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ABSTRACT: Diabetes mellitus and hypertension represent major health care problems 

worldwide. Most diabetic patients present associated pathology, especially cardiovascular 

complications. Enrollment of them for clinical studies is crucial, providing useful new 

information for investigation and treatment. Purpose: This work focused on attitude of 

patients selected for trials and the knowledge of them and their physicians regarding 

medical ethics.  Materials, methods: Information regarding the patients  were obtained 
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during presentation of the study protocol and discussing about their consent. Data 

regarding the physicians were collected directly during an interview by the main 

investigator. Results: Studies were carried out between October 2013 - July 2016, the 

average age of patients was over 60 years. Patients from urban areas requested more 

detailed information about the study compared to rural subjects. The rejection rate for 

enrollment was low. Doctors having previous experience with trials were aware of medical 

laws and ethical standards, other physisians were not so well informed, but didn’t disagree 

with our studies. All of them requested for the laboratory results of their enrolled patients. 

Conclusions: Subjects had generally positive attitude for enrollment to trials, all physicians 

appreciated our effort and were willing to use the results for the benefit of their patients.   
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1. INTRODUCTION 

 

Diabetes mellitus is a metabolic disease with growing incidence in the last decade. 

Hypertension is approximately twice as frequent in diabetic patients compared to non-

diabetic individuals. Cardiovascular complications represent the major cause of mortality 

in diabetic patients, and many factors, such as hypertension, contribute to these conditions 

(Ciocan, 2015), (Sowers, 2001). Management of hypertension is critically important in 

preventing heart attacks and strokes. Proper investigation of these patients has a major 

role in achievement of individualized treatment plan. 

Several studies has been carried out on different type of diabetics and subjects with 

hypertension, some of them being multicentric trials involving large patient numbers, but 

still there are some controversial aspects regarding cardiovascular risk factors, side-effects 

of different treatments, etc. (Nathan, 2014), (Hsu, 2013), (Ikramuddin, 2013). 

The protocol of a clinical trial plays a key role in planning and conducting the study, 

interpretation of the data, and it is also crucial for the external review by detailing the 

plans from ethical approval to dissemination of the results obtained (Chan, 2013).  

Another critical aspect is the proper formulation of the informed consent document, 

for the patients to fully understand the purpose of the study and the majority of the 

selected patients to agree to participate. The approval of the ethical committe is necessary 

for all forms of medical research trials involving human subjects before a study is initiated 

(Happo, 2016). 

Besides the WMA Declaration of Helsinki – Ethical Principles for Medical Research 

Involving Human Subjects, the Ministry of Health stated in 2004 in Romania the basic 

rules which should be respected, the responsibilities of those involved and the list of 

documents to be prepared in case of organizing any kind of clinical trials involving human 

subject
1
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1 Order nr. 1.236/2004 of the Romanian Ministry of Health, published in Romanian Official Gazette (Monitorul 

Oficial al Romaniei), part I, nr. 1.132/30.XI.2004 
 


