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Abstract
Introduction The aim of this study was to explore patients’ knowledge and perspectives in Istanbul, Turkey about the phar-
maceutical regulatory review and reimbursement processes with respect to patients’ access to new medicines.
Methods For the purpose of this study a tailored made paper-based questionnaire, Patient Perspective Questionnaire (PPQ), 
was developed and subsequently piloted in the target population. A total of 350 patients were recruited consecutively into the 
study from hospital outpatient clinics, general practice, community pharmacies, patient organisations in 28 different districts 
of Istanbul receiving treatment for chronic conditions. In addition, 22 patients were randomly selected from the cohort for 
face-to-face interviews in order to obtain further insights about the relevance of the PPQ, and to help with formalising a set 
of recommendations for the involvement of patients in both processes. Data processing and analyses were carried out using 
SPSS version 23 statistical software.
Results Overall 210 (60% response rate) completed the PPQ (51% males) with the mean age of 56, median of 54 and 
range of 18–75. Most patients in this study (84%) seemed to know that medicines had to be approved by the government. 
However, 81% of patients were not aware of the regulatory review process with 73% being unaware of approval timelines. 
Furthermore, 78 (37%) patients described the Turkish approval process to be of a lower standard compared to that of the 
US and EU. However, 147 (70%) of patients believed that there are novel alternative medicines for their disease available in 
other developed countries. Similarly, 126 (60%) patients thought that new medicines only become available in Turkey after 
their availability in the other developed countries. In contrast, patients in this cohort were more aware of the reimbursement 
system in Turkey where the majority expressed their satisfaction and 34% described access to new medicines to be adequate. 
In addition, the majority of patients (75%) recognised that the government is the main payer, even though insufficient infor-
mation is provided about new medicines. Patients stated that they do not have any role in the decision-making process for 
the approval or reimbursement of new medicines and therefore most of them indicated that they wish to be more involved 
in reimbursement (60%) as well as in the approval process (58%).
Discussion Faster access to medicines, improved health and pharmaceutical care as well as lower prices were considered by 
the study patients as the improvement priorities. Further, they were able to offer academic collaboration and active patient 
involvement in both processes as possible solutions.

Keywords Turkish regulatory review · Reimbursement · Patients’ access to medicines

Introduction

Patients’ access to medicines is a major concern for both reg-
ulators as well as the pharmaceutical industry. Currently it is 
estimated that two billion people worldwide cannot access 
the medicines they need for their treatment mainly due to 
the increasing cost of healthcare expenditures [1]. However, 
allocating the required resources for healthcare services and 
innovative medicines remains a common dilemma in many 
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regions in the world particularly in low-income countries. 
The challenges in medicines’ access are being constantly 
addressed by global health organisations, governments and 
all other related stakeholders, including the pharmaceutical 
industry, in order to improve access to healthcare and medi-
cines [2]. This becomes crucial, especially for life threaten-
ing diseases, where access to innovative medicines makes 
an important difference in patients’ lives. Access to health-
care in Turkey has undergone dramatic changes in the past 
decade as a positive outcome of the economic growth and 
the “Health Transformation Programme” which was initi-
ated in Turkey in 2002 [3]. While, the reforms resulted in 
major developments in the pharmaceutical regulatory envi-
ronment, which improved public access to health services, 
a number of measures including the pricing of medicines 
were undertaken by the government to control the increas-
ing healthcare budget, mainly pharmaceuticals to enable a 
sustainable financing source for a wider healthcare coverage 
in Turkey [4].

Furthermore, restricting healthcare expenditures and 
reimbursement budgets will have a negative impact on 
patients’ access to high quality healthcare and innovative 
medicines. Thus, there could be a different public and patient 
perception of the recent developments in the pharmaceutical 
environment and as to whether they are in line with those 
worldwide. To date no study in Turkey has explored patients’ 
perspective and awareness of such developments and their 
impact on patients’ timely access to existing and new treat-
ments. Therefore, this study aimed to explore, for the first 
time, the patients’ perspective in general.

One of the key areas requiring investigation is to identify 
the awareness of Turkish patients to those changes in the 
pharmaceutical regulatory environment as well as to evalu-
ate their perspective of the impact of such processes on their 
access to medicines in Turkey. It is universally agreed that 
reimbursement and access to medicines are key elements in 
the pharmaceutical system given the economic climate and 
controls on healthcare expenditure. Although, a key step in 
patients’ access to medicines, having the product registered 
and licensed by regulatory authorities, nevertheless, is the 
determining milestone. While it is crucial to evaluate the 
healthcare system services from the patients’ perspective to 
achieve the optimal outcome of treatments, patients’ active 
participation in the selection and use of their treatments has 
also been increasingly encouraged by all health organisa-
tions [5]. Recent studies have demonstrated that making the 
patient part of the process will also improve the patient’s 
compliance to the treatment [6] as well as enhancing the 
strategic planning for development of medicines [7].

The Turkish healthcare system has undergone signifi-
cant change since the implementation of the Health Reform 
Programme in 2003 to enhance access to healthcare in all 
aspects. For example, through the different social security 

schemes provided by the government, the health insurance 
coverage of the Turkish population increased to 87% com-
pared to 64% in 2003 [8]. As a result, patients in Turkey 
enjoy increased access today to the various healthcare ser-
vices including medicines. Furthermore, Turkish patients 
have a considerable amount of interest in general health 
issues and treatments and it is identified that on average 
each patient visits their physician eight times a year, which 
is more frequently than in other peer countries [9]. How-
ever, patients’ awareness about the pharmaceutical regula-
tory environment as well as the decision-making processes 
of the regulatory bodies seems not to get the same level of 
attention in Turkey. Thus, the general perception is that the 
role of patients or patients’ organisations in informing which 
medicines need to be approved or paid for by the government 
is not as active compared to other countries [10]. Thus, the 
objectives of this study were to:

– Explore patients’ perspective of the impact of the regu-
latory and reimbursement processes on their access to 
innovative medicines.

– Examine the perception of patients as to whether the 
Turkish healthcare system is comparable to other devel-
oped countries.

– Determine patients’ perspective of their role in the deci-
sion-making process for the approval and reimbursement 
of medicines.

– Identify patients’ views of the barriers to accessing medi-
cines and the possible solutions.

Methods

Study Design and Development of a Questionnaire

A tailored made self-administered paper-based question-
naire, Patient Perspective Questionnaire (PPQ; Supple-
ment 1), consisting of 30 items was developed following 
discussion with patients and physicians regarding patients’ 
knowledge and concerns about the pharmaceutical regula-
tory environment and their access to new medicines. This 
questionnaire was then pilot tested among a group of patients 
with chronic conditions to determine its acceptability, rel-
evance and content validity as well as with doctors aiming 
to obtain their clinical and practical perspective with regards 
to the language and content of the questionnaire. Since doc-
tors have the most interaction with patients in Turkey, it was 
important to ensure the content validation of the question-
naire by doctors as they were the critical drive to enrol and 
explain the questionnaire to the patients. This study was 
designed as a cross-sectional study, aimed at collecting data 
during a specific period of one month. The PPQ consists of 
three parts:
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Part I—General demographic details; i.e. age, gender and 
educational background,
Part II—Knowledge of the regulatory environment 
including the review and reimbursement processes in 
Turkey.
Part II—Key challenges and possible solutions regarding 
patients’ access to medicines.

Pilot Phase

The study included a pilot phase designed with the aim of 
determining content validity, practicality and applicabil-
ity of the PPQ to ensure that the questionnaire’s focus and 
emphasis is right for the target population and is ‘fit for pur-
pose’. In addition, on individual item level, to examine lan-
guage clarity, relevance, suitability of response options and 
spontaneity. The pilot study questionnaire was presented to 
patients in Turkish language and the time required to com-
plete the questionnaire was recorded. This was conducted 
with thirteen patients and five doctors as semi structured 
face-to-face interviews to identify areas of improvements 
in the PPQ in terms of language clarity, sentence complete-
ness, deletion and/or addition of questions in order to ensure 
that the items were clear, easy to understand and straight-
forward to respond. Patients in the pilot study were selected 
with similar inclusion and exclusion criteria to the main 
study (Table 1) and they were also encouraged to share their 
inputs and experiences regarding the study as additional 
comments.

Study Participants

This study aimed to assess the awareness of registration 
review and reimbursement processes among patients rather 
than the general public since the health care literacy as well 
as knowledge may vary in the public depending on the expe-
rience with the disease and treatments. Accordingly, patients 
were recruited into the study from family medicine clinics, 
pharmacies and hospital outpatient clinics in Istanbul who 
were receiving medicinal treatment for chronic conditions 
mainly in therapeutic areas such as oncology, cardiovascu-
lar, respiratory, diabetes and central nervous system. These 

represent the majority of patients that experience chronic 
disease in Turkey [11] and thus have the most interaction 
and experience with the healthcare system and access to 
medicines. The study took place in twenty-eight different 
districts of Istanbul, the largest city in Turkey with a popu-
lation of approximately 15 million representing 20% of the 
total population in Turkey (January 2018). Istanbul has the 
most representative demographic population in the country 
in terms of ethnic groups, minorities, religion, cultural and 
educational background. To this effect, the following factors 
were considered:

• Equal number of male and female participants
• Adults 18 year of age or older
• Patients with different sociodemographic characteristics 

(e.g. employed versus retired).

Furthermore, some adult patients of the cohort were 
asked by EM to participate voluntarily for a face-to-face 
interview based on the items of the PPQ and were also 
encouraged to share their experiences and recommendations 
on the topic. Patients did not receive any payment for their 
participation. However, in order to be eligible to partici-
pate, individuals had to meet all of the inclusion/exclusion 
criteria, namely adults aged 18 and above, currently under-
going chronic disease treatment, in good general mental 
health, capable of reading and understanding the PPQ items. 
Patients were asked by their doctors or pharmacists first to 
read the ‘patient information sheet’ and accordingly sign and 
date an informed consent which included a confidentiality 
declaration [12].

Data Processing and Analysis

The study was conducted in accordance with the local 
research ethics requirements in Turkey. The validated paper 
copies of the PPQ were distributed to patients’ associations, 
hospital outpatient clinics, pharmacies and family medicine 
clinics and afterwards administered by the doctors and phar-
macists to patients who then completed the questionnaires 
manually by themselves and returned the completed ques-
tionnaires to their pharmacists or doctors. The completed 

Table 1.  Inclusion and Exclusion Criteria.

Inclusion criteria Exclusion criteria

• Adults aged 18 years old and above
• Both genders, male or female
• Currently under chronic disease treatment and/or have received treat-

ments in Turkey
• In good general mental health status and capable to read, understand 

and complete the questionnaire
• Provide a written signed informed consent

• Those below 18 years old
• Those not on medication treatment
• Those not covered under the social security or any reimbursement 

system
• Those with any medical condition that would prevent their partici-

pation in the study
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questionnaires were collected within one month from these 
sites and the questionnaires together with the ‘patient con-
sent’ forms were checked for completeness, followed by 
entering them into a study database for analysis using SPSS 
version 23 statistical software program. Since this was an 
exploratory study, no hypothesis testing analysis was car-
ried out. Instead, descriptive statistics were employed to 
calculate the summary results for the demographics and 
the questionnaire variables, frequency tables, histograms 
and trends.

Results

Pilot Study

Applicability, Practicality and Content Validity

The mean completion time of the PPQ for patients was 
estimated as 12 min. The patients found the PPQ easy to 
read and understand and appreciated their participation in 
the content validation of such a questionnaire where they 
stated that it increased their awareness in relation to the 
regulatory environment in Turkey. Accordingly, some 
patients suggested certain changes to the questionnaire 
such as rephrasing some items as well as adding a specific 
question to evaluate the role of patients in the regulatory 
review and reimbursement processes of medicines in Tur-
key. Nevertheless, they found the focus and emphasis of the 
questionnaire relevant to them and scaling appropriate for 
the items and were able to respond spontaneously. Further-
more, five (28%) patients stated that they had difficulty in 
understanding some words and terminologies used in the 
questionnaire such as reimbursement, regulatory review, 
registration approval. They suggested that these words be 
simplified. Patients were hesitant to answer the question 
related to the improvements in the healthcare system in Tur-
key since 2012 and thus suggested that this question should 
not be limited to a specific period, since some of the major 
developments in the health care system took place even 
before 2012 as the Health Care Transformation Program 
was first initiated in 2003.

The inputs received from the physicians who participated 
in the pilot phase were very much aligned with the patients’ 
comments and thus emphasised the importance of revising 
the questionnaire again to simplify the wording and ensure 
that it is patient friendly and easy to read and understand. 
As a result of the pilot study, the questionnaire was modi-
fied and updated to incorporate all the study participants’ 
comments and suggestions to ensure appropriateness of the 
questionnaire for the main study.

Main study

Characteristics of the Study Participants

A total of 210 patients (60% response rate) with a mean 
age of 56, median of 54 and range of 18–75 from 10 family 
medicine clinics, 12 pharmacies and 5 patient organisations 
in Istanbul took part in the study and completed the PPQ 
(Table 2). In addition, face-to-face interviews were con-
ducted with 22 randomly selected patients from this cohort 
following completion of the PPQ and were encouraged to 
share their inputs and experiences regarding the study. The 
data were analysed using SPSS version 23 (Statistical Pack-
age for the Social Sciences) software. Moreover, the results 
were presented in terms of demographic characteristics and 
background (Table 2) [13]. A total of 155 (74%) patients 
were on medication for various chronic diseases from six 
disease areas namely cardiovascular, diabetes, hormonal dis-
order, central nervous system (CNS), nephrology and cancer.

Patients’ Knowledge of Their Disease and Treatment Out of 
210 study participants, 162 (77%) had a single disease while 
the rest of the patients had multiple diseases for which they 
were receiving various medications. The results showed that 
115 (55%) patients were on chronic disease treatment for 
3 to 10 years and 42 (20%) for more than 10 years. Fur-
thermore, this study identified that 206 (98%) patients on 
chronic disease treatment were able to define their medical 
condition and knew about their medicines. In addition, 124 
(59%) patients indicated that they always attempt to learn 
about their medicines from the various available sources 
(Fig. 1) with 124 (70%) believing they received sufficient 
and useful information from such sources about their medi-
cines’ benefits and harms.

Table 2.  Characteristics of the Study Participants.

Demographic characteristics, n = 210
Background and 
status, n = 210

Gender Education
 Male 51%  Primary school 25%
 Female 49%  High school 31%

Age range [13]  Graduate 37%
 Early Adulthood (18–39) 55%  Postgraduate 8%
 Adulthood/middle age (40–64) 19% Working status
 Maturity (≥ 65) 26%  Retired 50%

Age  Working 34%
 Median 54 years  Other (part 

time, free-
lance, etc.…)

16%

 Mean 56 years
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Patients’ Source of Information (Quantity and Quality) Gen-
erally, patients rely on their doctors for information about 
their medicines. Pharmacists and the patient leaflet are the 
secondary sources. Furthermore, 86 (41%) patients stated 
that they rely on one source to get information about their 
medicines, while 124 (59%) reported that they rely on sev-
eral sources to learn more about their medicines, such as 
the patient leaflet of the product, internet and pharmacists 
(Fig. 2). While 140 (67%) patients indicated that they get 
sufficient information about the benefits and harms of their 
medicines, 130 (62%) reported that the information they 
obtain about their medicines is very useful. In addition, 179 
(85%) patients indicated that they do recognise the impor-
tance of treatment compliance and therefore expressed that 
they were compliant in taking their treatments as directed 
and were keen to report adverse drug reactions directly to 
their physician.

Patients Knowledge of  Medicines Regulation The major-
ity of patients demonstrated a general knowledge of the 
pharmaceutical regulatory environment and registration 
review process. Although 177 (84%) patients knew that 
medicines had to be approved by the government, yet 170 
(81%) patients stated that they were not aware of the details 
of the regulatory review process with the majority (73%, 
n = 153) being unaware of how long it takes for the gov-
ernment to approve a new medicine. However, 23 (11%) 
patients believed that the government took up-to 12 months 

to approve a new medicine, whereas 34 (16%) thought that 
it was more than 2 years which was in line with the phar-
maceutical industry’s experience of between 2 and 3 years 
[14]. Furthermore, patients’ perception of the standard of 
regulatory approval process revealed 70 (37%) patients 
believed that the Turkish approval process to be of a lower 
standard compared to that of the United States and Europe, 
whereas 52 (25%) thought that it was of a similar or a higher 
standard (Fig. 3). A significant proportion of patients (60% 
n = 126) thought that new medicines only become available 
in Turkey after their launch in other developed countries, 
whereas, 147 (70%) were under the impression that there 
were novel alternative medicines for their disease available 
in other developed countries mainly in the US (49%) and 
EU (44%). The results also indicated that 82 (39%) patients 
rated their access to medicines as excellent or good whereas 
71 (34%) reported that they were satisfied with the avail-
ability of their medicines, while 57 (27%) rated their access 
as poor (Fig. 4).

Patients’ Perspectives of  Medicines Reimbursement This 
study demonstrated that patients in Istanbul knew more 
about the reimbursement system compared to the review 
process where the majority of patients 157 (75%) recog-
nised that the government is the main payer, even though 
insufficient information is provided about new medicines. 
Half (49%) of the patients reported that they were satisfied 
or very satisfied with the reimbursement system with 72 
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Figure 1.  Patients’ Attempts to Obtain Information About Their Medicines.
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(34%) describing access to new medicines as adequate in 
Turkey. However, 59 (28%) stated that they were not satis-
fied and 46 (22%) indicated that they were unsure.

Patients’ Perspectives of Their Role in Medicines Regulation 
and Reimbursement In terms of the role and responsibility 
of patients and patients’ advocacy groups in the decision-

0% 10% 20% 30% 40% 50% 60% 70% 80%

DOCTOR

SMPC

PHARMACIST

INTERNET

NURSE

OTHER
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40%

26%
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1%

Figure 2.  Sources of Patients to Obtain Information About Their Medicines. Patients Could Cite More Than One Source.
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Figure 3.  Patients’ Perception of Government’s Standards Compared to Medicines Approved Internationally.



Therapeutic Innovation & Regulatory Science 

1 3

making process of approving new medicines, 150 (72%) 
reported that patients do not have any role in the decision-
making process for approval and/or reimbursement of new 
medicines. Therefore, most of them (n = 126, 60%) indi-
cated that there was a need for patients or patients’ repre-
sentatives to be more involved in the reimbursement as well 
as the approval process. Furthermore, the study participants 
identified a few major challenges facing the government 
namely, the high cost of new medicines, insufficient govern-
ment resources and shortage of scientific expertise.

Patients’ Views on  Barriers and  Solutions Only 60 (29%) 
patients were able to list the most important barriers they 
face in obtaining the medicines they need. The top four 
barriers were; the high price of medicines, their access to 
treatment, lack of an appropriate healthcare system infra-
structure and the unavailability of new products (Fig.  5). 
Similarly, patients were also able to offer some solutions to 
address such concerns, which were then grouped into four 
principal categories (Fig. 6). Most of the solutions proposed 
by patients were generally related to improving the health 
and pharmaceutical care systems, implementing better 
pharmaceutical policies that could be related to pricing and 
regulatory policies to enable timely access to new marketed 
medicines, and considering patients’ needs and exploring 
opportunities to enlarge their roles in the decision-making 
process of approving and reimbursing new medicines.

Discussion

Turkey, with its large population and good educational level, 
is among first-world countries [8] and its developed econ-
omy was ranked 16th among the G20 countries in 2015. 
While this study was exploratory in nature and involved 
a sample of patients with chronic diseases in Istanbul, it 
nevertheless identified some important aspects of patients’ 
perspectives regarding pharmaceutical medicines’ regula-
tory and reimbursement processes in Turkey, which could 
form the basis for further hypothesis-testing studies in this 
area. Moreover, the study confirmed that, similar to other 
developed countries, patients in Turkey wish to know more 
about their medicines and want to be more involved in the 
registration and reimbursement processes.

A culture is described as the cumulative result of an 
entire set of common behaviours, experiences, beliefs and 
values that reflects how things are done in a certain environ-
ment. The culture of reporting adverse events, which cen-
tres on patient safety as a vital part of healthcare quality, is 
an important aspect of a modern society [15]. Therefore, 
an assessment of the current culture to identify the behav-
iours, practices as well as the areas for improvement, is an 
important step to establish a specific culture in the healthcare 
system [16]. It is believed that, culturally, the traditional 
patient–physician relationship is based on a paternalistic 
approach in which patients largely rely on their physicians to 
obtain relevant information about their medicines and report 
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Figure 4.  Patients’ Assessment of Their Access to Medicines.



 Therapeutic Innovation & Regulatory Science

1 3

adverse events. The results of this study indicated that physi-
cians and pharmacists could play a crucial role in guiding, 
consulting and educating patients about their medicines and 
other health-related issues and processes.

The level of patients’ awareness, knowledge and role with 
regards to the decision-making process of registration review 
and reimbursement procedures in Turkey was demonstrated 
in this study, albeit based on a relatively small sample from 
Istanbul. In general, patients participating in this study knew 
that the government must approve medicines before they 
are marketed. However, both the process of registration 
review and reimbursement were not familiar to patients and 

thus they seem to have little interest in understanding such 
processes. Therefore, the level of patients’ awareness of the 
pharmaceutical regulatory environment in Turkey can be 
enhanced if the sources of such information and their ben-
efits are better explained to patients as well as the adoption 
of appropriate approach to ensure their active involvement. 
It should be noted that increasing patients’ awareness of the 
regulatory and reimbursement systems could, inherently, 
raise the expectation and thus could lead to a decrease in 
satisfaction by the relevant stakeholders.

The perception of patients is that there is a correlation 
between the efficiency of the healthcare system and their 
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Figure 5.  Barriers to Medicines’ Access as Identified by Patients. Patients Could Cite More Than One Barrier.

Figure 6.  Principal Solutions and Patients’ Statements.
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access to innovative medicines in Turkey. As a result, 
patients in Istanbul do not believe that they have compara-
ble access to innovative medicines compared to other first 
world countries. Most patients in this study were under the 
impression that alternative novel treatments are available 
in other countries and that the regulatory review processes 
and timelines are of a lower standard compared to other 
developed countries. The study, therefore, has identified 
that patients are, generally, unaware about early access and 
TITCK’s named patient supply programmes. These aim to 
ensure timely access of patients who are in critical need of 
lifesaving medicines, prior to their registration approval in 
Turkey, which enables access to medicines within a simi-
lar timeframe to the developed countries. Moreover, early 
access to innovative medicines programmes constituted 
approximately 7% of the allocated pharmaceutical budget 
of the Social Security Institute (SGK), which is the main 
reimbursement body in Turkey. Therefore, it is suggested 
that both TITCK and SGK need to develop an increasing 
public awareness in relation to regulatory review and access 
processes in comparison with other countries globally. This 
would educate patients about early access programmes, 
which would ensure the timely access to innovative medi-
cines for patients in critical need.

When patients were asked to describe the three most 
important recent improvements in obtaining the medicines 
they need, they indicated access to medicines, improved 
health and pharmaceutical care as well as price. This was 
despite the major challenges they perceived facing the gov-
ernment namely, the cost of innovative medicines is still too 
high as well as insufficient government resources and short-
age of scientific expertise. Thus, the “Health Transformation 
Programme” which was implemented in Turkey in 2003 has 
generated a number of developments in the healthcare ser-
vices and was mainly appreciated by patients in several areas 
including timely access to medicines. The patients indicated 
that they do recognise the governments’ efforts in enhancing 
the healthcare services and patients’ access to medicines 
through pharmacies and hospitals.

The role of patients in the government decision-mak-
ing process of approving and reimbursing new medicines 
should be encouraged, since currently patients do not have 
any active involvement in such processes in Turkey. The 
patients suggested that to ensure their needs are met in a 
timely manner, that patients’ associations become more 
involved in decision making regarding new medicines and 
that there is a considerable public representation in the 
process. This is in line with the many international calls 
from regulators, pharmaceutical industry representatives as 
well as academia to engage patients in the pharmaceutical 
research and development, regulatory decision-making and 
healthcare access [17].

Today, the involvement of patients is recommended in 
research. This study demonstrated both the scientific as well 
as the practical value of patient involvement in its design, 
since the outcomes of the pilot study conducted with patients 
significantly enhanced the language and content of the ques-
tionnaire as well as increasing its acceptability by the tar-
get population resulting in a high response rate. Patients’ 
interest was mainly concerned with decision making regard-
ing access to medicines and reimbursement rather than the 
registration review process, since the general perception of 
patients was that the registration process of medicines is a 
technical procedure that requires more scientific expertise 
than reimbursement. Face-to-face interviews with patients 
also revealed their support for more patient involvement in 
the reimbursement process. Patient organisations, which 
allow patients to share their own experiences with regard 
to their access to medicines, their use and their effect on 
quality of life can potentially play a significant role in this 
process. Studies have shown that large professional organisa-
tions may enable better accessibility to medicines, negotiate 
expansion in reimbursement coverage for a larger group of 
patients and lobby regarding a variety of medicines and bet-
ter reimbursement conditions [15]. Thus, the use of patient 
questionnaires online or via physicians, pharmacists and/or 
patients’ organisations together with the use of social media 
could raise the awareness of patients to regulatory changes 
and reimbursement procedures, which could enable more 
active participation from the public.

As this study aimed to assess, for the first time, the 
awareness of registration review and reimbursement pro-
cesses among patients with chronic diseases in Istanbul, 
it is important to consider that the study did not select to 
assess the awareness among the general public in Turkey 
which could have resulted in different outcomes, since the 
health care literacy as well as knowledge may vary in the 
public depending on the experience with the disease and 
treatments. Therefore, it is recommended in future studies 
to expand the assessment to public awareness. Furthermore, 
following the outcome of this study, it would be worthwhile 
evaluating the impact of the regulatory review and reim-
bursement processes on patients’ access to medicines in 
Turkey as well as to evaluate whether patients’ involvement 
in such processes would lead to improvement in patients’ 
access to new medicines.

Conclusions

It can be concluded that patients’ awareness and knowledge 
of the regulatory review and reimbursement processes could 
be enhanced specially as the study demonstrated patients’ 
wish to be more involved in the decision-making processes. 
Patients offered four principal solutions to address the 
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concerns with these two processes: (1) initiate more collabo-
ration between academic experts and government to enhance 
pharmaceutical policies and shorten the registration process; 
(2) encourage involvement through patients’ questionnaires 
and online surveys; (3) increased effort by the government 
to enhance patients’ timely access to medicines with lower 
costs; and (4) encourage healthcare professionals to raise 
awareness of patients regarding access to medicines. The 
role of patients in the decision-making process of approving 
and reimbursing new medicines by the government should 
also be encouraged. Patients suggested that to ensure that 
their needs are met in a timely manner, patient associations 
should become more involved in decision-making through 
their fair representation in the process.

Strengths and Limitations of the Study

Strengths of the study—a high response rate was achieved 
in this study with the support of the family clinics, phar-
macies, patient organisations at sites which were selected 
randomly with the help of some associations who provided 
support with the manual distribution and collection of the 
questionnaire to and from patients. An approximate equal 
representation of the sample in terms of gender, educational 
background and age was achieved in a relatively short time.

Limitations

The sample size for this exploratory study selected only from 
Istanbul may not be representative of Turkey even though 
the districts from which the study participants were sam-
pled were selected randomly from the various districts in 
Istanbul and included a representation of different types of 
participants in terms of gender, age, educational, social and 
economic background. However, the study has not taken into 
account regional health inequality, which is well reported in 
the literature and which is driven by important differences in 
climate, infrastructure, mobility, income, education, health 
access and other relevant parameters. This inequality, while 
improving, remains a major issue in Turkey.

Furthermore, advanced survey software solutions and 
other multi-mode capabilities for online surveys, mobile 
surveys, e-mail surveys were not used directly with patients 
due to data privacy requirements and the need to complete 
an informed consent prior to the participation which can be 
delivered to the patients only by a healthcare professional.
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