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TANIM

Maddi cikar gibi ikincil cikarlarin, kisinin
degerlendirme yetenegini, birincil cikarlari goz
ardi etmesine yol acacak sekilde olumsuz
etkilemesine CIKAR CATISMASI denir.

Birincil cikar: Hasta esenligi ve glvenligi

Thompson DF. Understanding financial conflicts
of interest. N Engl ] Med 1993 329: 573-576




BOYLE BIR SORUN VAR MI?

Kalsiyum kanal blékurleri

70 makale

30 Olumlu, 17 Nétr, 23 Elestirel
89 Yazar

69’'u yaﬁkt veriyor

Stelfox HT, Chua G, O'Rourke K, Detsky AS. Conflict of
interest in the debate over calcium channel antagonists.
N Engl ) Med 1998, 338: 101-105




TABLE 3. AUTHORS WITH FINANCIAL RELATIONSHIPS
WITH PHARMACEUTICAL MANUFACTURERS.

P
SuppoRTIVE NEuTRAL CrimicaL CHI-Sauare VALUE
AuUTHORS AUTHORS AUTHORS FOR LINEAR FOR
MANUFACTURER (N=24) (N=15) (N=30) TREND TREND

no. of authors (%)

Manufacturer of 23 (96) 9(60) 11(37) 22.02 <0.001
calcium-channel
antagonist

Manufacturer of com- 21 (88) 8 (53) 11 (37) 14.84  <0.001
peting product

Any manufacturer 24 (100) 10 (67) 13 (43) 22.68  <0.001




» Sigara iciciligi ile ilgili 106 derleme
incelenmis. %37’si pasif iciciligin zararl
olmadigini belirtmekte.

» Multipl regresyon analizinde, yazarin
degerlendirmesindeki en 6nemli faktor,
yazarin tutlin endustrisi ile iliskisi.

» Calismalarin ancak %23’lGnde calisma desteqi
tanimlanmis.

Barnes DE, Bero LA. Why review articles on the
health effects of passive smoking reach different
conclusions. JAMA 1998 279: 1566-1570




» Endustri tarafindan destekli 11 calisma,
desteksiz 11 calisma ile karsilastiriimis,

» Sponsorlu calismalarda endustri lehine sonuc
bulma sansi, sponsorsuz olanlardan 4 kat
fazla.

Bekelman JE, Li Y, Gross CP. Scope and impact of financial
conflicts of interest in biomedical research. A systematic
review. JAMA 2003; 289. 454-65.
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Company Tried to Bar Report
That HI'V. Vaccine Failed

By PHILIP J. HILTS

A California company tried to
block the publication of a scientific
paper that showed its H.1.V. vaccine
was not effective, and it has asked
for damages of more than $7 million
from the universities and research-
ers who published the findings.

The company, the Immune Re-
sponse Corporation of Carlsbad,
Calif., makes Remune, a vaccine in-
tended to increase the body's de-

fenses against H.L.V., the virus that

causes AIDS, in people already in-
fected. The drug was tested from
1996 to 1999 on more than 2,500 peo-
ple with the infection, in one of the
I largest HI V treatment etndiec aver

Such disputes between commer-
cial interests and researchers have
become more common as drug com-
panies increasingly use independent
scientists to test new drugs. Immune
Response hopes to get F.D.A. approv-
al for the vaccine within two years.

David Korn, senior vice president
of the Association of American Medi-
cal Colleges and an expert on finan-
cial conflicts between researchers
and industry, said such disputes
were rarely made public and rarely
involved so much money. He would
not speculate on the outcome.

“We are now getting into an era
when the commercial entanglements

Fomei mmimemmn ame o —dal




NIYE ?

» ABD’de arastiricilarin dortte biri farmasotik
destek almakta

» Yarisi “arastirma ile ilgili hediye” almakta

» Onemli dergilerde yayinlanan 789 makalede
vapilan incelemeye gére, ana arastirmacilarin
tcte biri cikar iliskisine sahip (patent, hisse,
danisma kurulu Gyeligi, calisani)

Bekelman JE, Li Y, Gross CP. Scope and impact of
financial conflicts of interest in biomedical research.
A systematic review. JAMA 2003, 289. 454-65.




EWAN McGREGOR  PIERCE BROSNAN KIM CATTRALL OLIVIA WILLIAMS

Guest authorship and se study of industry

4

» 96 vyayindan,
derlemelerde

» Makalelerin ¢
sirketleri tar
yazdirilmis.
akademiden «
makalede yer

v llacin olumsu

2’si (22/24),
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“kale yazma
an vyazarlara
r  verilirken;
doktorlar da

nmis.

COMING SOON



DERGILER NIYE KABUL EDIYOR?

» Alinan reklamlar derginin yasamasi icin
gerekli

» Sponsorlu ekler ciddi bir gelir kaynagi

» Sponsorlu randomize calismalarin reprintleri
buyuk gelir getirmekte

» Olumlu sonuc veren calismalar daha cok ilgi
cekmekte




CIKAR iLiSKiSi SUC MU?

» Sempozyum, toplanti destekleri
» Konusma yapma ucretleri

» Egitim toplantilari icin destek

» Firma Arastirma fonlari

» Danisma/Konsilltasyon desteqi
4

Calisma sonuclarindan olumlu ya da olumsuz
etkilenecek bir firmada calismis olma

» Calisma sonuclarindan olumlu ya da olumsuz
etkilenecek bir firmada hisse ya da pay sahibi
olma




Klinik Arastirmaya katilip, hasta basi 6deme
almak “cikar iliskisi” mi?




TANIM

Kisinin degerlendirme yeteneginin maddi cikar
gibi ikincil cikarlar nedeni ile,
hasta sagligi ve esenligi ve bilimsel tutarlilik gibi

birincil cikarlari géz ardi etmesine yol acacak
sekilde olumsuz etkilenmesine CIKAR

CATISMASI denir.

Thompson DF. Understanding financial conflicts of
interest. N Engl f Med 1993, 329: 573-576




Sponsorship, Authorship, and Accountability
Frank Davidoff, M.D., Editor Emeritus

» ABD’de yeni ilaci piyasaya cikarma maliyeti
500 milyon - 1 milyar USD.

» Masraflari kontrol etmek icin SAK’lar
kullanilmakta ve aslan payini bunlar alyor.

» 2000 yilinda SAK’lar arastirma burslarinin
%60’1n1 alirken, akademik arastirmacilar
%40’ 1n1 aldilar.

Annals of Internal Medicine
Volume 345:825-827, September 13, 2001



Figure. Mumber of Total Positive Disclosures and Positive Clinical Trial Disclosures by Year,
1980-1999
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Assessing Faculty Financial Relationships With
Industry: A Case Study

Elizabeth A. Boyd; Lisa A. Bero
JAMA. 2000;284(17):2209-2214 (doi:10.1001/jama.284.17.2209)
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Sponsorship, Authorship, and Accountability
Frank Davidoff, M.D., Editor Emeritus

Editorler olarak, arastirmacilarin verileri bagimsiz olarak
incelemelerini 6nleyen veya sponsorun onayini almadan
vayinlamalarini engelleyen her turli anlasmaya karsiyiz.

"Uniform Requirements for Manuscripts Submitted to
Biomedical Journals” bu amacla degistirilecektir.

Buna gore calismanin yazari, calismanin tim
sorumluluguna sahip olduguna, veriye tam ulasabildigine
ve yayin konusunda kontrole sahip olduguna dair bir yazi
imzalayacaktir.

Sponsor belirli bir slire icerisinde yaziy! inceleme hakkina
sahiptir.

Annals of Internal Medicine
Volume 345:825-827, September 13, 2001
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Conflicts of Interest Often Under-
reported in Clinical Trials

Published: Sep 10, 2013

By Ivan Oransky, Global Editorial Director, MedPage Today

jrsave| A A

CHICAGO -- At least half of clinical trial study authors fail to report relevant conflicts of
interest, according to an analysis of papers presented here Monday at the Peer Review
Congress.

Kristine Rasmussen, of the Nordic Cochrane Centre in Copenhagen, and colleagues took
advantage of the fact that Danish physicians are required to apply for permission for paid
collaboration with industry, and then publicly disclose all of their conflicts, to look at 100
consecutive drug trials with at least one Danish author.

About half -- 48% -- of researchers with conflicts related to the trial sponsor or manufacturer
failed to disclose some or all of them. That number rose to 88% when the authors looked at
conflicts related to competing manufacturers, and 89% for any drugmaker at all.

Of the 100 reports, 49 were funded by industry, 30 had mixed sponsorship, 19 were not
funded by industry, and two did not specify.

e



Self-publishing editor set to retire

The editor of a theoretical-physics journal,
who was facing growing criticism that he used
its pages to publish numerous papers written
by himself, is set to retire early next year.

Five of the 36 papers in the December issue
of Chaos, Solitons and Fractals alone were writ-
ten by its editor-in-chief, Mohamed El Naschie.
And the year to date has seen nearly 60 papers
written by him appear in the journal.

A civil engineer by training, El Naschie
attempts to combine aspects of particle physics
and chaos theory. Many of his papers revolve
around the idea that fractal properties of space-
time can influence elemental particles and
physical constants.

Most scientists contacted by Nafure com-
ment that El Naschie's papers tend to be of poor
quality. Peter Woit, a mathematical physicist at
Columbia University in New York, says he thinks
that "it’s plain obvious that there was either zero,
or at best very poor, peer review, of his own
papers”. There is, however, little evidence that
they have harmed the field as a whole. - . - -

El Naschie, who was born in Cairoand now  Apparent misuse of editorial privileges has sparked calls for a clearer peer-review process across journals.

i ——_
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Eidence f a Pluripotent Huan Embryonic Stem Cell Line Derived from a Cloned
Blastocyst

Woo Suk Hw cmg,"z* Young June Ryu ' Jong Hyuk Palk * Eul Soon Park,' Eu Gene Lee, ! Ja Min Koo,* Hyun Yong Chun ’

Byeong Chun Lee,' Sung Keun Kang,' Sun Jong Kim,” Curie Ahn,” Jung Hye Hwang,® Ky Young Park,” Jose B. Cibelli,* Shin
Yong Moon’*

'College of Veterinary Medicine, Seoul National Umvcx sity, Seoul 151-742, Korea. *School of Agricultural Biotechnology,
Seoul National University, Seoul 151-742, Korea. *Medical Research Center, Mizmedi Hospital, Seoul, 135-280, Korea.
‘Gachon Medical School, Incheon, 417-840, Korea. *College of Medlcme Seoul National University, Seoul, 110-744, Korea.
*School of Medicine, Hanyang University, Seoul, 471-701, Korea. "College of Natural Science, Sunchon National University,

Sunchon, 540-742, Korea. *Department of Animal Science- Physiology, Michigan State University, East Lansing, MI 48824,
USA.

*To whom correspondence should be addressed. E-mail: hwangws@snu.ac.kr (W.S.H.); shmoon@plaza.snu.ac.kr (S.Y.M.)

In February 2004, Protessor Woo

In May 2005, Prof. Woo Suk Hwang of Seoul National

Suk Hwang's team
announced that they had
established embryonic
stem cell lines using the
somatic cells obtained
;far;g;:tflz\iﬁf is:;i nuclear transplantation(SCNT)

hard to cure, e 4 [Hwang et al., 2004].
[Hwang et al., 2005]

Tl

University and his team
announced that they had
succeeded in human therapeutic

cloning through somatic cell




Cloning Scientist
Falsified Data,
Colleague Says

By ANTONIO REGALADO
And GORDON FAIRCLOUGH

easily to South Korea’s Hwang Woo Suk’s

cloning lab. This year, the lab reported it
had devised a formula for easily clone human
embryos to make stem cells. Then it said it had
created the world’s first cloned dog, Snuppy. The
pooch even made it to the cover of Time maga-
zine.

Today, the scientific reputation that propelled
Dr. Hwang to the forefront of stem-cell research
has been shattered, and along with it the hopes of
millions of patients who dreamed his stem-cell
technology could help them.

Following weeks of escalating concerns about
Dr. Hwang’s blockbuster findings, one of his Ko-
rean colleagues yesterday charged that Dr.
Hwang had largely fabri-
cated evidence for the re-
ported human-embryo clon-
ing breakthrough earlier
this year.

Roh Sung I1, a Korean re-
searcher who co-wrote the
paper, said in television and
newspaper interviews in Ko-
rea that Dr. Hwang had told
him that he hadn’t suc-
ceeded in producing stem
cells from 11 cloned human -
embryos as was claimed and e
instead faked at least some  Hwang Woo Suk

B REAKTHROUGHS ONCE seemed to come
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» Seffaf olalim = Cikar iliskisini aglklayallm

- Yazarlar

- Editorler

- Hakemler

- Ruhsat Komisyonlari
- Etik Kurullar

» Calisma baslamadan calismalari acik bir veri
tabanina kaydedelim (clinicaltrials.gov)

» Tum vyazarlar, yazarlk kriterlerine sahip olsun




Uye Bilgileri Glincelle

K ARASTIRMALAR DERNEGI

KLIN

Clinicaltrials.gov dinyada klinik aragtirmalarin kaydedildigi en blylk veri tabanidir. Bu veri tabaninda Tirkiye'de yapilan galigmalar
ayrica analiz edilecek ve 3 ayda bir yenilenerek sunulacaktir.

Turkiye'deki Klinik Caligma Sayisi
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IFPMA Code
Of Pharmaceutical

Marketing Practices

» Destekleyici firma veri toplama, izleme ve
yvayin asamalarinda goérev almasin

» Dergiler, firmalardan bagimsiz calisan
istatistik uzmani calistirsinlar

» Denetim mekanizmalari gelistirilsin (yazarlar,
hakemler, editorler)

» Toplanti ve kurslarin icerigine destekleyici
firmalar midahele edemesin

» Sektor-doktor iliskisi etik kodlari belirlensin

Healthcare

Professionals
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GlaxoSmithKline chief executive Andrew Witty, who announced the firm's commitment to openness.

BIOMEDICINE

Drug firm to share
raw trial data

Full disclosure could improve health care and restore trust.

it has carried out since 2007 for both approved
and abandoned drugs (the company says that
only post-2007 data is in formats suitable for
sharing). It will also set up an expert panel
at arm’s length from the company to review
requests to access data for scientific merit, a
restriction that some researchers dislike.

James Shannon, chief medical officer of
GSK, justifies the restriction as a way to stop
people from trawling through the data with-
out a solid scientific question or hypothesis.
Such fishing trips could lead to flawed analy-
ses that could alarm the public unnecessarily
and damage public health, he says.

WAIT AND SEE
Peter Gotzsche, director of the Nordic
Cochrane Centre in Copenhagen, says that
he has “huge problems” with the restric-
tions, however. He argues that they could
lead to arbitrary decisions about data release,
which might favour the company rather than
the public interest. Any risk of scares is out-
weighed by having more eyeballs on the data,
he says, arguing that the lack of sharing of trial
data by industry has been “far more harmful”.
Kay Dickersin, director of the Center for
Clinical Trials at the Johns Hopkins Bloom-
berg School of Public Health in Baltimore,
Maryland, agrees with GSK that some access
restrictions can be helpful. She cautions that
the value of GSK’s new openness will ulti-
mately depend on how much detail it sup-
plies in the patient-level data and, crucially,
on the extent of documentation about how
the trials were designed and data were col-
lected, processed and analysed. “Let’s wait
and see, she says.

N. HALL/REUTERS



lIn)mrug— company data
vaults to be opened

European agency will publish firms’ clinical-trial results.

BY DANIEL CRESSEY

industry to share the results of clinical trials
have grown ever more intense amid revela-
tions that high-profile companies have hidden
crucial data on safety and efficacy. Now Europe
is moving towards measures that would sig-
nificantly increase disclosure of such data.
The European Medicines Agency (EMA)
in London, which licenses drugs for use in
the European Union, is developing a policy to
publish some clinical-trial data submitted by
companies. And next month, major players in
the UK medical community will meet to dis-
cuss the practical problems of data openness.
The meeting is likely to take place on 19 April

International calls for the pharmaceutical

and could feature representatives from biomed-
ical charity the Wellcome Trust, as well as the
Academy of Medical Sciences, the Association
of the British Pharmaceutical Industry and the
Association of Medical Research Charities. It
marks a move from discussion to action, says
Nicola Perrin, head of policy at the Wellcome
Trust in London. “We should all stop discuss-
ing whether [the issue is] important or not and
start having practical discussions about how we
move forward,” she says.

The United States already requires that
clinical trials used to secure drug approvals are
listed in a public online registry. Other coun-
tries have rules that encourage registration.
But some researchers and campaigners fear
that key details are not getting into the public

domain, making it difficult to assess a drug’s
safety and depriving researchers of data.
Critics note, for example, that in recent years
the London-based drug company AstraZeneca
has been mired in legal problems including
accusations that it concealed data on the side
effects of its antipsychotic drug Seroquel (que-
tiapine). And GlaxoSmithKline (GSK), also
based in London, has paid out billions of dol-
lars after pleading guilty to charges including
misrepresenting the safety of its diabetes drug
Avandia (rosiglitazone) and the effectiveness
of its antidepressant Paxil (paroxetine) in chil-
dren. The Cochrane Collaboration, an interna-
tional group of medical experts, has called for
Roche in Basel, Switzerland, to open up its data
on the influenza drug Tamiflu (oseltamivir) so
that the group can assess the drugs efficacy.
Drug companies are making concessions.
GSK and Roche have agreed to share data with
scientists whose requests are deemed legitimate.
But critics say that Roche has not established a
fully independent group to assess requests.
Last year, following pressure from cam-
paigners, the EMA said that it would pro-
actively publish certain data submitted by drug
companies. The agency is consulting industry
and academic researchers and funders on how
this would work; it is likely to have a policy P

28 MARCH 2013 | VOL 495 | NATURE | 419
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Pharma group sues European regulator over
data

By Andrew Jack
A leading US pharmaceutical group has sued Europe’s medicines regulator, in a c(
sharp intensification of the battle between advocates for greater transparency on -
drugs and companies who fear their competitive position will be undermined by

more openness.




No more sales targets for GSK reps

Pharma company will also stop direct payments to doctors

GIaxoSmlthKlme (GSK) is overhaulmg the compensatlon scheme for its sales reps - doing
away with individual sales targets - as it tries to restore its reputation following allegations
of bribery in China.




» Duke Universitesi tum arastirmacilarina
SOruyor:
- “Cikar catismasi dogurabilecek herhangi bir
firma iliskiniz var mi?”
» Ne kadar para elde ediyorsunuz?

» Eger bu rakam 25,000 USD Uzerinde ise
ayrintilari nelerdir?




» Senator Charles Grassley, Kongreye Harvard’da

calisan 3 psikiyatristin 7 yilda 4 milyon dolar alip,
bunu bildirmedigini acikladi.

The LIBRARY of CONGRESS THOMAS

The Library of Congress > THOMAS Home > Bills, Resolutions > Search Results

Bill Text
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5.301 -- Physician Payments Sunshine Act of 2009 (Introduced in Senate - IS)




Aciklama (disclosure)

Specifications of the Physician Paymints Sunshine Act (5. 2029).%

Annual electronic reporting, beginning March 31, 2011, by drug, device, and medi-
cal-supply companies of payments ar ather transfers of value to any physician
or medical practice. Physician ownership or investment interests in manufac-
turers, group purchasing organizations, or distributors also reported.

The term “physician” includes doctors of medicine and osteopathy, dentists, podi-
atrists, optometrists, and chiropractors.

Disclosure of name of recipient, city and state, value, and date of payment or other
transfer of value and the form (e.g., cash, stock, or stock option) and reason
(such as consulting fee, education, research, royalty or license, honorarium,
gift, entertainment, food, travel, or charitable contribution).

Seffaﬂ 1 > Public availability no later than September 30, 2011, and on June 30 of each subse-

quent year, of information for the previous calendar year on a searchable,

“clear and understandable” government Web site. Background information o Sinir

and overall context can be provided. Appeal and cerrection pmmsiy
lished.

Reporting required if aggregate amount paid or transferred exceeds $500 in a cal-
endar year. Exclusions include anything below $25 in value, product samples
intended for patients, certain educational materials and direct training, and
items used for providing charity care.

State reporting requirements preempted. Delayed reporting of payments made
pursuant to product-development agreements or clinical investigations for
2 years or until approval of a product by the Food and Drug Administration,
whichever is first.

Penalties of 51,000 to 35,000 for each failure to report, with an annual cap of
Ya pt| rrm % 550,000, and 55,000 to 350,000 for every instance of knowled ge of failure to
report, with an annual cap of 5250,000.

Payments to physicians who are full-time employees of manufacturers excluded.

* |nformation is from the Senate Finance Committee as of July 2008, & bill similar
to the Senate bill has been introduced in the House (H.R. 5605).



Guidance for Clinical

Investigators, Industry,
and FDA Staft

Financial Disclosure by Clinical
Investigators

2013

U.S. Department of Health and Human Services
Food and Drug Administration
Office of Good Clinical Practice
Center for Drug Evaluation and Research
Center for Biologics Evaluation and Research
Center for Devices and Radiological Health
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Helsinki Bildirgesi yeni versiyonunun Tlrkgesi...

WAMA

Fortaleza kentinde yapilan toplantidaki dedigiklikleri igeren metin AIFD'nin cevirisi ile Klinik
Aragtirmalar Dernedi web sitesinde..

Devami >>

Helsinki Bildirgesi yenilendi..

WAMA

Brezilya'min Fortaleza sehrinde yapilan WMA 64. toplantida Helsinki Eildirgesi yenilendi. Yeni
versiyon 1 Ocak 2014'ten itibaren gegerli.

Devami >>




Arastirmanin Kaydinin Yapilmasi ve
Bulgularin Yayinlanmasi ve Dagitimi

» Insan gonullulerin yer aldigi tum arastirma
calismalari, ilk gonullt arastirmaya dabhil
edilmeden once acikca erisilebilir bir
veritabanina kaydedilmelidir.

Helsinki




» Arastirmaci, yazar, destekleyici, editdr ve yayincilarin
timunun arastirma sonuclarinin yayimlanmasina ve
dagitilmasina iliskin etik yukamlulukleri bulunmaktadir.
Arastirmacilarin, insan gonulliler Gzerinde yarattukleri
calismanin sonuclarini umuma aciklama goérevi bulunmaktadir
ve bildirilerinin dogru ve eksiksiz olmasindan sorumludurlar.
Tum taraflar, etik raporlama konusunda kabul edilmis
kilavuzlara uymak zorundadir. Arastirmadan elde edilmis
olumsuz ve yetersiz sonuclar da olumlu sonuclar gibi
vayimlanmali veya baska yollarla topluma duyurulmahdir.
Finansman kaynaklari, kurumsal baglar ve cikar catismalari
vayinda beyan edilmelidir. Bu bildirgede yer alan ilkelere
uymayan arastirma bildirileri yayina kabul edilmemelidir.

Helsinki




ACCME STANDARDS
FOR COMMERCIAL
SUPPORT™

Standards to Ensure the
Independence of CME
Activities




Finansal lliski bireyin maas, ve baska
adla para alarak bireysel yarar gordugu
iliskiler




Son 12 ayda her hangi bir

ACCME finansal iliskinin cikar miktarda...
catismasina donmesi icin 2 Kisiye, esine ya da partnerine ait
kosul birden aramakta: Maas
Entellektiiel katki payi
1. ;Il'ilglilirlvlzlr niteligi olan finansal Telif hakki
.. Bu ticari iliski ile ilgili tiriin ve Danisma Ucreti
hizmetleri igilendiren Honoraryum
toplantiyr etkileme o
potansiyeli. Mulkiyet

Diger maddi kazanclar




Kisisel cikar iliskisinin
cOzulmesi

* Herkes aciklar
* Aciklayanlar calisir

* Tanimlayacak ve ¢c6zecek
mekanizmalar kurulur




Aciklama
= Aktiviteden 6nce dinleyenlere
actklama (olmadigini da..)
= Ticari destegin aciklanmasi

= Aciklama sirasinda ticari marka veya
uriin grubu kullaniimaz




Tirk Hematoloji Dernegi Cikar iliskisi bildirimi

Bu konusmamda yer alan ilaclarla
ilgili firmalardan konusma
ddemesi/ honorarium/calisma
destegi aldim/almadim

Bu konusmamda yer alan
firmalarla ticari bir baglantim
vardir/yoktur

Bu konusmamda yer alan
firmalara danismanlik
yaptim/yapmadim




Financial Relationships between Institutional
Review Board Members and Industry

Eric G. Campbell, Ph.D., Joel 5. Weissman, Ph.D., Christine Vogeli, Ph.D.,
Brian R. Clarridge, Ph.D., Melissa Abraham, Ph.D., Jessica E. Marder,
and Greg Koski, Ph.D., M.D.

M Engl | Med 2006;355:2321-9.
Copwnght £ 2006 Masechusetis Medical Society.




» 100 Akademik kurumda bulunan 893 Etik
Kurul Gyesi

» %067.2 yanit vermis




Etik Kurul Uyeleri ve Endiistri
iliskileri
I N S

Endustri ile iliskisiniz var %36 Evet

mi?

Bu iliski kararlar etkiler %85.5 Hayir %11.9 Nadir %2.4 Bazen
mi?

Son 1 yilda iliskiniz olan %15.1 enaz 1

firmaya ait dosya tane

incelediniz mi?

Eger varsa Cl aciklamasi %57.5 Evet %19.2 bazen %23.1 Hayir
yaptiniz mi? (78 lye)

O dosya ile ilgili kararlara  %64.5 Hayir %16.1 %19.4 Evet
katildiniz mi? Seyrek

Endustri ile iliskisi >%70 Evet

olanlarin etik kurul Gyesi
olmasi yararli mi?




» Bu tip iliski kacinilmaz
» Mutlaka aciklanmali

» Bu tip iliski varsa, kararlara katilmalari
yasalara aykiri

» Etik Kurullar bu sureclere sahip degil

» Etik Kurul Gyeleri bu surecler hakkinda bilgi
sahibi degil




» Finansal iliskisi olan buyuk cogunluk o firma

dosya
» Bu ilis
» Bu ilis

arina bakmiyor
Kinin yararl oldugu durumlar var

Kiye sahip uyelerin dislanmasi sakincali




Yeni Yonetmelik (2013)
KLINIK ARASTIRMALAR HAKKINDA YONETMELIK

ALTINCI BOLUM. Etik Kurullar
Madde 26.

(6) Etik kurul Gyelerinden en az ucul etik kurul sekretaryasinin
bulundugu Kurumun disindan belirlenir.

(7) Bir etik kurul tyesi birden fazla etik kurulda Gye olamaz.

(8) Etik kurullarda klinik arastirma yapilan yerin st yoneticileri gorev
alamaz.




MADDE 27(1)

a) Etik kurullar, klinik arastirma basvurularini bilimsel ve etik
yonden degerlendirme ve karar verme hususlarinda
bagimsizdir.

b) Etik kurul Gyeleri, kendilerine ulasan her tirlu bilgi icin
gizlilik ilkesine uymak zorundadir.

c) Etik kurul Gyeleri, Kurum tarafindan hazirlanan gizlilik belgesi
ve taahhutnamesini imzalayarak gérevlerine baslar.

¢) Incelenen arastirmayla iliskisi bulunan veya arastirmada
gorevi olan etik kurul tyesi, bu arastirmanin etik kuruldaki
tartismalarina ve oylamasina katilamaz, etik kurul kararini
imzalayamaz.




Bir 6rnek: Etik Kurulda Cikar
Catismasi

Dogrudan veya Dolayli

= Arastirmaci ile ayni kurumda calisiyor
olmak

= Destekleyici ile calistyor olmak
= Arastiricilarin is arkadasi/dostu olmak
= Sponsor ya da arastiricinin akrabasi olmak

= Arastirici ya da sponsorun rakip
kurumunda calisiyor olmak

= Ogrencisinin projesini degerlendirmek




» Cogu durumda cikar iliskisini ortadan
kaldirmak mumkun degildir..

» Oldugu zaman ortaya cikmali
» Actklanmasit icin gerekli girisimler yapilmali
» Etkilerinin dnlenmesine calisiimali




SOP ile diizenle

» Bilgi vermek/aciklamak:
> Etik kurul baskani
> Etik kurula aciklama

» Calisma odasini terketmek:
- Toplantinin basinda?
> Tartismadan 6nce?
- Karardan once?
- Tum asamalarda yer almak?




Tesekkiir ederim




