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Klinik ¢calismalar diizglin yazilmahlidir

* Hekimler ¢cagdas literatiire inanmak ve ona gore
hasta tedavi etmek durumundadir

* Bazen uzun suredir kullanimda olan tedavinin
yverine yenisini tercih etmek gerekebilir

* Klinik arastirmalar dogru bicimde raporlanmalidir
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Temiz yazi yazma

* Mesaj net olmali
* Temiz yazi yazildiginda mesaj anlasilir olur
 IMRAD
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Arastirma sorusu?
Soruya cevap verme yoludur
Verilerin yazildigi yerdir

Sorunun cevabi ve buna
dayanak teskil eden bilgilerin
oldugu kisimdir



Baslhk

* En fazla okunan yerdir
* Indeksleme igin anahtar kelimeler kadar énemlidir
* Anabaslik ve alt baslik olarak ayrilir (daha spesifik)
Mumkiinse,

Degiskenlerden bahsetmeli

Denek tiiriinden bahsetmeli

Robert Day, in How to Write and Publish a Scientific Paper
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Ozet

* Giris: Amacg ne idi?

 Materyal ve metod: Arastirma deseni, teknikler,
istatistiksel yontem

* Bulgular: Onemli bulgular neler ?

e Sonug¢: Sonuglarin onemi ?

Robert Day, in How to Write and Publish a Scientific Paper
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Ozet tipleri
En sinirli yerde en ¢ok bilgi

Yapisallastiriimis Yapisal olmayan
* Alt bashklar kullanir e 1 paragraf
e IMRAD e IMRAD

e 250 kelime civarinda e 125-150 kelime



lyi 6zet?

 Referans olmaz,
 Anahtar kelime olur,
* Kisaltma ve jargon olmaz

 Makaleden ayrildiginda bile tamamen
anlasilabilirdir

* Kolay okunabilir
* Veriigerir
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Giris

e Bilinenle basla
* Bilinmeyenden bahset
e Calisma neyi bildirecekse onunla bitir
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Giris

e Calismanin amag ve icerigine iliskin bilgilerden olan
bir iki cumle kur

* Yeterince ayrintili olsun, ama okuyucuyu bilgiyle
bogma

* Sadece konu ile ilgili olan bilgiyi sun
* Hikayeni ilerlet
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Giris

 Makale hangi aciklari dolduracak ?
* Diger makalelerden bahset
* Asiri referans ve lizumsuz veriden kagin
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Giris

 Temel arastirma sorusu nedir?

e Kalip = “Bu ¢alismada biz...” veya “Bu soruya cevap
vermek i¢in, biz...”

* Enyeni bilgiden ve en 6nemli olanindan emin ol!
* Heyecan uyandirsin
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Materyal ve metod

Cok detayl yazilmalidir
* En once yazilmasi gereken bolumdiir!
e Calisma nasil yapilmistir?

Kronolojik olarak yazilmali

Alt bashiklara ayrilmali
— Materyal: Kimyasallar, deney, denek

— Metod: Haizlrlama, protokol, protokoltiin amaci, veri analiz
yontemi
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Calisma deseni

Komplians!

e ornek: “Calisma protokolii katilimci hastane etik
kuurullar tarafindan onaylanmaistir...”

e ornek: “Bu ¢calisma ¢ift kor plasebo kontrollu
randomize tipte ...”

* IRB protokol numarasi
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Protokol
Ne yapildi?

* Popllasyon ozellikleri
e Calismaya alinma ve dislanma kriterleri
* Randomizasyon yontemi

* Orneklem biiyiikiigii ve son degerlendirme
parametrelerinin nasil belirlendigi

* Materyallerle ilgili her turlu bilgi
(ilag, kiiltlir vasatlari, ekipman vs,)
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Protokol

o |statistik analiz

-istatistiksel test, degerlendirme él¢iimleri, P degeri,
Cl, Merkezi yayilim olcutleri

* |statistikciye basvurun
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Sonuglar

* Deneyin sonuglarini ver ve destekleyen makalelerle
anlat

* |cerik: Sonuclar ve bulgular

* Verilerin uyumu: sonug, tartisma ve 6zette ayni
olmali

* Kronoloji: onemliden onemsize
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Sonuglar

* Kisa olmali

* Geg¢mis zaman kullaniimali

 Ozgiin mukayeseler verilmeli

* Veri detaylandirmasi tablo ile yapilmali

* |statistik detaylar uygun sekilde aciklanmali
* Her bulgu yeni bir paragrafla baslamali
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Tartisma
Buldugumuzun anlami nedir?

e Giriste sorulan sorunun cevabidir
* Bulgularin anlamini agiklar

* Bulgulan, birbirleriyle olan iliskileri ve bulgularin
genellestirilebilmesi olsailigini agiklar

e Sonuclarin arastirma sorusunun cevabindaki
destegini aciklar, bunun ¢agdas literatliirde nereye
uydugunu tartisir

* Baslangig, gelisme ve sonug¢ bolimu vardir
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Tartisma
Baslangi¢

Giriste sorulan soru...

“... robotik cerrahinin ameliyat suresini uzatip
uzatmadiginin ortaya konmasi...”

Tartismada verilen cevap...

“...Adrenal bez cerrahisinde Robotik cerrahinin
uygulanmasi laparaskopik cerrahiye gore sureyi...”
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Baslangi¢
en 6nemli bulguyu en once yaz

Sonuglarin onemiyle basla
— Eski makale sonuclarindan bahsetme
— Giristeki bilgileri tekrar etme
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Gelisme
Sonuclari tanimla ve yorumla

* Literaturle karsilatir, uyumu goster
* En onemliden en 6nemsize dogru tanimla
* Her bir paragraf bir fikre adanmis olsun
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Son

e Sonucu tekrar irdele

 Muhtemel uygulama, etkinlik veya spekilasyon
alanlarini ortaya koy

* Sonug¢ cumlesini ayri bir paragrafta kur
* ileri calismalara gerek varsa belirt
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Randomize kontrollu ¢calismalar
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RKC onemli ogeler

 Calismanin evreni

* Tedavi ilkeleri

* Deneysel deseni

* Hastalar

e Calismanin kalite kontrol parametreleri
* |statistik analiz

Sagligin Merkezi’ A N A DOL U

IO l\SHOP(\ \ MEDICINE



Metod RKC

— Sonu¢ Parametreleri
— Calismaya uygunluk kriterleri
* Alinma
* Dislanma
— Randomizasyon
— Orneklem biiyukliigii hesabi
— Tedavi- kontrol
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Randomizasyon

 Randomizasyon tipi
— Kullanilan metod

« Uygulama

— Kim randomize etti, gruplara dagilimi kim sagladi
 Maskeleme

— Yanl tutum
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Metod RKC 2

* Degerlendirme
— Maskeleme
— Yanlh tutum
* Hasta guvenligi- yan etkilerin él¢cimii

Alt gruplarin onceden belirlenmesi
* Veri izleminin nasil yapildigi- monitorizasyon
* Analiz plani Ozeti
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CONSORT

* “Deneysel surecin berrak olarak yazilmasi ve
tanimlanmasi yoluyla makalenin degeri hakkinda
okuyucuya firsat tanima amachdir

— www.consort-statement.org
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http://www.consort-statement.org/
http://www.consort-statement.org/
http://www.consort-statement.org/

RESEARCH METHODS
& REPORTING

CONSORT 2010 Statement: updated guidelines for reporting
parallel group randomised trials

Kenneth F Schulz,' Douglas G Altman,” David Moher, for the CONSORT Group

EDITORIAL by Antes The CONSORT statementis used worldwide ~ denceand additional experience has accumulated since the

RESEARCH, p697 : : : last revision in 2001. Consequently, we organised a CONSORT
oimprove the feporting ofrandomised Group meeting to update the 2001 statement.” We introduce

Famiy Health Internationdl controlled trials. Kenneth Schulz and hete the result of that process, CONSORT 2010.

et Tenge A NCAT eolleagues describe the latestversion, ——

7 PRI : - ntento

(entre for Statistics in Medicine,

Uneh?errsit?;rof S;l?olrids,‘lugdolfsolr?ne CONSORT 20 0’ Which UDdHTES the reportlng The CONSORT 2010 Statement is this paper including the

Colege Oxford guideline based on new methodological 25 item checklistin the table and the flow diagram. It pro-

*0ttawaMethods Centre, Clinical
Epidemiology Program, Ottawa

Hrenital Racoarrh Inctitito

avidence and accumulatin gex perience vides guidance for reporting all randomised controlled trials,
but focuses on the most common design type—individually

EMJ | 27 MARCH 2010 | VOLUME 340




CONSORT2010 checklist of information to include when
reporting a randomised trial

CONSORT 2010 checklist of information to include when reporting a randomised trial*

Section/Topic [tem No Checklist item

Title and abstract
1a |dentification as a randomised trialin the title
1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts™ ™)
Introduction
Backgroundand  2a Scientific background and explanation of rationale
objectives 2b Specific objectives or hypotheses
Methods
Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio
3b Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 43 Eligibility criteria for participants
4b Settings and locations where the datawere collected
Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were actually administered
Outcomes 6a Completely defined pre-specified primary and secondary outcome measures, including how andwhen they were assessed
6b Any changes to frial outcomes after the frial commenced, with reasons
Samplesize 7a How sample size was determined
7b When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:
Sequence 8a Method used to generate the random allocation sequence
generation 8b Type of randomisation; details of any restriction (such as blocking and block size)
Allocation 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), describing any steps taken to conceal the
concealment sequence untilinterventions were assigned
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CONSORT2010 checklist of information to include when
reporting a randomised trial

THELHdinsi
Implementation 10 Who generated the random allocation sequence, who enrolled participants, andwho assigned participants to interventions
Blinding 11a If done, whowas blinded after assignment to interventions (for example, participants, care providers, those assessing outcomes) and how
11b Ifrelevant, description of the similarity of interventions
Statistical methods 12a Statistical methods used to compare groups for primary and secondary outcomes
12b Methods foradditional analyses, such as subgroup analyses and adjusted analyses
Results
Participantflow (a 13a Foreach group, the numbers of participants who were randomly assigned, received intended treatment, and were analysed forthe primary outcome
diagram isstrongly  13p Foreach group, losses and exclusions after randomisation, togetherwith reasons
recommended)
Recruitment 14a Dates defining the periods of recruitment and follow-up
14b Why thetrial ended orwas stopped
Baseline data 15 Atable showing baseline demographic and clinical characteristics for each group
Numbersanalysed 16 Foreach group, number of participants (denominator) included in each analysis and whether the analysis was by original assigned groups
Outcomes and 17a Foreach primary and secondary outcome, results for each group, and the estimated effect size and its precision (such as 95% confidence interval)
estimation 17b For binary outcomes, presentation of both absolute and relative effect sizesis recommended
Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing pre-specified from exploratory
Harms 19 Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms®)
Discussion
Limitations 20 Triallimitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generalisability 21 Generalisability (externalvalidity, applicability) of the trial findings
Interpretation 22 Interpretation consistentwith results, balancing benefits and harms, and considering otherrelevant evidence
Other information
Registration 23 Registration number and name oftrial registry
Protocol 24 Where the full trial protocol can be accessed, ifavailable
Funding 25 Sources of funding and other support (such as supply of drugs), role of funders
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Calismaya katilanlarin
akis semasi

Enrolment

Analysis Follow-up Allocation

Assessed for eligibility (n=...)

Excluded (n=...):
Not meeting inclusion criteria (n=...
Declined to participate (n=...)
Other reasons (n=...)

Randomised (n=..))

/

Allocated to intervention (n=...):
Received allocated intervention (n=...)
Did not receive allocated intervention (give

!

Allocated to intervention (n=...):
Received allocated intervention (n=...)
Did not receive allocated intervention (give

reasons) (n=...)
!

Lost to follow-up (give reasons) (n=...)
Discontinued intervention (give reasons) (n=...)

reasons) (n=...) _
'

Lost to follow-up (give reasons) (n=...)
Discontinued intervention (give reasons) (n=...

!
Analysed (n=...):
Excluded from analysis (give reasons) (n=...)

Analysed (n=...):
Excluded from analysis (give reasons) (n=...)

Flow diagram of the progress through the phases of a parallel randomised trial of two groups
(that is, enrolment, intervention allocation, follow-up, and data analysis)




Raporlama RKC

Bulgularin yazilmasi
a. Butun hastalarin bildirilmesi
- Kag kisi
- Calismadan ¢ikanlar
b. ITT, Gruplardaki olgularin temel 6zelliklerinin
bildirilmesi
C. Ana degerlendirme olg¢litlerinin basit
istatistikle karsilastirilmasi ortalama, %, ortanca, P

degeri, vs..
d. Yan etki profilinin detayli incelenmesi
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Raporlama RKC

Tartisma
Sonuglarin guvenirligi
a. Calismaya katilan merkezler, arastirmacilar

b. Ayni ila¢ ve benzerini konu alan diger bagimsiz
calismalar

c. Alt grup analizlerinin guvenirligi
d. Birincil ve ikinci degerlendirme parametreleri
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Raporlama RKC

Tartisma

e. Calismaya uyumsuzlugun, ¢alismadan
¢ctkanlarin, kayip degerlerin sonuglara etki glicu
hakkinda bilgi verilmesi

f. Ara analiz neticesi lizerinde yorum yapilmasi
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Raporlama RKC

Sonuc
a. Kisa ozet
b. Zayif /kuvvetli yonler
c. Topluma genellenebilirlik
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Cikar beyani

Kaynak, kim 6dedi?

Cikar cakismasinin kaynagi nedir?
* Beyan

IRB numarasi
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