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ABSTRACT

The World Health Organization (WHO) considers the registration of
the study protocol as the publication of an internationally recognized
set of information on the design, conduct, and management of
clinical trials. Writing a detailed study protocol with all the correct
and necessary steps is an important step before starting randomized
controlled trials. WHO says that study protocols should be included
in a standardized registration system and published on a publicly
accessible website. From an ethical point of view, the Helsinki
Declaration emphasizes that study protocols should be registered in
a public database. In addition, before the implementation process of
the RCTs has started, obtaining the registration number (protocol
ID) in public databases has become an important necessity for the
studies to be published in quality journals. The purpose of this review
is to review, consider recommendations and provide guidance for
protocol registration during protocol preparation, which is the most
important stage of a correctly planned RCT process. It is seen that
the culture of planning and adhering to this protocol has not yet
become widespread in the researchers in our country as they begin
the RCT process, according to the principles of the study protocol
preparation. It is thought that the information in this review will
guide the researchers at this point.
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oz

Diinya Saglik Orgiitii (DSO), calisma protokolii kaydini, klinik
calismalarin tasarimu, yiiriitiilmesi ve yonetimi ile ilgili uluslararas
kabul gérmiis bir bilgi dizisinin yayinlanmasi olarak kabul
etmektedir. Dogru ve gerekli tiim basamaklart iceren ayrinuli bir
calisma protokolii yazmak, randomize kontrollii ¢alismalara (RKC)
baslamadan 6nce nemli bir adimdir. DSO calisma protokollerini
standartlara uygun bir kayit sisteminde yer almast ve bu bilgilerin
herkes tarafindan erisilebilen bir web sitesinde yayinlanmas:
gerektigini  sdylemektedir. Etik agidan bakildiginda Helsinki
Bildirgeside calisma protokollerinin halka acik bir veri tabaninda
kayitli olmast gerektigini vurgulamaktadir. Ayrica hazirlanan
protokollerin  RKC’nin  uygulama siireci baglamadan 6nce
uluslararasi veri tabanlarinda kayit edilmesi ve kayit numarasinin
(protokol ID) alinmasi, ¢alismalarin kaliteli dergilerde yayina
déniismesi icin oldukea énemli bir zorunluluk haline gelmistir.

Bu derlemenin amaci, kanit degeri yiiksek, dogru planlanmig bir
RKQC siirecinin en énemli asamast olan protokol hazirlama sirasinda,
dikkate edilmesi gereken noktalart gozden gecirmek, Oneriler
vermek ve protokol kaydi igin rehberlik saglamakur. Ulkemizdeki
arastirmacilarda  RKC  siirecine baslarken, calisma protokolii
hazirlama ilkelerine gore calismalarini planlama ve bu protokole
bagli kalarak stirdiirme kiiltiiriintin ~ heniiz  yayginlasmadig:
goriilmekeedir. Bu derlemede yer alan bilgilerin arastirmacilara bu
noktada rehberlik ederek yol gosterecegi diisiiniilmekeedir.
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Introduction

Evidence is information that decision-makers in the health care
system can reach, based on a scientific assessment of the practice.
It is also a tool that can be used to make sure patients receive
the best care available (1,2). Evidence- based practice (EBP)
is the process of using the best available evidence to support
clinical decisions (3,4). It is also defined as integrating the best
research evidence obtained by systematic research into personal
experience, clinical decision-making ability obtained by clinical
practice, and patient values and preferences (5,6).

Evidence-based nursing is a process in which the evidence
obtained from scientific research is critically evaluated with
the participation of the patient according to status, preferences,
and availability of resources of patients and healthy individuals
to assure the provision of best nursing care (5). The purpose
of EBP is to enable nurses to enrich their clinical training and
experience with up-to-date research. EBP enables nurses to learn
from many researches, gain knowledge and EBP skills that exist
in nursing and enables them to research, evaluate and practice
literature in the clinic. It has been reported that experimental
studies have increased in the last 20 years and that more than
half (67%) of these studies are randomized controlled trials
(RCT) (7). RCTs are trials conducted to assess the effects
of one or more interventions on individuals or groups. It can
also be called interventional trials. These interventions include
drugs, cell and other biological products, surgical procedures,
radiological procedures, devices, behavioral treatments, changes
in care process, and preventive care (8). The importance of RCTs
in terms of nursing is that these trials provide the opportunity
to draw causal conclusions that will help to demonstrate the
effectiveness of the interventions used by nurses. In order to
achieve these results, the effectiveness of the initiatives must
be demonstrated in a certain system. The synthesis of research
evidence using systematic and rigorous methods has become
an important feature of evidence-based medicine. It is very
important to work with RCT protocols that determine the
effectiveness of the intervention to create this systematics (9).

In order to implement EBPs, it is necessary to develop the skills
of nurses to critically evaluate research and to establish a culture
of basing their practice on scientific knowledge (10,11). Nurses
need to know and evaluate the levels of evidence so that EBPs
can be transferred to them. Evidence levels reflect how strong
the method of studies is (11). Gray and Chambers (12) classified
the power of evidence into five categories. Various systems have
been developed for the grading of evidence, and evidence and
recommendation level classifications adopted by the Joanna
Briggs Centre are used for the evaluation of evidence levels in
nursing (13). According to the evidence level classification, the
strongest evidence comes from at least one systematic review and
meta-analysis which are based on well-designed RCTs (14). In
evaluating the effectiveness of the initiative, RCT is considered
to be the best research design. RCTs shown as evidential source

of information provide second level of evidence in making

decision for interventions and are the basic source for systematic
reviews and meta-analyses which are accepted to be the first
level of evidence for interventions (15). A meta-analysis is a
quantitative analysis of the findings of the researches involved
in the systematic review using statistical analysis techniques
(16). Therefore, the main purpose of systematic review and
meta-analysis is to synthesize the results of numerous researches
on a particular subject and present the most accurate evidence
to health professionals. In these studies, synthesis is mostly
performed using the results obtained from RCTs (17). It is very
important that RCTs are based on a document called a protocol,
detailing the rationale, proposed methods and organization of
the intervention (18).

It is possible for nurses to benefit the individuals they care for by
using the evidence obtained from the RCTs, if the trials are well-
designed and implemented, reported openly and transparently.
A well-prepared study protocol is needed to ensure that RCTs,
which are a type of clinical research with a high level of evidence,
have the chance to be based in clinical practice and directly
utilized in decision-making (19). Furthermore, the quality of
the evidence obtained from the RCTs depends on the detailed
planning of each phase of the study, and the way to obtain
these details is through the preparation of a well-planned study
protocol (20).

The working protocols prepared with insufficient methodological
approach can have high scientific value and appear to be excellent
from a theoretical point of view. However, when the study is
started, there may be some deficiencies, glitches and inappropriate
points. These deficiencies may include who the participants
are, which Initiative is targeted, how the participants respond
to the initiative is measured, and financial and expert support
(21). Proper development, evaluation and implementation of
clinical trial protocols is of great importance in avoiding these
deficiencies (22,23).

The study protocol is a document that defines the objectives,
design, methodology, statistical evaluation and organization of
the work to be performed (24). The protocol is a resource that
clearly states the logic and structure behind a research project
(25). According to another definition, the study protocol is a
document that describes each step of the research and answers
questions on issues such as what goals the study will achieve,
how much power it has (26). In addition, the study protocol
demonstrates the guidelines needed to carry out the research.
A clinical trial protocol involves processes such as planning,
conducting, reporting and transferring the study to practice.
A well-written protocol allows evaluation of scientific, ethical
and safety issues such as suitability of the study before the study
begins, execution of the study, and implementation of the results
after the study is completed (27).

It is seen that the culture of planning their study according to
the principles of study protocol preparation and continuing
their study by adhering to the protocol have not yet become
widespread in nursing researchers. A study published in a
nursing journal showed that more than two-thirds of the studies
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published between the years 2011-2016 were not registered and
that 54% of them were recorded after the study was initiated.
It was also reported that whole study protocol was published in
only 9% of the published studies and that vast majority of the
published studies lacked of whole study protocol (28). These
rates raise the importance of a guideline on the subject. In line
with this information, it is thought that the researchers in the
field of nursing have insufficient awareness of the importance
of preparing a working protocol when starting a RCT.
Although preparing a working protocol is a new approach in
Turkey especially in the field of nursing, there are hardly any
resources that can provide guidence in this regard. In addition,
it has become a very important necessity to make registration
in the international databases and to take protocol ID before
implementation process of the RCT is started, for the studies to
be published in quality journals in the future.

The purpose of this review is to increase the level of knowledge at
the point of preparing and recording protocols by increasing the
awareness of researchers in the field of nursing. In addition, it is
thought that this review will provide researchers with guidance
on making recommendations and recording the protocol by
reviewing the points to be considered during the preparation of
the protocol, which is the most important stage of a properly
planned RCT process with high evidential value.

Study Protocol Registration, Aims and Benefits

The World Health Organization (WHO) recognizes the
study protocol register as the publication of an internationally
recognized series of information on the design, conduct and
management of clinical trials. Details about the study are
recorded in a registration system that complies with WHO
standards and this information is published on a publicly
accessible website (29). One of the most important journals
in the field of nursing recommends that non-registered RCTs
should not be published and that the authors’ work could be
recorded retrospectively, but that an explanation should be made
about the cause. They also stated that it was ideal for the authors
to publish the study protocols in a peer-reviewed journal as a full
text (28). To register the working protocol in web-based databases
means to obtain registration in a way. These registrations involve
both the ethical and scientific aspects of the study. At the same
time, the registrations provide an ethical function in ensuring
that everyone is informed about ongoing and previous work.
Many groups including the International Committee of Medical
Journal Editors (ICMJE) argue that registrations should be
managed by a non-profit organization and free for both registrars
and users. Records also contribute to researchers, journal editors,
and referees in the context of understanding research results (30).

It is also accepted as a scientific, ethical and moral responsibility.
The Declaration of Helsinki states that “every clinical trial must
be registered in a public database before the first participant is
included in the study.” The objectives of a study protocol are
summarized below.
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Objectives of a study protocol

v Raising the question to be investigated and clarifying its
importance,

v Gather available information and discuss the efforts of other
researchers working on relevant questions (literature review),

v Formulating hypothesis and goals,

<

Clarify ethical considerations and obtain ethical approval,

vV Propose the methodology necessary to solve the question
and achieve the goals,

<

Discuss requirements and limitations for achieving goals,

<

Provide funding for the current study,

v To ensure that all working team members are in the same
denominator in terms of expectation and contribution (26).

The benefits of registering the working protocols are summarized
below.

Benefits of study protocol registration

« Shows what to do by explaining the necessary points in the
study and how it is carried out.

« Allows the researcher to plan and study the steps of the project.

e Serves as a guide throughout the research.

* Speeds up time and budget estimates.

e Explains participants’ suitability, duration of study, drugs and
related tests (31).

* Makes it easier to identify ongoing clinical trials and identify
gaps in clinical trials.

* Knowledge of the study protocol makes it easier for researchers
and potential participants to participate in the study.

e Enables researchers and health care practitioners to identify
research they may be interested in, and to collaborate more
effectively among researchers.

e Refereesin the relevant database who control the data as part
of the registration process identify potential problems early in
the research process, enabling improvement in the quality of
clinical trials.

» Journal editors and referees can determine whether the
study protocol given to the journal meets the protocol design
described in the first registration.

« Inaddition, it allows journal editors to review ongoing and
previously unpublished research on the same topic (32-34).

Study Protocol Preparation Steps and Format

One of the most important stages of working protocol
preparation is to obtain a protocol registration number. In order
to obtain this registration number, the required information
must be entered into the system of the database to be registered
after preparing the working protocol in the appropriate format
and the compliance of the research methodology must be
confirmed through the process of refereeing in the system. In
order to present the required information in these databases, it is
important to prepare the study protocol in an accurate and valid
format for each database. One of the most important and valid of
these formats is the study protocol preparation format proposed

by the WHO (29,33,34).
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The key points of the protocol are that it contains the rationale
for why the study is necessary and the detailed plan of the study
(25). Therefore, the most difficult stage of conducting a research
project is the preparation of a short but comprehensive document
(protocol) that clearly outlines the project. The protocols
prepared should be accurate, easy to read and free of typos.

It is important to understand the steps in developing a research
protocol to accomplish what is planned and achieve reliable
results. The extra time spent writing a good protocol will help
with the analysis as well as prevent errors at a later stage. If the
protocol is poorly prepared or it is not followed, there will be little
chance of getting the expected results from the project (31,35).

The format of the study protocol proposed by the WHO in Table
1 is capable of guiding researchers to prepare a good protocol. This
table contains suggestions and tips for both the study protocol

proposed by the WHO and all study protocol formats available to
all researchers. According to the format proposed by the WHO,
the study protocols consist of two parts. This table lists suggestions
and tips for each section and subsections (20,24,25,31,33,34,36).
A similar format is summarized in Table 2 according to the
information obtained from more recent references.

Randomized Controlled Study Protocol

Guidelines

Preparation

RCTs which are transparent, well-designed, well-managed, and
based on a good protocol in terms of providing solid evidence,
provide solid evidence for use in patient care and health policy
decisions. Therefore, careful assessment of the quality of the
study is needed before relying on the evidence that RCT provides
(37). To make this assessment, the CONSORT (Consolidated
Standards of Reporting Trials) report is widely used around the
world as a guide for the development of registration of RCTs (38).

Table 1. Study protocol preparation format, tips and suggestions

Part 1

Tips and suggestions

V' Like the summary of a research article, the project summary should be no more

Project Summary

General information

» Protocol headline, protocol identification (ID)
number and date

» Name and address of sponsor/funder

+ Names and titles of the researchers responsible for
conducting the research; addresses and telephone
numbers and the responsibilities of each researcher

+ Names and addresses of clinical laboratory
(laboratories) and other medical and/or technical
department(s) and/or institutions involved in the
research

Introduction and purpose
References
References can also be listed at the end of Part 1.

v

than 300 words and no more than one page (font size 12, single space).

Preferably on a separate page, it should outline all key elements of the protocol,
e.g. rationale, purposes, methods, populations, timeframe and expected
outcomes.

Title is one of the most important features of the protocol. Because it attracts
potential readers. Therefore, it should be short and in the way that addresses the
problem. The main objective should be clear, convey the main objective of the
research and indicate the target audience. It should convey information about the
subject in a few words, provide information about the research area and should
be in such a way as not to exceed 12-15 words. The title should be followed by
another short title.

The research protocol must start with the description of the person who will
coordinate the entire study, e.g. all details of the main researcher must be
reported in the first paragraph. This will allow each participant to know who to
contact in case of doubt or criticality during research.

A protocol must be administered by a principal investigator.

The health status of the participants should be checked regularly by members of
the research team to ensure the safety and effectiveness of the study.

If the study is approved by the Ethics Committee, it would be appropriate to
include the decision number of the Ethics Committee.

The introduction of the project should reflect the essence of the study and direct
readers directly to the subject. Attention should be paid to the positive and
negative aspects and limitations of the studies cited in the introduction.

The introduction should be concluded by explaining how the current study will
benefit society.

It should include the latest publications in the field and the title of the study
should be selected only after the literature review is completed and gaps in the
field to be studied are identified.

It should not be more than two pages, reducing the number of articles cited to
less than 20 would probably be good practice.

It should briefly answer the importance of the subject, the gaps in the literature,
the purpose of the study and its benefits to society.

The research question must be explained in a conclusive and concise way. Because
the research question will be the basis of the study design.

The problem being addressed must be clear to readers to be able to properly
understand its true meaning. The information involving size and frequency of the
problem, the geographical areas affected, ethnic and gender factors, etc. should
be included.
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Aims and objectives of the study v

Study design

Table 1 contiuned

The objectives should be clearly stated. These should be limited to what is
intended to be achieved in the study and should be determined as a result of the
literature review. Objectives must be simple and specific.

Goals are broad statements that lead to purpose. After the expression of the
primary goal, secondary goals can be mentioned.

More than 4-5 goals should be avoided in order not to reduce the accuracy of the
project when determining the objective. It would be appropriate to use verbs as

“to show”, “to evaluate”, “to verify to reduce” and “to compare”.

" ou " ou

, “to improve”,

The design of the study should include information about the type of study, the
research community or sampling.

v It should include information about participants (inclusion and exclusion criteria,

The scientific integrity of the study and the reliability of
the study data depend heavily on the study design and
methodology.

Methodology

The methodology section is the most important part

of the protocol. The methodology reveals that the
hypothesis will be confirmed or rejected. It also provides
a comprehensive strategy for achieving goals (27).

Study population (sample)

Sample size v

Data collection methods and tools used

Management of the study

Strengths and limitations

Safety considerations

Follow-up
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polling criteria, etc.) and should include information such as the expected duration
of the study.

Explanation should be given about why the design is chosen. Methods to collect
and analyze data should be explained.

It should contain detailed information about interventions to be made,
procedures to be used, precautions to be taken, observations to be made,
laboratory examinations to be done, etc.

The intervention/drug/device being tested must be explained in detail.

Standardized or documented procedures/techniques must be explained. In the
tools to be used for collecting information (surveys, guides, observation report
forms, case report forms, etc.) should be introduced in detail.

In the case of a randomized controlled trial, additional information about the
process of randomization and blinding, and identification of the inclusion and
exclusion criteria of individuals for a part or all of the study is required.

The study design must be shown in detail, along with all procedures and timing,
using a graphic outline and a flow diagram.

Detailed information about all aspects of sample selection procedure and sample
size calculation should be provided.

Inclusion to sampling, exclusion from sampling and continuation criteria must be
specified.

The process of blinding and randomization should be explained in detail.

Detailed explanation of how the sample size is calculated is suggested for
economic and ethical reasons.

The randomization that will be used to obtain a representative sample for your
target population should be mentioned.

Details on “informed consent “ should also be stated.

Data collection tools may include retrospective data (medical records),
questionnaires, interviews (structured, semi-structured) laboratory tests and
clinical examination.

The definition of the data collection tools used, the tools used in data collection
and the methods used to test the validity and reliability of the device should be
explained.

By preparing a work flow plan, a draft of all the steps to be carried out according
to the planned timescale should be laid out. Making this flow plan in accordance
with this timeline will ensure organization while implementing the study.

The team members (researchers, assistants, lab technicians, etc.) involved in the
study or collecting data should be properly trained.

Talking about the strengths and limitations of the study is important to prevent
unnecessary use of resources and to indicate what results may or may not be
achieved.

The safety of its participants during research is the most important. The safety
aspects of the research should always be kept in mind and the information
presented in the protocol should be provided on how to ensure the safety of the
research participants.

The research protocol should clearly state what will be followed up and for how
long it will be followed up in participants.
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Data management and statistical analysis

Quality assurance

Expected results of the study

Generalization of results and publication policy

The duration of the project

Expected issues

Management of the project

Ethical aspect

Informed consent forms

Part 2

Budget

Other support for the project

Collaboration with other researchers or research
institutions

Other research activities of researchers

Financing and insurance

Table 1 contiuned

This section should be written after receiving statistical advice from a statistician.
The names of the statistical tests to be used, the names of the variables to be
used in the analysis, and the names of the statistical analyses to be performed to
evaluate the results should be listed.

If computer programs are to be implemented, it is important to specify the
software used and its version.

The protocol should provide information on how to manage data, including coding
for computer analysis, monitoring and verification.

Procedures for the selected sample size, for the strength of the study, for
the level of importance to be used and for incomplete or false data should be
prepared.

The protocol should define the quality control and assurance system based on
guidelines and procedures such as the WHO-established clinical trial practice
guide, SPIRIT (Standard Protocol Items: Recommendations for Interventional
Trials) Checklist.

The protocol should also show how the study will contribute to science, how
the results will be used, and how it will affect health services, health systems or
health policies.

The protocol should include information about the spread of results not only
in the scientific media but also to the community and participants, and for
policymakers to take these results into account when setting policy.

The publishing policy should be openly discussed. (For example, who will lead
publications, who will provide and organize their spread, etc.)

The protocol must specify a probable period for each phase of the project

This part should discuss issues that could prevent researchers from successfully
completing their projects within the prescribed time frame and within the
requested funding. It should also offer possible solutions to deal with these
problems.

This part must define the role and responsibility of each member of the team.

It should not be limited to providing information on how and by whom ethics
approval is to be received, but also it should document issues that are likely to
cause an ethics violation.

It should be stated whether the procedures to be followed are in accordance with
the Helsinki Declaration.

In all cases, the study should not be initiated unless the approval of the Ethics
Committee is obtained.

Researchers must also explain how they plan to obtain informed consent from
research participants (the process of informed consent).

If the research involves multiple groups of individuals, for example health care
workers and health care providers, it should include a separate personalized
informed consent form for each group. This allows each group of participants to
receive the information they need to make an informed decision.

Tips and suggestions

v

v

The budget section should be written in detail of the requested funds and by
indicating a rationale for each item.

This part must provide information about funding received from other funding
agencies or expected fundings for this project.

It should be ensured that links to other projects are indicated and that the CVs of
the responsible researcher and each researcher are indicated

The responsible researcher must list all existing research projects he or she has
participated in, the source of funding for these projects, the duration of these
projects, and the percentage of time spent on each.

Financing and insurance information should be disclosed if it exists.

If investigators seek financial support, all sources obtained must be listed to avoid
a conflict of interest.
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Table 2. Summary of the main sections and subsections that
should be included in the study protocol

Responsible investigator

Name

Address

Telephone/fax

E-mail

Number of related centers (For multicenter studies)
Specify reference center

Name of the study
Protocol number (abbreviated form)
Keywords (up to 7 specific keywords)

Rationale for the research (explain with available scientific
evidence supporting the research)

Study design
Monocentric/multisentric
Prospective/retrospective
Controlled/uncontrolled

Open label/single blind or double blind
Randomized/non-randomized
Experimental/observational

Others

Priority target

Expected results

Criteria analyzed

Basic variables

Main variables

Security variables

Visits and examinations (interventions)
Study population

Short definition of main inclusion and exclusion criteria
Sample size

Estimation of duration of study
Requested funds

Additional Features

Preparing a randomized RCT protocol contains more specific
details, unlike reporting RCC results. The EQUATOR web
page, which contains quality control lists for each type of
research, is widely preferred by researchers on this topic, and
contains two guidelines for protocol preparation (39). One of
these is the PRISMA-P checklist that researchers can use when
preparing a systematic review protocol (40). The other is the
SPRIT 2013 checklist. The SPIRIT recommendations are a
guide for the authors preparing a RCT protocol. Although
randomized controlled study protocols are the basis for study
planning, execution, reporting and evaluation, they differ greatly
in content and quality. To address this issue, SPIRIT (Standard
Protocol Items: Recommendations for Interventional Trials) was
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published in 2013. SPIRIT provides an evidence-based list based
on the substances proposed for inclusion in the RCT protocols.
SPIRIT 2013 is proposed as a guide for researchers who will
prepare a RCT protocol (41).

Accessible Databases Where Study Protocol Can Be Registered

The databases where the working protocol can be registered and
the registration number can be obtained are quite varied. The
WHO International Clinical Research Registration Platform
covers all these databases and collects them all under one roof.
Table 3 contains the most commonly used web addresses of
these databases and information from The Who's International
Clinical Trials Registry Platform (8,42-44). In the vast majority
of these databases, protocols go through the process of arbitration
before the registration number is given.

The databases where the working protocol can be registered and
the registration number can be obtained are quite varied. The
WHO International Clinical Research Registration Platform
covers all these databases and collects them all under one roof.
Table 3 contains the most commonly used web addresses of these
databases and information for The Who’s International Clinical
Trials Registry Platform (8,42-44). In the vast majority of these
databases, protocols go through the process of arbitration before
the registration number is given.

Conclusion

It is thought that the information contained in this review will
guide the researchers at the point of preparing RCT protocol.
With this guide, researchers will be able to understand the
importance and benefits of study protocol preparation and how
they should form these steps. They will also be able to access the
necessary information for the registration of the study protocols
they have created.

Writing a detailed protocol that contains all the correct and
necessary steps is an important step before starting study. The
protocol should be written simply and accurately, but clarify all
aspects of the protocol. For this purpose, the use of the study
protocol preparation format proposed by the WHO provides
both ease in registering the protocol of the study and allows to
describe the design and course of the study in detail.

From an ethical point of view, the Declaration of Helsinki also
stresses that study protocols must be registered in a public database.
Researchers are advised to evaluate the study protocols according
to their internationally valid check lists before registering and
to register the study protocols in international databases. The
registration number obtained from these databases will be
included in the protocol part of the study, and when researchers
reach the publication stage, this condition will be used by many
quality journals. A RCT based on the study protocol preparation
steps will be a good source of evidence for use in EBPs and will
contribute to the improvement of the quality of RCT and the
increase of the value of evidence.
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Table 3. Databases in which study protocols can be registered
Database name Web address Explanations

v “ClinicalTrials.gov” is a database in which the results of human clinical studies
conducted throughout the world are recorded open to public and which is
supported by the United States in particular.

vV ltis often preferred by researchers, while the majority of RSCs are registered in

o . . . this database and the registration number (protocol ID) is taken.
Clinical trials https://clinicaltrials.gov/ . .
v In order to become a member of this database, a password must be obtained

from the institution that the researcher is affiliated to by contacting the
administrator designated by ClinicalTrial.

vV After the protocol of the study is registered in the database, the protocol
registration number is given if it is considered appropriate by the referees.

v The Australian New Zealand Clinical Trials Registry (ANZCTR) is the database in
) which the protocol registration of clinical trials is provided.
The Australian New

Zealand Clinical Trials http://www.anzctr.org.au/ v In 2007 the ANZCTR was orye of the First thfee tria.l r.egistr.ies to bg recognised

Registry (ANZCTR) by the World Health Organization International Clinical Trials Registry Platform
(WHO ICTRP) as a Primary Registry. The ANZCTR contributes data to the WHO
ICTRP, which was developed in 2007.

v The ISRCTN registry is a primary clinical trial registry recognised by WHO and
ICMJE that accepts all clinical research studies (whether proposed, ongoing
or completed), providing content validation and curation and the unique
ISRCTN registry https://www.isrctn.com/ identification number necessary for publication.
v Allstudy records in the database are freely accessible and searchable.
v ISRCTN supports transparency in clinical research, helps reduce selective
reporting of results and ensures an unbiased and complete evidence base.

v The mission of the WHO ICTRP
is to ensure that research can
be conducted fully for everyone
involved in health care decision-
making. This platform regularly
receives data from the following
databases.

Databases where data Flow is provided every week
ClinicalTrials.gov

The Australian New Zealand Clinical Trials Registry (ANZCTR)
ISRCTN

Chinese Clinical Trial Registry,

EU Clinical Trials Register (EU-CTR)

The Netherlands National Trial Register,

WHO International
Clinical Trials Registry
Platform (ICTRP)

http://apps.who.in ct/
trialsearch/

A N N

Databases where data flow is provided every month
Brazilian Clinical Trials Registry (ReBec)

Clinical Trials Registry-India

Clinical Research Information Service-Republic of Korea
Cuban Public Registry of Clinical Trials

German Clinical Trials Register

Iranian Registry of Clinical Trials

Japan Primary Registries Network

Pan African Clinical Trial Registry

Sri Lanka Clinical Trials Registry

Thai Clinical Trials Registry (TCTR)

Peruvian Clinical Trials Registry (REPEC)
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