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INTRODUCTION

In Germany, England, Switzerland and the United 

States, with the contributions of a developing drug 

industry, research and development gained 

importance in the first half of the twentieth century, 

and synthesis of therapeutic compounds was 

initiated1. 

It is not the raw material, but the lengthy and 

comprehensive clinical research behind its 

development that makes the medicine valuable and
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Opinions of Pharmacists Serving on Local Ethics
Committees Concerning Clinical Drug Research
Education

In our country it is important that pharmacists serving on Local 
Ethics Committees carry out their tasks as required and in the 
manner demanded. To achieve this, ascertaining their opinions 
concerning clinical drug research education is vital. Improved 
education in this field will facilitate pharmacists’ having expanded 
roles and more responsibilities within clinical drug research in 
the future. We included in this study all hospitals having a Local 
Ethics Committee in order to investigate the opinions of 
pharmacists concerning education on clinical drug research. Of 
the 76 relevant hospitals, 48 replied to the mailed questionnaire, 
for a participation rate of 63% in the survey. Based on questionnaire 
responses, 89.4% of the pharmacists working in Local Ethics 
Committees  proposed that courses and an internship should be 
added to the pharmaceutical education program, and 78.7% 
suggested that continuous in-service training can be conducted. 
In light of the data obtained from our study and from the literature, 
we suggest that pharmacists, as members of the ethical committees 
and drug research teams, should have at least one year of theoretical 
and practical postgraduate education in clinical drug research. 
In addition, provision of periodical continuous in-service training 
for pharmacists working in clinical drug researches will ensure 
pharmacists receive current and new information in this field.
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useful for human health. The main purpose of 

developing a new drug may be for treatment of a 

disease which was not previously possible. With 

regard to curable diseases, the goal is development 

of more efficient and convenient drugs in terms of 

drug adherence, having less side effects2. Before the 

drug is launched as a product in the market, all the 

studies investigating and evaluating the effects of the 

drug and its side effects, absorption, distribution, and 

elimination in human beings comprise the clinical 

drug research3,4. In the development phase of a 

particular drug, various professionals, including 

chemical engineer, pharmacologist, physician, nurse 

and biostatistician, work together in a team5.

Pharmacists can contribute to the work of the other 

members of the clinical research team in six major 

areas, as given below:

• Packaging and labeling of unit and/or multiple 

dosage drugs which are under clinical research,

• Preparing drug dosage forms,

• Distribution of drugs which are under clinical 

research to both inpatients and outpatients,

• Assisting in the development of the designed 

studies,

• Assuming an unbiased role in teamwork, and

• Gathering and keeping significant information 

concerning the drugs under research and 

communicating this information to the other 

healthcare professionals participating in the research5.

Expanded roles for the hospital pharmacist who 

participates in clinical drug research can be listed as 

following:

• Reordering of clinical drugs,

• Designing double-single blind studies,	

• Preparing drug description documents 6,7.	

At the same time, hospitals are the major centers for 

application of new drugs and/or drugs in the Phase 

IV in clinical drug research8.

In Turkey, prior to the initiation of any clinical drug 

research, approval for the research is required from 

local and central ethics committees 9. Local Ethics 

Committees (LEC) work within the hospitals as 

determined by the Ministry of Health (MoH) . These 

hospitals are also approved by the MoH as competent 

for conducting a clinical drug research.  On the other 

hand, a Central Ethics Committee (CEC) is established 

in the MoH under the supervision of the Drug and 

Pharmacy General Directorate. The main objectives 

of the CEC are to protect the well-being and rights of 

the volunteers and patients who take part in clinical 

drug research by considering the scientific method 

and community’s concern10. 

The CEC provides current, comprehensive and 

independent investigations about the proposed 

study’s ethical characteristics in compliance with the 

Helsinki Declaration and international Good Clinical 

Practice standards10. 

The CEC also have the responsibility for related 

regulatory agencies, concerned regulatory 

prerequisites, applicants and behave appropriate for 

the community10. 

The purpose of the LEC is analyzing the drug research 

demand, and evaluating and controlling clinical 

researches and studies from an ethical perspective. 

In Turkey, LECs are composed of at least seven health 

professionals: three clinical physicians, one 

pharmacologist, one pharmacist, one biochemist, and 

one pathologist11. However, it is important to ascertain 

the views of pharmacists’ serving on LECs concerning 

requirements for the most efficient clinical drug 

research education, so that pharmacists may conduct 

their tasks at the optimum level and assume an 

expanded role in future clinical drug research activities. 	

MATERIALS AND METHODS

The study included all the hospitals nationwide with 

a LEC. Thus, no sampling was done, and full counting 

method, i.e. application to all the subjects one at a 

time, was used12,13. Hospitals included in this survey 

belonged to one of two groups: MoH hospitals or 

university-teaching-private hospitals. Data were 

collected from the pharmacy directors or pharmacists 

working on the LECs of these hospitals via mailed
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questionnaire. All data were collected from May to 

December 2004. For some hospitals, questionnaires 

were mailed five times in order to increase the reply 

rate. 

Statistical assessment of the research data was done 

using SPSS 11.0 version (SPSS, Inc., Chicago, IL) on 

a personal computer. Chi-square test was used when 

analyzing the data. α (alpha) was chosen as 0.05.   

RESULTS

In Turkey, of the 76 hospitals conducting clinical drug 

research, 40 are MoH hospitals (of these 10 are SSK 

hospitals) and 36 are university-teaching-private 

hospitals. Of the 76 hospitals with a LEC, 48 replied 

to the mailed questionnaire; thus the reply rate in the 

survey was 63%. Of the 48 pharmacists who replied 

to the questionnaire, 21 (52.5%) were from MoH 

hospitals and 27 (75%) from university-teaching-

private hospitals. 

More than half (67.8%) of the pharmacists who replied 

to the survey were female. According to the chi-square 

test, there was no significant difference between the 

pharmacists in terms of gender (Continuity 

Correction=1.000  p>0.05). 	

The mean age of the hospital pharmacists was 34±5.7 

years, and their age distribution was concentrated 

especially among the 36-45 years of age group. 

Pharmacists’ number of working years and the 

percentages were as follows: In MoH hospitals, 28.6% 

of pharmacists had worked more than 20 years, and 

in university-teaching-private hospitals, 34.8% had 

worked 1-5 years. 

Distribution of pharmacists taking part in clinical 

drug research according to their professional titles 

was as follows: pharmacy director (72.9%), university 

lecturer and  outpatient polyclinic pharmacist (18.8%), 

and service pharmacist (8.3%). Chi-square test 

demonstrated no significant difference among the 

hospitals in terms of distribution of pharmacists 

according to their professional titles (Likelihood 

Ratio=0.330  p>0.05). However, more pharmacists 

worked as pharmacy director in both MoH hospitals 

and university-private hospitals. 

Table 1 lists pharmacists’ suggestions concerning how 

to increase knowledge in clinical drug research. Most 

pharmacists (89.4%) suggested that courses in clinical 

drug research should be added to the curriculum of 

the pharmacy undergraduate education.	 	

As seen in Table 2, 60.9% of the pharmacists do not 

consider undergraduate education in clinical drug 

research issues to be adequate. Chi-square analysis 

revealed no significant difference between the 

hospitals in terms of pharmacists’ finding 

undergraduate education adequate on clinical drug 

research issues (Continuity Correction=0.103  p>0.05).		

In order to increase knowledge and competency level 

in clinical drug research, 78.7% of the pharmacists 

suggested implementation of continuous in-service 

training (Table 3). Statistical analysis demonstrated 

no significant difference between hospitals regarding

Table 1. 	 Pharmacists’ suggestions concerning 		

how to increase their knowledge in 			

clinical drug research.

Table 2. 	 Pharmacists’ opinion regarding the 			

adequacy of their clinical drug research 		

education.
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this suggestion (Fisher’s Exact Test=0.306  p>0.05).	

It can be seen in Table 4 that 89.4% of the pharmacists 

suggested that extra courses be added to the pharmacy 

undergraduate curriculum concerning clinical drug 

research to improve knowledge and competency. 

Using chi-square test, no significant difference was 

found between hospitals in terms of the suggestion 

to add extra courses or an internship to the pharmacy 

undergraduate curriculum concerning clinical drug 

research (Fisher’s Exact Test=0.644  p>0.05).	

DISCUSSION	

All members of the team involved in clinical drug 

research must have sufficient knowledge and 

experience14,15. Thus, education of pharmacists 

concerning this issue is significant.

In this study, 89.4% of the pharmacists who work in 

LECs suggested that courses and an internship related 

to clinical drug research be added to the pharmacy 

undergraduate education, and 78.7% suggested 

implementing continuous in-service training (Tables 

1 and 3).

In a survey conducted in Norway, hospital 

pharmacists indicated that they either have continuous 

in-service training or they attend a postgraduate study 

program in order to take part in clinical drug research 

in that country16. Buffalo University in the United 

States offers an educational program for pharmacists 

on clinical drug research17. Queen Mary University 

in London and Wilkes University and Indiana 

University in the U.S. provide postgraduate courses 

entitled “Clinical Research and Design” and “Clinical 

Drug Development”18-20. Furthermore, Master of 

Science programs concerning clinical drug research 

exist in some schools in Australia15,21.  

In this study, more than half of the pharmacists (60.9%, 

Table 2) indicated that they did not find their 

undergraduate education adequate concerning clinical 

drug research. In the previously mentioned 

Norwegian study, 71% of the hospital pharmacists 

stated that their participation in an in-service training 

was required to take part in clinical drug research 

activities16. They also considered their undergraduate 

education as adequate for participating in such work. 

In contrast, in our study, nearly one in ten pharmacists 

emphasized that practical as well as theoretical courses 

concerning the subject were lacking and necessary 

(Table 4).

In foreign countries, there are resources and 

educational opportunities for pharmacists who desire 

further education in clinical drug research after 

graduation. For instance, in the U.S., Pharmnet 

(www.ashp.org) serves as an internet-based 

educational program in the field of clinical drug 

research.  Furthermore,  websites such as 

“www.centerwatch.org” and “www.phrma.org” 

provide updated information to pharmacists about 

clinical drug research and medicines. The website 

“http://www.peri.org/home.cfm” offers continuous 

in-service training for pharmacists. Every year, the 

American Society of Hospital Pharmacists’ (ASHP) 

Clinical Specialists and Drug Information Department 

conduct meetings for pharmacists in order to convey

Table 3. 	 Pharmacists’ opinion regarding requirement 	

of continuous in-service training in clinical 	

drug  research.

Table 4. 	 Pharmacists’ suggestions regarding addition		

of extra courses or internship concerning 	

c l i n i c a l  d r u g   re s e a rc h  i n   Pharmacy		

Schools
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information on clinical drug research studies. In this 

manner, informed and experienced pharmacists 

provide important contributions to the clinical drug 

research studies17. When a pharmacist is armed with 

adequate knowledge and experience, he can take a 

role as principal investigator or assistant researcher 

in clinical drug research studies14. 

In light of our study and the published literature, we 

suggest that pharmacists assigned to LECs should 

have at least one year of theoretical and practical 

education in clinical drug research and be  specialized 

in this area. In addition, continuous in-service training 

should be implemented to ensure they receive updated 

and new information. Pharmacists can thus have a 

more effective role in clinical drug research. 

Furthermore, it will facilitate the safer conduct of 

clinical drug studies.
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