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Klinik arastirma nedir?
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International
Clinical Trials' Day

e g\ 2w Global Celebrations
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"Y4MES LIND, M. D.
f the Royal College of Phyficians in Edinburgk.
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Klinik arastirmalar icin temel ilkeler
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1964 — Helsinki Bildirgesi
Insanlar Uzerinde Yapilan Tibbi Arastirmalarla llgili Etik llkeler
Son guncelleme: 2013

Al nsan arastirmAArastirma protoko
Al nsana saygt , Attkkurulincelemesi (‘\
K _O run ma S ' AGizlilik ve mahremiyet WAAA
AQLﬁﬁ%:E:LQﬁVaSAGonuHu bil gilend
APl asebo kull ani mi

AYarar beklentisi

AAra t1 rma sonras.
AZarara kar si ?

A | AArastlrmanln k ayd
Fayda > Risk payl asi | mas.

WMA. Declaration of Helsinki. October 2013. http://www.wma.net/en/30publications/10policies/b3/
http://www.titck.gov.tr/PortalAdmin/Uploads/UnitPages/D%C3%BCnya%20T%C4%B1p%20Birligi%20Helsinki%20Bildirgesi.pdf
(erisim: 17.09.2016)



Temel arastirma

Hedefleri
tanimlamak Gzere
temel aragtirma ve
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Preklinik Klinik Calismalar

Temel arastirma Onay ve Ruhsat Faz IV
# Calismalar (Faz 1, Il ve IlT) y
Hedefleri Insanlar tzerinde Aday molekdllerin Faz 3'0 basar ile Pazara giris sonrasi
tarimlamak Gzere test etmeden glvenilirligini tarnamlayan yeni ilag| daha genis kitlede
B ternel aragtirma ve once ilaglann ve etkinligini molekdlleri icin onay | uygulamalann
= kesif calismalan, farmakodinamik, gostermek icin ve ruhsatlandirma ve yan etkilerin
E laboratuarda farmakokinetik ve klinik deneyler ve streclerini takiben izlenmesi
gerceklestirilen yeni | toksisite testleri insanlar Gzerindeki pazara qirig
bilesikler Uzerindeki calismalar
ilk aragtirmalar FFrFFFFFFFFFFFF YEAYAL ' N OGPNXYI
Faz 1: 20-100 kisi
Erken evre aragtirmalan, temel aragtrma ve | £.- 2. 100-500 Kisi
klinik dncesi arﬁtlrmalarl hapﬁa[ Faz 3 1000-5000 k.l%l
»  Universiteler, Universiteler, Universiteler, Klinik ilag sirketleri llag sirketleri
2 KOBI'ler ve ilag KOBI'ler ve ilag arastirma sirketleri
T sirketleri sirketleri ve ilag sirketleri
::% 4-6 il 1wl 4-6.5 yil 1-2 il

T E P AV . -ge bkbsiat@mi raporu. Nisan 2015.
http://www.tepav.org.tr/upload/files/1430228364-4.llac_ ARGE_Ekosistemi_Raporu.pdf ( e r i S i m: 16. 09. 2016)
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Temel arastirma

Hedefleri
tarmimlamak Gzere
temel arastirma ve
kesif calismalan,
laboratuarda
gergeklestirilen yeni
bilesikler Uzerindeki
ilk aragtirmalar

Aktivite

Preklinik
Calismalar

Insanlar (izerinde
test etmeden
dnee ilaglann
farmakodinamik,
farmakokinetik ve
toksisite testleri

T E P AV . -ge bkbsiat@mi raporu. Nisan 2015.
http://www.tepav.org.tr/upload/files/1430228364-4.llac_ ARGE_Ekosistemi_Raporu.pdf ( e r i S i m: 16. 09. 2016)

Klinik Calismalar

(Faz 1, Il ve ) Onay ve Ruhsat Faz IV
Aday molekdllerin Faz 3’0 basari ile Pazara girig sonrasi
glvenilirligini tarnamlayan yeni ilag = daha genis kitlede
ve etkinligini molekdlleri i¢in onay = uygulamalann
gostermek igin ve ruhsatlandirma ve yan etkilerin
klinik deneyler ve streclerini takiben izlenmesi
insanlar dzerindeki pazara qiris

calismalar
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Insani amacli ilaca erken erisim programi
COMPASSIONATE USE

VHayati1 tehdit edici hastal 1 k
VTurkiye’  de ulasilabilir tedavi secenekl e
VUygun klini k arastirma mevcut degi |

VUl kemi zde ruhsatl i1 ol mayan bir tedavi
VDUnyendz&azllcal 1 smal ari1 tamadamicahmsesmdlaer Fa b a
VI I aci fgiedmgttiareaf i ndan i nsani gerekcel er

UBu program kl idadki lidiarc arastir mas.|
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http://www.titck.gov.tr/Mevzuat/MevzuatGetir?id=2126 ( e r 10410.2016)
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Colors indicate the number of studies with locations in that region

S ot

Labels give the exact number of sindies

Least

Source:https.//ClinicalTrials.gov
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Press release

by Ben Adams | May 24,
27/05/2016

W-Biotrial Improving safety of first-in-human clinical trials

EMA starts EU-wide reflection on necessary changes to best practices

The European Medicines Agency (EMA) has started a review of the guidelines that

The European N describe first-in-human clinical trials and the data needed to enable their appropriate

French drugs ag| design and allow initiation. This is being done in cooperation with the European
Commission and the Member States of the European Union (EU).

ot

'I: die. This will forr

stage studies ar| The review will identify which areas may need to be revised in the light of the tragic
incident which took place during a Phase I first-in-human clincial trial in Rennes, France,
There have alred in January 2016, The trial led to the death of one participant and hospitalisation of five

4

others were seri| Others.

51

EMA's review will take into account the findings from two in-depth investigations into
Alot of blame hil o went wrong during this trial, one carried out by the Temporary Specialist Scientific
meds agency sa| Committee (TSSC) set up by the French medicines agency ANSM and the other by the
which owns the | Inspection générale des affaires sociales (IGAS), the inspectorate for social affairs in
France.

K

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002538.jsp&mid=WC0b01ac058004d5c1
http://www.fiercebiotech.com/biotech/trial-rules-to-be-tightened-after-fatal-french-drug-s t udy (eri sim: 18. 09. 201¢



2016 — ABD (NIH/HHS) — Klinik Arastirma Sonugclari Paylasimi

Friday, September 16, 2016

HHS takes steps to provide more information about
clinical trials to the public

EEAM o -

In an effort to make information about clinical trials widely available to the

public, the U.S. Department of Health and Human Services today issued a HHS Fllrnal Rule and NiH thcy 0
final rulec B that specifies requirements for registering certain clinical : Er ; '
trials and submitting summary results information to ClinicalTrials.gov. The _ - B

new rule expands the legal requirements for submitting registration and e P’
results information for clinical trials involving U.S. Food and Drug '
Administration-regulated drug, biclogical and device products. At the same
time, the National Institutes of Health has issued a complementary policyd

Dr. Francs Collins

M [ raeier

2 for registering and submitting summary results information to

ClinicalTrials.gov for all NIH-funded trials, including those not subject to the
final rule.

https://www.nih.gov/news-events/news-releases/hhs-take-steps-provide-more-information-about-clinical-
trialsspubl i c (erisim: 19.09.2016)



Klinik arastirmalarin Turkiye icin degeri
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