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Abstract

Objective: Clinical trials are an important tool for determining the efficacy and safety of medical treatments. They are scientific studies involving human
volunteers and are conducted under the supervision of ethics committees. In recent years, many regulations and guidelines have been published to regulate
clinical trials and set ethical standards for research.

Methods: In this study, the applications made to the Ethics Committee for Non-drug Clinical Research of University of Health Sciences Turkey, izmir Tepecik
Education and Research Hospital were retrospectively analyzed. The general characteristics of the applications made to the Ethics Committee, approval and
rejection rates, problems and criticisms frequently encountered during the review of the applications were evaluated and the data were analyzed using SPSS.

Results: It was found that most of the files reviewed were approved, but were subject to significant criticism. During the 4 years studied, it was found that the
number of files submitted to the ethics committee and the rate of approved files increased each year. It was noted that most of the applications were single-
center studies, but the budget requests were low and the scientific basis of the investigators was inadequate.

Conclusion: The findings suggest that investigators should pay more attention to methodology and improve the informed consent process. By addressing
these deficiencies, clinical trials can be conducted according to ethical and scientific standards.
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Amagc: Klinik arastirmalar, tibbi tedavilerin etkinligi ve givenilirliginin belirlenmesi icin 6nemli bir aractir. Bu ¢alismalar, géndilli katiimeilarin dahil
oldugu bilimsel calismalari kapsar ve etik kurullarin denetimi altinda ydrdtalir. Son yillarda, Klinik arastirmalari dizenleyen bircok yonetmelik ve kilavuz

yayimlanmistir, bu da arastirmalarin etik standartlarini belirlemistir.

Yontem: Bu calismada, Saguk Bilimleri Universitesi, izmir Tepecik Egitim ve Arastirma Hastanesi ilac Disi Klinik Arastirmalari Etik Kurulu tarafindan
yapilan basvurular retrospektif olarak incelenmistir. Etik kurula yapilan bagvurularin genel dzelliklerini, onaylanma ve reddedilme oranlarini, bagvurularin
incelenmesi sirasinda sikca karsilasilan sorunlari ve elestirileri dederlendirilmis ve veriler SPSS kullanilarak analiz edilmistir.

Bulgular: incelenen dosyalarin cogunun onay aldigi ancak dnemli elestirilere maruz kaldigi tespit edilmistir. incelenen 4 yil boyunca etik kurula basvuran
dosya sayisinda ve onay alan dosya oraninda her yiL artis oldugu belirlenmistir. Bagvurularin cogunun tek merkezLi calismalar oldugu, ancak biitce taleplerinin
az oldugu ve arastirmacilarin bilimsel dayanaklarinin yetersiz oldugu belirlenmigtir.

Sonuc: Bulgular, arastirmacilarin metodolojiye daha fazla 6nem vermesi ve aydinlatilmis onam sirecini iyilestirmesi gerektigini gostermektedir. Bu
eksikliklerin giderilmesiyle, klinik arastirmalarin etik ve bilimsel standartlara uygun olarak yurutiilmesi saglanabilir.

Anahtar Kelimeler: Etik kurullar, aydinlatitmis onam, arastirma

Introduction

Clinical trials are scientific studies involving voluntary
participants to obtain medical knowledge and determine
the safety and efficacy of new drugs, medical devices, and
treatment methods"?. These studies are conducted to
develop potential new treatment methods and understand
the effects and side effects of existing treatments. Participants
can participate in clinical trials with their personal or legal
permission. These trials are usually conducted with the
permission of the Ministry of Health and the approval of
institutional ethics committees in Turkey®™.

Recently, many guidelines and regulations on clinical
trials have been published. In particular, the "Regulation
on Pharmaceutical Research” published in 1993 and the
“Good Clinical Practice Guide" published by the Ministry of
Health in 1995 have been important guidelines for ethics
committees®™®, Regulations issued in subsequent years have
clarified the procedures for conducting and supervising
clinical trials.

The main purpose of ethics committees is to protect the
rights, safety, and welfare of clinical trial participants.
According to the Declaration of Helsinki, these committees
review the submitted research from an ethical and scientific
perspective, follow the standards, and ensure compliance
with the relevant legislation.

The “Ethics Committee for Non-drug Clinical Research” at the
University of Health Sciences Turkey, izmir Tepecik Education
and Research Hospital has been operating effectively since
2009. The committee acts in accordance with international
ethical principles to support researchers and increase the
speed of scientific studies®,
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In this study, a retrospective evaluation of applications to the
ethics committee, determination of research tendencies of
hospital staff, and presentation of relevant statistical data
will be performed. This evaluation is intended to provide
feedback to researchers and the international scientific
community.

Materials and Methods

In this retrospective study, the University of Health Sciences
Turkey, izmir Tepecik Education and Research Hospital Non-
drug Clinical Research Ethics Committee retrospectively
evaluated 652 studies with a final decision between May 2014
and December 2017. The “file screening information form”,
which inquiries about the characteristics of the application
files, was used as the data collection tool. The conduct and
ethical aspects of the study were approved by the Ethics
Committee of University of Health Sciences Turkey, izmir
Tepecik Education and Research Hospital on September 17,
2018, with decision number 2018/08-14.

Statistical Analysis

SPSS 22 software (IBM Corporation, Armonk, New York, USA)
was used for data analysis. Descriptive statistical measures,
such as frequency and percentage distribution, were used
to analyze the data. The authors' demographic information
was categorized by specialty and the purpose of referral. All
studies were classified and statistically evaluated according
to eligibility, revision, unapproved, or refusal rates.

The data obtained from these methods were evaluated
and statistically interpreted using number and percentage
calculations. The results obtained in this manner were used
to test the aim and hypotheses of the study.
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Results

This study reviewed 652 files that met our ethics committee's
criteria for file requests. All criteria were detailed by year
(2014-2017) (Table 1). It was determined that 71.1% of the
files did not have a budget request, 78.6% were single-
center studies, 42.5% were retrospective file studies, and
23.1% were academic studies with survey content. When
the distribution of the files submitted to the committee was
analyzed according to the characteristics of the results,
74.3% of the files were accepted with approval (approval in
the first application or approval after revision), while 22.1%
were rejected. The rates of approval, rejection, revision, and
unapproved applications by years are shown in Figure 1.

When the approved files were examined, it was found that
60.5% (395 files) of all files were approved in the first
application and 90 (13.8%) of the 112 files that went to revision
received re-revision or direct approval (Table 2). When the
reasons for rejection were examined, it was observed that the
method of the planned study was not appropriate due to the
application of out-of-scope studies to the ethics committee
and there was an inconsistency between the method and
informed consent.

The analysis of the criticisms resolved by the ethics
committee is presented in Table 3, and 79.5% of the criticisms
were method-related. Among the method-related criticisms,
27% were related to inadequate statistical analyses, 19.6%
to sampling errors, 15.9% to inadequate explanations in
the conduct of the study, 11.6% to insufficient information
about data collection tools (e.g., assessment of validity and
reliability of scales), and 10.2% to insufficient understanding
of the method. In the same table, 68.4% of the criticisms
were related to the content of the informed consent. It was
observed that 13.9% of the criticisms related to the content
of the informed consent included incorrect explanations,
12% excluded sufficient explanations about the surveys,
applications, and procedures to be performed, 11.3% included
explanations that were in the informed consent given to the
participants but were not related to the study, and 9.2% used
too many medical terms in the information. It was found that
15.9% of the files did not clearly explain the contribution of
the study to science, its purpose, scientific basis, originality,
and significance. When evaluated under some technical
deficiencies, 10.6% of the files did not properly collect and
submit the training approved forms, data collection forms,
and commitment and consent control forms of the research
unit (Table 3).

Table 1. Characteristics of the files submitted to the committee

2014 2015 2016 2017 Total
Year Year Year Year
n | % % n % n % % n % % n %
single center-single 30 [375 |171 |48 |444 274 |42 [313 |24 |55 |337 |314 |175 |36.1
discipline
Research | Single center- 46 |575 |222 |41 198 |68 |507 |329 |52 |31.9 |251 |207 | 427
levels multidisciplinary
(center/ Multi-centered-single
discipline) | discipline 3 (37 |79 |11 (101 |289 |10 |75 263 |14 |86 368 38 |78
Multicenter- 1 13 |18 |8 |74 |145 |14 |104 255 |32 |196 |581 |55 |113
multidisciplinary
Survey 24 |30 |214 (30 (277 |268 |18 |134 (161 |40 |245 357 |112 |23.1
Scanning files 41 |513 [199 |51 |472 | 248 |67 |50 |326 |47 |288 |228 |206 | 425
Research Sample collection
technique | (Blood-urine-tissue, 9 113 |65 |22 204 |158 |43 [321 |309 |65 |39.9 |468 |139 |28.7
etc.)
Nursing practices 6 |75 214 |5 4.6 179 |6 45 214 |11 |67 |393 |28 |5.8
Type of Academic 71 |888 |164 |97 898 | 224 |124 | 925 286 |141 |865 326 | 433 |893
research Postgraduate 9 113 173 |11 |101 |211 |10 |75 |192 |22 |135 423 |52 |10.8
Demanding 21 (263 |15 |30 (277 |214 |47 |351 (336 |42 |258 30 140 |28.9
Eﬁ;‘;i:cn No demand 50 | 738 |171 |78 |722 | 226 |87 |65 |252 |121 |742 [351 |345 | 711
Total 80 /100 |165 |108 | 100 |223 |134 100 |276 |163 |100 |33.6 | 485 | 100
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Discussion

This study presents a retrospective evaluation of 652
applications submitted to the Ethics Committee for Non-drug
Clinical Research of University of Health Sciences Turkey,
izmir Tepecik Education and Research Hospital between 2014
and 2017. The results include the general characteristics of
the applications submitted to the Ethics Committee, approval
and rejection rates, problems frequently encountered during
the review of the applications, and criticisms.

According to the results of our study, most files reviewed
were single-center, retrospective, or survey-based
academic studies without budget requests. This result

Results of files submitted to the Committee by year
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Figure 1. Results of files submitted to the committee by
year

Table 2. Follow-up of files with revision decision

n %
Re-revision 32 28.8
Reject 22 19.2
Approval 58 51.7
Total 112 100

shows that researchers reveal their preferences in terms
of easier academic work in our country. In addition, it
may be related to the fact that academics in our country
have to provide health services during most of their daily
working hours and that academic budget support is
insufficient®2,

Themajority ofapplicationssubmitted to the ethics committee
were accepted, but the number of rejected applications was
also significant. Among the reasons for rejected applications,
ethical and methodological problems, such as inappropriate
methodology of the study and inconsistency between
informed consent and methodology, come to the fore. In
addition, an examination of the criticisms resolved by the
ethics committee showed that methodological criticisms
were in the majority, and a significant proportion of these
criticisms included issues such as inadequacy of statistical
analyses, faulty sampling, and inadequate explanations in
the conduct of the research. These findings underscore the
need to increase the level of methodological and statistical
knowledge among researchers®!,

The study found that a significant proportion of the files had
an inadequate scientific basis and that the importance of the
study was not clearly indicated by its title and content. In
addition, technical deficiencies such as the lack/inadequacy
of the study's data collection forms should also be addressed.
This suggests that researchers did not sufficiently prepare
and review scientific resources during the planning stages
of their studies. The difficulty of free access to scientific
resources for conducting research may have led to these
resultst41s),

Theinformed consent processis also animportant part of the
study and has often been criticized. In particular, problems
such as inadequate explanations in the informed consent
documents and lack of accurate information to participants

Table 3. Classification of file review

Reviews Prominent review* n %
Respect for the field of expertise Lack of expert involvement in data interpretation 32 26.2
Purpose The purpose statement does not reflect the study 25 20.5
Budget Inadequate budget disclosure, lack of funding 21 17.2
Study title Unintentional, long title 16 13.1
Survey Lack of clarity of the questionnaires, inadequacy in filling time 14 115
Research timeline plan Inconsistency in study start and end dates, insufficient time 8 6.6
Study group plan Lack of randomization, bias 6 49
Total 122 100
*: Files received multiple review
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have come to the fore. The importance of this issue has been
emphasized in many similar studies and sourcest®,

The strength of this study is that evaluating the activities
of the ethics committee for non-drug clinical trials is an
important step to ensure that clinical trials comply with
ethical and methodological standards. Our findings suggest
that more attention should be paid to the training needs of
investigators and ethical regulations. Thus, clinical trials
can be conducted by ethical and scientific standards.

Study Limitations

A limitation of our study was that the reasons for criticism
of the studies could not be evaluated from the investigators'
perspectives. The research motivations and reasons for
criticism/shortcomings could not be detailed. In addition,
the lack of similar studies in our country Limits our ability to
make local comparisons.

Conclusion

Most of the files reviewed by the ethics committee were
accepted, but there were some important criticisms.
Researchers should pay more attention to the methodology
and manage the informed consent process more carefully.
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