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Introduction
The formulation and assessment of a new drug is a 

complex and multi-stage process in which human clin-
ical trials are an essential tool.[1]The studies and anal-
yses that were carried out led to key findings and con-
clusions on the potential and the willingness of patients 
and medical doctors to participate in monitoring the 
safety of investigational medicines.[2]Conducted field 
researches among patients with coronary heart disease 
found absolute refusal to terminate bad habits such as 
smoking and alcohol consumption.The respondents –
medical doctors and patients expressed willingness to 
participate in clinical trials in coronary heart disease.

The results and conclusions could be used for dis-
cussions on the role and place of pharmacists in the 
fight against bad habits, deteriorating quality of life, 
the prognosis of therapeutic success and outcomes.
[3]They can also debate about reconsidering the 
place and importance of observational studies in the 
field of pharmaceuticals and monitoring of different 
social diseases.[4]

Materials and methods
Methodology of the survey:
The study was conducted by the method of direct 
anonymous questionnaire.

Characteristicsandstructureof the survey:
The questionnaire begins with a brief address to 

the respondents stating the object and purpose of the 
study, who and how will use the obtained data.

The initial part of the survey provides demo-
graphic data: age, sex, education. The respondents 
- physicians were asked additional questions about 
the degree of postgraduate qualification and practical 
experience as a medical doctor.

The questionnaire was structured as a tunnel de-
sign starting from general questions and proceeding 
to issues tightly related to the purposes of the study.
Surveys were divided into two groups – conducted 
among medical experts and polls among patients.

The aim of the study was also to assess patients’ 
awareness and opinion about their health status and 
their general attitude towards potential participation 
in clinical trials

Results and Discussion
Study of the willingness of medical doctors to par-
ticipate in post-marketing studies

Results of a survey conducted among medical 
practitioners
Demographic data

Within this survey were analysed valid ques-
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tionnaires received from a total of 119 medical 
doctors practicing in Bulgaria. The gender distri-
bution of physicians is 49% men and 51% women. 
Predominant age groups of 41-50 and 51-60 year 
olds. (Figure 1).

The chart may lead to conclusion that doctors who 
participated in the poll are professionals with years 
of experience. Established practice in researchers is 
associated with better accuracy of the provided data. 
The average length of work experience of doctors 
participated in the survey was 19 years. This expe-
rience allows researchers to have an extensive over-
view of the diagnosis, treatment approaches and eval-
uation of therapy. This increases their willingness to 
participate in clinical trials, allowing to ameliorate 
the effectiveness of drug therapy.

The data collected by survey is presented in Ta-
ble 1 and shows that 72% of physicians have two 
post-graduate specializations–internal medicine and 
cardiology. This shows that the majority of doctors 
- researchers are highly competent professionals, 
which is partly the reason for satisfying results of the 
treatment of cardiac diseases.

The medical doctors were asked about the age 
distribution of the patients in their practice the data 

Age distribution of patients 
in the practice %

1. Until 40 years n/a
2. Between 41-50 years 1.7 
3. Between 51-60 years 28.5 
4. Between 61-70 years 39.5 
5. Over 70 years 30.3 

Specialty Number of 
physicians

Internal medicine 28
Internal medicine and Cardiology 86
Internal medicine, Cardiology, Invasive 
cardiology 2

Medical intern 2
Emergency Medicine – specializing in 
cardiology 1

Table 1. Distribution of respondents according to the 
acquired post-graduate specialty

Table 2. Age distribution of patients suffering from coro-
nary ischaemic disease.

is presented in Table 2. It shows that the largest age 
group is of patients over 50 years. This fact is med-
ically justified and confirmed by the practice of the 
majority of respondents.

Survey among medical doctors revealed three 
main groups of morbidity among the total number of 
patients. From the results thus obtained was conclud-
ed that patients suffering from ischemic heart disease 
represent between 30-50% of all patients with car-
diac problems. Our data support the claim that isch-
emic disease is a socially significant disease. Inap-
propriate treatment of this problem led to a continued 
deterioration in the quality of life and disability of 
the majority of patients with cardiac problems. As a 
solution to this serious social problem in our society, 
doctors search different approaches to the prevention 
of disease, as well as approval of new methodologies 
and guidelines for the treatment of coronary diseases 
and/or putting into practice new medicinal products.

From the results obtained from the survey among 
cardiologists, the question about their experience in 
the field of clinical trials showed that the majority of 
respondents have solid experience in this area. Ac-
cording to the results 67% of respondents have more 
than 5 years of experience in clinical researches field, 

Figure 1. Age distribution of the doctors involved in the study
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while 29% reported less experience in this regard. 
Only 4% of respondents are not familiar with the na-
ture and have no experience in conducting clinical 
trials. These results could give us theimpression that 
the majority of cardiologists in Bulgaria are familiar 
with the basic procedures in the conduct of clinical 
trials. This shows that many researchers have adopted 
clinical trials as accessible and innovative approach 
in the treatment of their patients. (Figure 2).

From a global perspective, through the conduct 
of clinical trials on innovative therapeutic approach-
es, researchers participate in the development of 
medicine and pharmacy and modern society. The 
collected data on the effectiveness and safety of in-
vestigational therapeutic approaches can be used as 
a complementary database of information about the 
medicinal products. The analysis of these data and 
the decision of withdrawal from the market of drugs 
with a proven safety profile can jeopardize the safety 
and treatment of thousands of patients. On the other 
hand the collection of sufficient data on the system of 
risk management updates and helps improvement of 
therapeutic guidelines for the treatment of diseases.

Separate question in the questionnaire studies the 

medical doctors’ attitude to the treatment outcome of 
their patients. The following results were obtained 
(Figure 3).

The analysis of the results clearly show that over 
50% of doctors believe their patients suffering from 
ischemic heart disease to be well controlled. 35% of 
doctors say that the results of ongoing therapy high-
ly dependent on the patient compliance. Only 2% 
of patients are with “Rather to No” well controlled 
symptoms.These results again show that the control 
of a disease is a bilateral process between patient and 
doctor. Experts are supposed to diagnose in time and 
accurately the disease and identify effective and pre-
cise therapy. Not less important part of the treatment 
are the clear and precise recommendations and ad-
vice to patients during the course of therapy. On the 
other hand good results depend very much on the lev-
el of patient compliance to the prescribed treatment.

Although pharmacists are not subject of our 
study, they occupy an extremely important part in the 
treatment of patients having the role of a mediator 
in the process of prescribing and administration of 
the therapy. An increase in the results from the pri-
or consent of patients could be expected when these 
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Figure 2. Experience in conducting clinical trials of medical doctors involved in the study

Figure 3. Answer the question: “Do you think ischemic heart disease of your patients is well controlled”
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health professionals become an indispensable part 
of the treatment process.Satisfactory effects for pa-
tients and society could be achieved as a result of the 
joined efforts of healthcare professionals.Concerning 
the awareness of respondents about the nature of ob-
servational clinical studies, over 67% responded pos-
itively that they consider themselves familiar with it. 
The purpose of the data collected from such a query 
is to evaluate awareness of researchers to the nature 
of observational studies. These results indicate that 
the majority of physicians are aware of the nature of 
observational studies.

In relation to this issue next in the survey is the 
question relating to the distinction between observa-
tional and interventional studies. The analysis of the 
data from Table 3, confirms that half of the surveyed 
medical doctors clearly distinguish two subtypes of 
clinical trials. Only one-tenth of respondents express 
significant fluctuations in differentiation.

These results show that cardiologists and internal 
medicine specialistsare familiar with the nature of 
clinical trials and can distinguish the two subtypes 
of clinical trials. In the analysisof the results thus ob-
tained can assumed that this is a prerequisite for the 
active participation of experts in the conduct of vari-

ous types and design clinical trials.
At a direct question “Would you participate in the 

study of a medicinal product for  treatment of isch-
emic heart disease?” 99% of respondents answered 
positively, with only 1% giving a negative answer 
about their possible involvement in conducting a 
clinical trial. (Figure 4)

This data underlines the strong willingness of 
the majority of medical doctors to conduct clinical 
researches in cardiology, particularly concerning 
ischemic heart disease. From this point on we can 
conclude that cardiologists and specialists in internal 
medicine are open to innovative approaches to treat-
ing this health problem and are willing to take the 
risk to conduct a clinical trial under their authority or 
with their participation. By including in the treatment 
new medicines the researchers take responsibility to 
protect the rights and health of the patient.

The results strongly confirm the willingness of 
medical doctors to participate in clinical trials. Many 
of the doctors that participated in the survey stated 
that it would be helpful for the treatment and moni-
toring of their patients.

Conclusion
The results of analysis of the carried out studies 

can be formulated in the following important conclu-
sions:

1. Establishment and implementation of question-
naires specifically designed to investigate the aware-
ness and willingness of patients and physicians to 
participate in post-marketing clinical studies are ap-
propriate to conduct in the future with an even wider 
target group of respondents.

2. Medical doctors are familiar with the essence 
of clinical trials and distinguish interventional and 
observational studies, such as design, objectives, and 
expected results protocol. This is due to the fact that 
the prevailing practicing physicians have an average 

Are you familiar with the 
differences between interventional 

and non-interventional clinical 
trials?

Doctors who 
answered the 
question (%):

Yes 50,42
Rather  yes 37,81
Rather no 11,72
No 0,05
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Figure 4. Study of the awareness of medical doctors with the nature of observational studies

Table 3. Answers to the question „Are you familiar with 
the differences between interventional and non-interven-
tional clinical trials?“
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of 20 years’ experience and skills in clinical trials of 
pharmaceuticals.
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Figure 5. Answer of the question: “Would you surveyed medicine for coronary heart disease?”
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