministry of health (MOH).  

Rägo, L., and Santoso, B. (2008). Drug regulation: history, present and future. In C. J. Van 
Boxtel, B. Santoso and I. R. Edwards (Eds.), Drug Benefits and Risks: International Textbook 
of Clinical Pharmacology (Second ed., pp. 65-76). Sweden: IOS Press and Uppsala Monitoring 

Centre.  

Ratanawijitrasin, S., and Wondemagegnehu, E. (2002). Effective drug regulation: A 

multicountry study: Geneva: World Health Organization.  

Rosenstein, B. and Desivilya-Syna, H. (2015). Evaluation and Social Justice in Complex 
Sociopolitical Contexts. New Directions for Evaluation 2015 (146), 25-29. 

The United Nations Development Programme (UNDP). (1997). Governance for Sustainable 
Human Development. (discussion paper). New York.  

The World Bank (WB). (1997). Helping countries combat corruption: the role of the World 
Bank: The World Bank. 

The World Bank (WB). (1999b). West Bank and Gaza: Medium-term Development Strategy for 

the Health. Sector. Washington DC: The World Bank. 

United Nations Economic and Social Commission for Asia and the Pacific (UN-ESCAP). 

(2009). What is good governance? Thailand: UNESCAP, Poverty Reduction Section.  

United States Agency for International Develop (USAID). (2011). Pharmaceuticals and the 
Public Interest: The Importance of Good Governance. Arlington, Va: Strengthening 

Pharmaceutical systems (SPS) programme.  

Vian, T. (2008). Review of corruption in the health sector: theory, methods and interventions. 

Health Policy and Planning, 23(2), 83-94.   

World Health Organization (WHO). (1999a). Effective drug regulation: what can countries do? 
Geneva: World Health Organization.  



104 
 

World Health Organization (WHO). (1999b).Guidlines for inspection of drug distribution 
channels. WHO technical report series No. 885 annex 6.   

World Health Organization (WHO). (2001). How to develop and implement a national drug 

policy. Geneva: World Health Organization.  

World Health Organization (WHO). (2003). Effective medicines regulation: ensuring safety, 

efficacy and quality. WHO policy perspectives on medicines; no 7.Geneva. 

World Health Organization (WHO). (2004a). WHO Medicines Strategy 2004-2007: Countries 
at the Core. Geneva: World Health Organization.  

World Health Organization (WHO). (2004b). Equitable access to essential medicines: a 
framework for collective action. WHO policy perspectives on medicines; no 8. Geneva.  

World Health Organization (WHO). (2005). Country Cooperation Strategy for WHO and the 
Occupied Palestinian Territory 2006-2008. Cairo: WHO Regional Office for the Eastern 
Mediterranean.  

World Health Organization (WHO). (2006a). Counterfeit Medicines. (Fact sheet N°275).  

World Health Organization (WHO). (2006b). Measuring transparency in medicines 

registration, selection and procurement: four country assessment studies. Geneva: World Health 
Organization.  

World Health Organization (WHO). (2007). Good Governance for Medicines. Curbing 

Corruption in Medicines Regulation and Supply. Geneva: World Health Organization.  

World Health Organization (WHO). (2008a). Gaza Health Workers Strike, Impact of the Strike 

on Health Services’ Provision. Jerusalem: World Health Organization.  

World Health Organization (WHO). (2008b). Measuring transparency to improve good 
governance in the public pharmaceutical sector in Malawi: World Health Organization.  

World Health Organization (WHO). (2008c). Measuring transparency to improve good 
governance in the public pharmaceutical sector: a comparative analysis of five country studies. 

Geneva: World Health Organization. 

World Health Organization (WHO). (2009a). Measuring transparency in the public 
pharmaceutical sector: Assessment instrument. Geneva: World Health Organization.  

World Health Organization (WHO). (2009b). Improving the quality of health care in Gaza Strip.  

World Health Organization (WHO). (2009c). Measuring Transparency to Improve Good 

Governance in the Public Pharmaceutical Sector: Jordan: World Health Organization.  

World Health Organization (WHO). (2009d). Measuring Transparency to Improve Good 
Governance in the Public Pharmaceutical Sector: Syrian Arab Republic: World Health 

Organization. 

World Health Organization (WHO). (2010a). Monitoring the building blocks of health systems: 

a handbook of indicators and their measurement strategies: World Health Organization.  



105 
 

World Health Organization (WHO). (2010b). Gaza Health Fact Sheet: World Health 
Organization. 

World Health Organization (WHO). (2010c). Country Cooperation Strategy for WHO and the 

Occupied Palestinian Territory 2009–2013. Occupied Palestinian Territory. Cairo: WHO 
Regional Office for the Eastern Mediterranean.  

World Health Organization (WHO). (2010d). Assessment of medicines regulatory systems in 
sub-Saharan African countries: World Health Organization.  

World Health Organization (WHO). (2011). Drugs shortages in Gaza: Background note to the 

HC. Occupied Palestinian Territory: World Health Organization.  

World Health Organization (WHO). (2012a). Measuring Transparency to Improve Good 

Governance in the Public Pharmaceutical Sector: Kenya: World Health Organization. 

World Health Organization (WHO). (2012b). Measuring Transparency to Improve Good 
Governance in the Public Pharmaceutical Sector: Zambia: World Health Organization. 

 

  



106 
 

APPENDICES 

APPENDIX 1: List of Names and Positions of KIs 

Name  Position  

Ashraf Abu Mhadi  Director General Of Pharmacy 

Majid Hamada  Manager of the License and Accreditation Unit 

Maher Shameia  Former Manager of the License and Accreditation Unit 

Usama Balawi  Former Manager of the License and Accreditation Unit 

Mohamed Al Nounou Manager of Registration Department 

Taha Al Shanti Manager of Inspection Department 

Ahmed Naser  Manager of Licensing Department 

Sheren Ayoub  Drug Registration Committee 

Nahid Hujazi  Drug Registration Committee 

Nahid Shaat  Drug Registration Committee 

kefah toman  Member of Assessing Committee 

Rafik Ayesh  Drug Registration Department 

Hidaya Saqer  Drug Registration Department 

Hana Mousa Drug Registration Department 

Rafat Ridwan Head of Pharmaceutical Inspection Department 

Adel Imam  Pharmaceutical Inspection Department ( inspector) 

Belal Mqat  Pharmaceutical Inspection Department ( inspector) 

Mahmoud Shamali  Pharmaceutical Inspection Department ( inspector) 

Nour Lubad Licensing of Pharmaceutical Establishments Department 

Amna Zurub Licensing of Pharmaceutical Establishments Department 

Mohamed Al Zmeli  Medical Store / Former Member of the Pharmaceutical Technical Committee 

Husam Al Hilu Medical Store /Former Member of Registration Committee 

Abd El Karim Abed  Former Inspector 

Suha Hijo  Former Inspector 

Ayman Kurdia Palestinian pharmacists Syndicate /Former Manager of Registration Department  

Hasan Henawi  Palestinian Pharmacist Syndicate /Medical Store 

Nidal sabah  Palestinian Pharmacist Syndicate / Community Pharmacy 

Mahmoud Zaher  World Health Organization 

Marwan Al Astal Local Manufacturing Company 

Hamza Tabaza Local Manufacturing Company 

Usama Abu Iwida  Local Manufacturing Company 

Yusouf Musallam  Medical Store and Community Pharmacy 

Khiri Al Masri  Medical Store 

Rami Qasem  Community Pharmacy 

Randa Sedum  Community Pharmacy 

Saed Al Gerbawi  Community Pharmacy 
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APPENDIX 2: Questionnaires 

Section 1: Questionnaire of drug registration function  

Section 2: Questionnaire of licensing of pharmaceutical establishments function  

Section 3: Questionnaire of inspection of pharmaceutical establishments function  
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Section 1: Questionnaire of Drug Registration Function 

(Adapted from WHO transparency measuring instrument) 

Preliminary Information 

Date: 
Key informant number:  

The key informant works in: 

Government (public sector)  

Nongovernmental organization  

International organization  

Private sector  

Professional organization  

Other (please specify)  

I.1. Is there an up-to-date list of all registered pharmaceutical products available in the 

country? DK= Don’t know 

No Yes DK 
0 1  

I.2. If such a list exists, does it provide a minimum level of information? 

# Criteria No Yes DK  

1. 
Product description: name of product, dosage form, strength 
 Primary packaging any identifying mark 

0 1  

2.  Name of manufacturer 0 1  

3.  Country of manufacture 0 1  

4.  Site of manufacture 0 1  

5.  Date of registration 0 1  

6.  Validity of registration 0 1  

7.  Conditions for registration (Prescription only or OTC) 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

I.3. Are there written procedures for applicants on how to submit an application for 

registration of medicinal products? If so: 

# Criteria No Yes DK  

1.  Written procedures 0 1  

2.  Publicly accessible 0 1  

3.  Describe the process to follow in submitting an application 0 1  

4.  Mention time-frame for processing 0 1  

5.  Mention fees 0 1  

6.  Mention data to be submitted 0 1  

7.  Mention criteria for registration 0 1  

Total    
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Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

I.4. Are there written procedures for assessors on how to assess applications submitted for 

registration of medicinal products? If so: 

# Criteria NO Yes DK  

1. Written procedures 0 1  

2. Publicly accessible 0 1  
3. Describe the process to follow in assessing submissions 0 1  
4. Mention time-frame for processing 0 1  

5. Specify issues to be considered in assessing submissions 0 1  
6. Provide guidance on report writing 0 1  

Total    

 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

I.5. Is there a standard application form publicly available for submission of applications 

for registration of medicinal products? If so: 

# Criteria No Yes DK 

1.  Publicly accessible 0 1  

2.  Readily available at government office 0 1  

3. 
 Requires description of the product: name of product (brand 

name and INN), composition per unit dose 
0 1 

 

4.  Brief summary of method of manufacture 0 1  

5.  Specification of pharmaceutical ingredients and excipients 0 1  

6. 
 Summary Product Characteristics (SPC): Pharmacologica l    
action, therapeutic classification, indications, contraindications.   

0 1 
 

7.  Packaging material and inserts 0 1  

8.  Labelling 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring(total yes/total valid answers)  

I.6. Are there written guidelines setting limits on how and where medicines registration 

officers meet with applicants? 

No Yes DK 
0 1  

I.7.  Is there a functioning formal committee responsible for assessing applications for 

registration of pharmaceutical products? 

No Yes DK 

0 1  
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I.8. Are there clear written criteria for selecting the members of the committee? If so: 

# Criteria  No Yes DK 

1.  Written criteria 0 1  

2.  Criteria publicly available 0 1  

3.  Specify professional qualification required 0 1  

4.  Specify the technical skills and work experience related to the area  0 1  

5. 
 Require declaration of COI (e.g. investment in  pharmaceutica l 

business  
0 1  

6.  Give a time-frame to serve as a committee member 0 1  

Total    

 

Total yes  

Total valid answers  

Scoring(total yes/total valid answers)  

I.9. Is there a written document that describes the composition and terms of reference of 

the committee? If so: 

# Criteria No Yes DK 
1.  Up-to-date document 0 1  

2.  Publicly accessible 0 1  

3.  Includes names of the members 0 1  

4. 
 Includes duties, responsibilities and obligations of the 
members 

0 1  

5.  Includes the accountability of the members 0 1  

6.  Includes quorum requirement 0 1  

7.  Includes membership terms/rotation requirements 0 1  

8.  Includes the financial benefits of the members, if any 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

I.10. Are there written guidelines on COI with regard to registration activities? If so: 

# Criteria No Yes DK 
1.  Guidelines on COI exist in writing 0 1  

2. 
 Form for declaration of COI for members of registration 

committee exists 
0 1  

3.  Include rules on the acceptance of gifts 0 1  

4.  Include rules on reporting COI 0 1  
5.  Include a mechanism protecting informers of COI 0 1  

6.  Include actions to be taken in case of failure to comply with policy 0 1  
7.  Evidence of enforcement of these regulations 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  
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I.11. To what extent do you agree with the following statement: "The members of the 

Registration Committee are systematically and objectively selected based on the written 

criteria in force in your country"? (see question 8) 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 

       

I.12. Are there clear and comprehensive guidelines for the committee's decision making 

process? If so: 

# Criteria No Yes DK 

1.  Describe clearly the mandate of the committee 0 1  

2.  Available publicly and in writing 0 1  

3.  Describe the number of meetings it should convene 0 1  

4.  Describe procedures for decision making 0 1  

5. 
 Include clear time limits for decision making process for the 
 committee 

0 1  

6.  Describe the reporting structure 0 1  

7.  Decisions of meetings need to be publicly available 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

I.13. Is there a formal appeals system for applicants who have their medicine applications 

rejected? 

No Yes DK 
0 1  

I.14. To what extent do you agree with the following statement: "Gifts and other benefits 

given to the officials in charge of medicines registration have no influence at all on the 

final decisions"? 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 

       

I.15. To what extent do you agree with the following statement: "The Registration 

Committee meets on a regular basis and keeps minutes for its meetings"? 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 

       

I.16. In your opinion, what types of unethical behaviour are common in the registration 

system in your country? 
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I.17. If you were in a position of highest authority, what would be the first action that you 

would take to improve the registration process in your country? 
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Section 2: Questionnaire on Licensing of Pharmaceutical Establishments 

(Copied from WHO transparency measuring instrument) 

Preliminary Information 

Date: 
Key informant number:  

The key informant works in: 

Government (public sector)  

Nongovernmental organization  

International governmental organization  

Private sector  

Professional organization  

Other (please specify)  

II.1. Is it a requirement by law to have a licence in order to operate a pharmaceutical 

establishment? 

No Yes DK 
0 1  

II.2. Does the MRA have unit responsible for issuing pharmaceutical establishment 

licences? 

No Yes DK 
0 1  

II.3. Are there written procedures for submission of applications for licensing?If so: 

# Criteria No Yes DK 

1. Are publicly available 0 1  

2. Cover administrative criteria to be met by applicants 0 1  

3. 
Describe the processes to be followed in submitting an 
application 

0 1  

4. 
Describe the requirements to be met in terms of premises, 

facilities, personnel, etc. 
0 1  

5. The time-frame for processing application 0 1  

6. The fees. 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

II.4. Are there written guidelines for assessing applications for licence? 

No Yes DK 

0 1  
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II.5.  Is the submission of pre-licensing inspection report one of the requirements for making 

decisions whether to issue a licence or not? 

No Yes DK 
0 1  

II.6. Is there a functioning formal committee that assesses applications for licensing of 

pharmaceutical establishment? 

No Yes DK 

0 1  

II.7. Are there clear written criteria for selecting the members of the committee? If so: 

# Criteria No Yes DK 

1 Are publicly available 0 1  

2 
Require that committee be composed of heads of 

departments of the MRA 
0 1  

3 Require that members sign COI form 0 1  

4 Refer to specific code of conduct. 0 1  

Total    

 
Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

II.8. Is there a written document that describes the composition and terms of reference of the 

committee? If so: 

# Criteria No Yes DK 

1. Publicly available 0 1  

2. List committee members by name and expertise 0 1  

3. Include the role and responsibilities of its members 0 1  

4. Accountability of its members and final benefits if any 0 1  

Total    

 
Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

II.9. Does the MRA carry out regular (at least every two years) post-licensing inspection of 

all licensed pharmaceutical establishments? 

No Yes DK 
0 1  
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II.10. Is there an up-to-date list of all licensed pharmaceutical establishments available in the 

country? If so, does it include the following 

# Criteria No Yes DK 

1. Name and address of premises 0 1  

2. Validity date of license 0 1  

3. Name of qualified person/contact person 0 1  

4. Date of last inspection 0 1  

5. Type of establishment 0 1  

Total    

 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

 

II.11. To what extent do you agree with the following statement: "The licensing of 

pharmaceutical establishments is systematically carried out according to policies and 

procedures"? 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 

       

II.12. Is there an independent appeals system for applicants that have their applications for 

licensing rejected? 

No Yes DK 
0 1  

II.13. To what extent do you agree with the following statement: "The formal committee that 

assesses applications for licensing of pharmaceutical establishment is fully operational and 

meets on a regular basis"? 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 

       

II.14. In your opinion, what types of unethical practices commonly occur in the process of 

licensing pharmaceutical establishments in your country, if any? 

II.15. If you were in a position of highest authority, what would be the first action that you 

would take to improve the licensing process for pharmaceutical establishments in your 

country? 



Section 3: Questionnaire on Inspection and Market Control 

(Copied from WHO transparency measuring instrument) 

Preliminary Information 

Date: 
Key informant number:  

The key informant works in: 

Government (public sector)  

Nongovernmental organization  

International governmental organization  

Private sector  

Professional organization  

Other (please specify)  

III.1.  Is there a provision in the medicines legislation/regulation covering inspection of 

pharmaceutical establishments? 

No Yes DK 
0 1  

III.2.  Is the provision on inspection comprehensive enough? If so does it: 

# Criteria No Yes DK 

1. Provide power to MRA to inspect 0 1  

2 
Provide power to inspectors to enter at any reasonable time any 
place where medicinal products are produced, packaged, 
stored, distributed or tested 

0 1  

3. Define the inspector's duties and responsibilities 0 1  

4 Provide special identification document to the inspectors 0 1  

5. Provision is available to companies being inspected 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  
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III.3.  Are there written guidelines on classification of Good Manufacturing Practices (GMP) non-

compliance that describe the types of deficiencies and the corresponding measures to be taken by 

the MRA? If so: 

# Criteria No Yes DK 

1. Guidelines available in writing 0 1  

2. Guidelines provide classification of GMP deficiencies 0 1  

3. 
Define corresponding measures to be taken in case of non- 
compliance 

0 1  

4. Guidelines easily accessible to all stakeholders 0 1  

5. Provide appeals mechanism for companies 0 1  

6. 
Appeals system independent of the body making the 

original decision 
0 1  

Total    

 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

III.4. Are there written guidelines on classification of Good Manufacturing Practices (GDP) non-

compliance that describe the types of deficiencies and the corresponding measures to be taken by 

the MRA? If so: 

# Criteria No Yes DK 

1. Guidelines available in writing 0 1  

2. Guidelines provide classification of GDP deficiencies 0 1  

3. 
Define corresponding measures to be taken in case of non- 

compliance 
0 1  

4. Guidelines easily accessible to all stakeholders 0 1  

5. Provide appeals mechanism for companies 0 1  

6. 
Appeals system independent of the body making the 
original decision 

0 1  

Total    

 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  
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III.5. Are there written procedures/mechanisms to prevent regulatory capture between inspectors 

and the manufacturers or distributors that he/she inspects? If so: 

# Criteria No Yes DK 

1.  Procedures available in writing 0 1  

2.  Require rotation of inspectors based on a scheduling system 0 1  

3.  Require inspectors to visit sites in teams with a team leader 0 1  

4. 
 

 Require inspectors to inspect under the observation of another 

 inspector who will report on what he/she has observed (peer 
review) 

0 1  

5. 
 Rotation mechanism requires inspectors from one geographical 

 area to inspect companies in other areas 
0 1  

6. 
 Require independent audit of the inspections (from another 
country)  

0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

III.6.  Are there written guidelines on COI with regard to inspection activities? If so: 

# Criteria No Yes DK 

1. Guidelines on COI exist in writing 0 1  

2. Form for declaration of COI for inspectors exists 0 1  

3. Include rules on the acceptance of gifts 0 1  

4. Include rules on reporting COI 0 1  

5. Include a mechanism protecting informers of COI 0 1  

6. 
Include actions to be taken in case of failure to comply  
with policy 

0 1  

7. Evidence of enforcement of these regulations 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

III.7. Are inspection findings and conclusions subject to an internal review? 

No Yes DK 

0 1  
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III.8. Are there written standard operating procedures (SOPs) for inspectors on how to conduct 

inspections? If so: 

# Criteria No Yes DK 

1. An inspection checklist/aide-memoire 0 1  

2. Procedures detailing requirements for pre-inspection activities 0 1  

3. 
Procedures detailing requirements for post-inspection 

activities 
0 1  

4. 
Scheduling system identifying companies due for inspections 
within a set time frame 

0 1  

5. Format and content of inspection reports 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

III.9. Are there written criteria for the selection and recruitment of inspectors?If yes do they include 

the following: 

# Criteria No Yes DK 

1. Available in writing and publicly 0 1  

2. Qualification required (pharmacist, chemist, etc) 0 1  

3. Minimum years of work experience in the area 0 1  

4. Recommendation from (past work place, association) 0 1  

5. Having passed a specific training in inspection 0 1  

Total    
 

Total yes  

Total valid answers  

Scoring (total yes/total valid answers)  

III.10. To what extent do you agree with the following statement: "The integrity of inspectors is 

not at all influenced by personal gains, such as bribes, gifts, material or other benefits, etc."? 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 

       

III.11. To what extent do you agree with the following statement: "Inspection activities are 

systematically carried out in accordance with the guidelines and procedures to prevent biases (e.g. 

peer review or rotation)"? 

Strongly 

disagree 
Disagree Undecided Agree 

Strongly 

agree 
NA DK 
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III.12. In your opinion, what types of unethical behaviour are common in the inspection area in 

your country? 

III.13. If you were in a position of highest authority, what would be the first action that you would 

take to improve the inspection process in your country? 
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APPENDIX3: Questionnaires in Arabic Language  

Section 1: Questionnaire of drug registration function  

Section 2: Questionnaire of licensing of pharmaceutical establishments function  

Section 3: Questionnaire of inspection of pharmaceutical establishments function  
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 0 1 
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 0 1 
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 0 1 
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 0 1 

 

       

 

       

 

 



127 
 

 

 0 1 

 

 0 1 

 

 

 

 

 

 0 1 

 

 0 1 
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 0 1 

 

 

 

 0 1 
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 0 1 
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 0 1 
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 0 1 

 ؟للتفتيش تطبيقهم كيفية لحو للمفتشين مكتوبة معيارية لتشغي إجراءات هناك له .1.8

 

 

 

المنافع ، ايا والهد الرشوة لمثالشخصية  بالمكاسب اًأبد تتأثر ال المفتشين نزاهة إن"  التالية العبارة على توافق مدى أيالى  .1.9
 " وغيرها ،العينية
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 يمنع لوبشك اإلرشادية واإلجراءات لللدالئ ًافقو منهجي لبشك تنفذ التفتيش أنشطة إن"  التالية العبارة على توافق مدى أي إلى .1.10
 " التحيز

       

برأيك .1.11
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APPENDIX4: Scoring Sheets for Functions, Dates assessment carried out: 14 April to 20 May 

2015  

Section 1: Medicine Registration Scoring Sheet  

Section 2: Licensing of Pharmaceutical Establishments Scoring Sheet  

Section 3: Inspection of Pharmaceutical Establishment’s Scoring Sheet  

 

 



Section 1: Medicine registration Scoring Sheet 

*Profession G = Government or public official  

 WHO = World Health organization  

 FG= Former Government or public official  

 P = Private sector  

 PS = Pharmacists Syndicate  

**The average for each question is calculated only on valid responses and all DK and NA answers are discarded. 

***Final Score = total average/number of indicators x 10 

  

Indicator No. 
Method 

KI1 KI2 KI3 KI4 KI5 KI6 KI7 KI8 KI9 KI10 KI11 KI12 KI13 KI14 KI15 
Total 

Average 

per 

Question** Profession* G G G G G G G P FG PS G P P WHO G 

Indicator I.1 M1 1 1 1 1 1 1 1 0 0 1 1 0 0 0 1 10 0.67 

Indicator I.2 M2 0.71 0.42 0.43 0.29 0.57 0.71 0.57 0.86 1 0.71 0.57 1 1 0.85 0.43 10.12 0.67 

Indicator I.3 M2 0.85 0.66 0 0.43 0.57 0.86 0.57 0.43 0.63 0.71 0.71 0.71 0.71 0.66 0.71 9.21 0.61 

Indicator I.4 M2 0 0.5 0.33 0.33 0.66 0.5 0 0.33 0 0.66 0.5 0.33 1 0 0 5.14 0.34 

Indicator I.5 M2 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 0.75 11.25 0.75 

Indicator I.6 M1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 

Indicator I.7 M1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 15 1.00 

Indicator I.8 M2 0.5 0.66 0.4 0 0 0 0.66 0.33 0.67 0.33 0.33 DK DK 0.67 0.67 5.22 0.40 

Indicator I.9 M2 0.25 0.28 0.13 0.25 0 0 0.13 0.63 0.57 0.25 0.38 DK DK 0.25 0.5 3.62 0.28 

Indicator I.10 M2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 

Indicator I.12 M2 0 0 0 0 0 0 0 0 0 0.43 0 - - 0.42 0 0.85 0.07 

Indicator I.13 M1 1 1 1 1 1 1 1 1 - 1 1 1 - 1 1 13 1.00 

 

Total Average 5.793 

Final Score 

Registration*** 4.83 
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Section 2: Licensing of pharmaceutical establishments Scoring Sheet 

 

*Profession G = Government or public official  

 WHO = World Health organization  

 FG= Former Government or public official  

 P = Private sector  

 PS = Pharmacists Syndicate  

**The average for each question is calculated only on valid responses and all DK and NA answers are discarded. 

***Final Score = total average/number of indicators x 10 

 

 

Indicator No. 
Method 

KI16 KI17 KI18 KI19 KI10 KI20 KI21 KI22 KI14 KI23 KI24 KI25 KI26 KI15 
Total 

Average 

per 

Question** Profession* G G G G PS FG FG PS WHO G P P P G 

Indicator II.1 M1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 14 1.00 

Indicator II.2 M1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 14 1.00 

Indicator II.3 M2 1 1 1 1 0.83 1 1 0.66 0.83 1 1 0.67 0.83 0.67 12.49 0.89 

Indicator II.4 M1 1 1 1 1 1 1 1 1 0 1 1 1 1 0 12 0.86 

Indicator II.5 M2 1 1 1 1 1 1 1 1 1 1 1 1 1 1 14 1.00 

Indicator II.6 M2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 

Indicator II.7 M2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 

Indicator II.8 M2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 

Indicator II.9 M1 1 0 0 0 0 1 0 0 0 0 0 0 1 0 3 0.21 

Indicator II.10 M2 0.8 1 0.8 0.8 0.8 1 0.8 0.8 0.8 1 0.6 0.6 1 0.8 11.6 0.83 

Indicator II.12 M1 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0.07 

Total Average 5.86 

Final Score Licensing*** 5.33 
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Section 3: Inspection of Pharmaceutical Establishments Scoring Sheet 

*Profession G = Government or public official  

 WHO = World Health organization  

 FG= Former Government or public official  

 P = Private sector  

 PS = Pharmacists Syndicate  

**The average for each question is calculated only on valid responses and all DK and NA answers are discarded. 

***Final Score = total average/number of indicators x 10 

 

Indicator No. 
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K
I1
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T
o

ta
l 

Average 

per 

Question** 

Profession* G P P P G FG FG PS G P FG FG G G G PS P WHO G 

Indicator III.1 M1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 19.00 1.00 

Indicator III.2 M2 0.4 0.75 1 1 0 1 0.6 0.8 1 0.8 1 1 1 1 1 1 1 1 0.6 15.95 0.84 

Indicator III.3 M2 0 0 - 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 0.00 

Indicator III.4 M2 0 0 - 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 0.00 

Indicator III.5 M2 0 0 0 0 0 0 0 0 0.6 0 0.5 0 0 0 0 0 0 0 0 1.10 0.06 

Indicator III.6 M2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 0.00 

Indicator III.7 M1 1 1 1 1 1 1 1 0 1 1 1 1 1 1 1 1 0 1 1 17.00 0.89 

Indicator III.8 M2 0.75 0 0.8 0 0.6 0.6 0.4 0 1 0.8 0.8 0.4 0.8 0.4 0.8 1 0 0.4 0.4 9.95 0.52 

Indicator III.9 M2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0.00 

   
 Total Average 3.32 

 Final Score Inspection*** 3.68 



APPENDIX 5: An Admin Approval from the General Directorate of Human Resource 

Development 
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APPENDIX 6: General Evidence Collected 

Section 1: The public health law No. 20 for 2004  

Section 2: The Palestinian Pharmacy Practice Ordinance for 2006 

Section 3: The annexes of the Palestinian Pharmacy Practice Ordinance for 2006  

Section 4: The ministerial decision no. 1395 of 2015 that specifies fees for registration, 

registration renewal and licensing of pharmaceutical establishments 

Section 5: Organogram for the GAP and the LAU 
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Section 4: The Ministerial Decision No. 1395 of 2015 That Specifies Fees for Registration, 

Registration Renewal and Licensing of Pharmaceutical Establishments  



141 
 

 

Annex 17 of the Ministerial Decision No. 1395 of 2015  
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Annex 20 of the Ministerial Decision No. 1395 of 2015 
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Section 5: Organogram for the GAP and the LAU 
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APPENDIX 7: List of Evidence Obtained for Medicine Registration  

Section 1: Check list of requirements for registration of medicinal product 

Section 2: Check list of requirements for registration renewal of medicinal product 

Section 3: Check list used for assessment of the pharmaceutical dossier 

Section 4: Pre-approval application form for registration of medicinal product 

Section 5: Application form for registration of medicinal product 

Section 6: Application form for registration renewal of medicinal product 

Section 7: The Ministerial decision “Technical Drug Committee Bylaw” for 2013 

Section 8: Ministerial decision for the composition of Registration Committee 

Section 9: Reporting structure of the Registration Committee decision 

Section 10: Format of the registration certificate 
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Section 6: Check List of Requirements for Registration of Medicinal Product 
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Section 2: Check List of Requirements for Registration Renewal of Medicinal Product 
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Section 3: Check List Used for Assessment of the Pharmaceutical Dossier. 
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Section 4: Pre-Approval Application Form for Registration of Medicinal Products 
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Section 5: Application Form for Registration of Medicinal Products 
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Section 6: Application Form for Registration Renewal of Medicinal Products 
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Section 7: The Ministerial Decision “The Pharmaceutical Technical Committee Bylaw” for 

2013 
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Section 8: Ministerial Decision for the Composition of Registration Committee  
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Section 9: Reporting Structure of the Registration Committee Decision 
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Section 10: Format of the Registration Certificate 
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APPENDIX 8: List of Evidence Obtained for Licensing of Pharmaceutical Establishments  

Section 1: Check list for the requirements needed to license pharmacy profession practice 

Section 2: Check list for the requirements needed to license a community pharmacy 

Section 3: Application form for licensing pharmacy profession practice 
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Section 1: Check List for the Requirements Needed to License Pharmacy Profession Practice  
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Section 2: Check List for the Requirements Needed to License a Community Pharmacy 
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Section 3: Application Form for Licensing Pharmacy Profession Practice 
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APPENDIX 9: List of Evidence Obtained for Inspection of Pharmaceutical Establishments   

Section 1: Reporting structure of the pharmaceutical inspection 

Section 2: Detailed reporting structure describing violations observed 

Section 3: A commitment form signed by pharmacist not to repeat the violation 

Section 4: Check list used for the inspection of a community pharmacy 

Section 5: Check list for the inspection of a medical store 
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Section 1: Reporting Structure of the Pharmaceutical Inspection 
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Section 2: Detailed Reporting Structure Describing Violations Observed 
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Section 3: A Commitment Form Signed by Pharmacist Not to Repeat the Violation 
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Section 4: Check List Used for the Inspection of a Community Pharmacy 
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Section 5: Check List for the Inspection of a Medical Store 


