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Basvuru Tarihi (gg.aa.yy)/

Date of Submission (dd.mm.yy)
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ABDULLAH GUL UNIVERSITESI
Etik Kurul Degerlendirmesi i¢in Insan Denekli Arastirma Protokolii
Application for the Review of a Human Subjects Research Protocol in a New Project

Proje Bashigy/
Project Title

Yiiriitiicii/Principal Investigator
Unvan ve Isim/Name and highest
earned degree

Ofis Telefonu/
Olffice Phone

Boliim Telefonu/
Department Phone

E-posta Adresi/

ORCID No/ORCID ID

E-mail adrreses

5T Bina & Oda/
Boliim/Departments : : Building & Room:
o Y Diger (Liitfen belirtiniz)/
Kurum/Institution AGU Other (please indicate)
Posta Adresi/
Mailing Address

Projede ¢aligan tiim ortaklar: listeleyiniz. Onam siiregleri, katilimcilardan veri toplama veya takip etme siireclerinden
sorumlu herkes dahildir. Eger {i¢ ortak arastirmacidan daha fazla say1 s6z konusu ise, liitfen ek bir sayfada tiim
arastirmacilari listeleyiniz ve bagvurunuza ekleyiniz. /List any Co-Investigator working on this project. Include any individual
who will have responsibility for the consent process, direct data collection from subjects, or follow-up. If there are more than three Co-
investigators, please attach additional pages listing all.

Ortak Arastirmaci 2/Co-Investigator #1

Unvan ve Isim/Name and highest
earned degree
Ofis Telefonu/ Bolim Telefonu/
Office Phone Department Phone
E-posta Adresi/
RO o ORCID No/ORCID ID

s Bina & Oda/
Bolim/Departments Buildine & Room:
Kurum/Institution AGU Diger (Liitfen belirtiniz /

Other (Please indicate)

Posta Adresi/
Mailing Address

Ortak Arastirmaci 2/Co-Investigator #2

Unvan ve Isim/Name and highest
earned degree
Ofis Telefonu/ Boliim Telefonu/
Office Phone Department Phone
E-posta Adresi/ ORCID No/ORCID ID
E-mail adrreses

. Bina & Oda/
Bolim/Departments Building & Room:
Kurum/Institution AGU Diger (Lutfeq be'hrtlnlz /

Other (Please indicate)

Posta Adresi/
Mailing Address




IRB REVIEW

Ortak Arastirmaci 3/Co-Investigator #3
Unvan ve Isim/Name and highest

earned degree
Ofis Telefonu/ Boliim Telefonu/
Olffice Phone Department Phone
E-posta Adresi/ ORCID No/ORCID ID
. Bina & Oda/
Boliim/Departments Building & Room:
o AGU Diger (Liitfen
Kurum/Institution belirtiniz)/Other (please
mdicate)

Posta Adresi/
Mailing Address

Arastirma SeKkretaryasi/Research Staff
Projede §6rev alan ve iletisime eklenen tiim personeli yaziniz. Daha fazla personel i¢in sayfa ekleyiniz. Research
Staff includes any personnel to be included in correspondence related to this study. Use attachment pages for additional staff.

Unvan ve Isim/Name and highest

earned degree
Ofis Telefonu/ Bolim Telefonu/

Office Phone \Department Phone
E-posta Adresi/

E-mail adrreses
s Bina & Oda/
Bolim/Departments Building & Room:
. - Diger (Liitfen
Kurum/Institution AGU belirtiniz)/Other (please
mdicate)
Posta Adresi/
Mailing Address

Proje Siiresi/Project Period
Aragtirmaniz kag ay siirecek? (Etik Kurul onay1 alana kadar aragtirma baslatilamaz.)/ How many months will this study last? (No

research may begin until you have obtained IRB approval.)

Ay Sayis1/Number of Month

Tam tarihler (gg.aa.yy) Baslangig/ iti
Inclusive dates (dd.mm.yy) Start Bitis/End

Finansal Cikar Catismasiy/Financial Conflict of Interest

Devlet kurumlarinca fonlu projeler 6ncesinde Etik Kurul onay1 alinabilir; / Before state funded research projects may obtain
approval from the IRB,

1. Bu arastirma herhangi bir T.C. kurulusu tarafindan fonlandi, kontrat yapildi ya da 6diillendirildi mi? Is this research

project
fund an award, cop*gct, ar agreement with a Turkish Republic agency?
Evet/Yes G ﬁ%ylr?No

2. Bu aragtirmanin tasarimi, uygulanmasi ve raporlanmasindan sorumlu musunuz?Eger cevabiniz hayir ise ek sayfada hangi kurum ya
da kisilerin sorumlu oldugunu aciklayiniz. Are you responsible for the design, conduct, or reporting of the research project? If your answered
NO, please attached a letter with this application to explain responsible party.

Evet/Yes O Hayir/No

3. Bunlarla sinirli olmamakla birlikte aile, bireysel ya da sirket gibi her hangi bir finansal ¢ikar ¢atismasi igermekte

midir? Eger cevabiniz evet ise ek bir sayfada potansiyel finansal ¢ikar ¢catismasini bildiriniz. Does research include any financial
conflict of interest include but not limited to family, individual, or business. If your answered YES, please attached a letter with this application to

explain potential financial conflict of intereset.
é Evet/Yes Hay1r/No




IRB REVIEW

Proje Destegi/Project Sponsorship
Projenizi nasil fonlamay1 diistiniiyor sunuz? /How may your project be funded?

[ ] BAP yada diger AGU fonlar/BAP or AGU funds

|:| Sirket destegi veya 6zel fon /Corporate sponsors or private foundation
|:| Devlet destegi (Tubitak fonlar1 dahildir)/State grant ( Tubitak grants not
|:| exempt) Desteksiz arastirma/Non-funded research

|:| Diger /Other
Varsa bagvurunuzun mevcut statiisii nedir?/What is your application status if applicable?

O Hazirlik/In Preparation O Bagvuru sonucu beklemede/Waiting application result O Fonlandi/fund has been granted

Eger projeniz AGU fonlar1 disinda desteklenmesi bekleniyorsa (degerlendirme siirecinde olanlar dahil), litfen kurulusun iletisim bilgilerini Etik
Kurula bildiriniz ve proje teklifinizin kopyasini Etik Kurul'un degerlendirmesi i¢in bagvurunuza ekleyiniz. /If your project is supported externally
(including if your project status is under review), please provide contact information with this IRB application and include a PDF copy of your

sponsored project proposal for IRB review.

Kurulus/4Agency

Adres/Address

Iletisim i¢in isim ve invan/
Contact Name & Title:
Telefon numarasi/
Telephone

%r;t(ber:

E-mail:

Basvuru No#/Proposal ID #
Destek/Funding ‘ Karar bekleniyot/Decision is pending ‘ |:| ‘ Destek acgiklandi/Funds have been awarded

Eger desteklendiyse liitfen kurulusdaki 6diil ya da proje numasini
yaziniz/If awarded, please provide agency-assigned award number:

Kisa ve Ac¢ik Ozet/Lay Summary

Liitfen bu boliim altindaki sorular1 yalin bir dille veya arastirma bagliginiza asina olmayan birinin anlayacagi
sekilde cevaplayin. Jargon kullanimindan kaginin. /Please answer these questions in lay language or language
understandable by a person unfamiliar with your topic of research. Jargon should be avoided.

1. What is your research question?/Arastrma sorunuz nedir?
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2. Hangi arastirma metodunu kullanacaksimniz? (Sorulari nasil soracaksiniz?) Eger bir protokol varsa
basvuruya ekleyin./What research methods will you use? (How do you ask the question?) Attach a protocol if applicable.

3. Katihmcidan ne yapmasini isteyeceksiniz?/What will you ask the subjects to do?
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Katilimc1 Orneklemi/Subject Populations
A. Katilmer Sayisi: Ka¢ katilmeiy: dahil edeceksiniz?/Number of Subjects: How many subjects will you enroll?

‘ Erkek/Male ‘ ‘ Kadin/Female ‘ ‘ Toplam/Total ‘0 ‘

Eger bu bir klinik denyse, veri setleriniz i¢in onam siirecine alinacak (deneye dahil edilmese de) katilimci1 sayisi tahmininiz

nedir?[fthig”is a clinical trial, how many people do you estimate will need to take through the consent process (but not necessarily enroll) to get the data
sets you need:

Erkek/Male ‘ ‘ Kadin/Female ‘ ‘ Toplam/Total ‘O ‘
. Yas Arahig1 (Uygun olan hepsini isaretleyiniz)/Age Ranges (check all that apply)

=

0-7 (Aile onam formunu bagvurunuza ekleyiniz./Submit parental consent form.)

8-17 (Cocuk riza formunuzu ve aile onam formunuzu basvurunuza ekleyiniz/Submit child’s assent form and parental consent fofm.
18-64

65 ve Uistli/65 and older

. Katillmecilarin bulundugu yerler (Uygun olan hepsini isaretleyiniz)/Location of Subjects (check all that apply)
AGU Bolim/Dept.

[ ]

@)

MEB okullarinda/Elemt. or Secondary Schols Okul/School

Saglik Ocaklarinda/Community Clinic ~ Belirtiniz/Specify

Hapisanelerde/Prisons Belirtiniz/Specif|

Kayseri Huzur EVi/Kayseri Retirement Home Bellﬂlan/Speaf
SUMER Kampiisiinde/Sumer Campus [Belirtiniz/specif

Kayseri Hastanesinde/ Kayseri Hospital [Belirtiniz/Specif

Cocuk Hastenesinde/Children’s Hospital Belirtiniz/Specify

Diger sosyal organizasyonlarda . ]
Other Community Organizations BehrtHnZ/SPEClﬁ

Diger iiniversite mekanlarinda/ Belirtiniz/specif}
Other University Facilities

Diger Hastaneler/Other Hospitals Belirtiniz/Specif

Diger iiniversiteler/Other Universities  |Belirtiniz/Specif
Diger Ozel Kurumlar/Other Special InstitutidBelirtiniz/Specifi

N I

TC dis1 kurumlar/Non-TC Site/Institution |Belirtiniz/Specif]
. Katilimci Ozellikleri/Subject Characteristics (check all that apply)

=]

Normal Gondiilliiler (sagliklr yetiskinler)/Normal Volunteers (competent adults)

Normal Goniilliiler (saglikli ¢ocuklar)/Normal Volunteers (competent children)

Yatakli hasta/Inpatients

Taburcu edilmis hasta/Outpatients

Tkincil Veri Seti (Katilimei iletisim bilgisi olmayan)/Secondary Data with Identifiers (No Subject Contact)

N | O

Tkincil Veri Seti (Katilimei iletisim bilgisi olan)/Secondary Data with Identifiers (Subject Contact)

Kullandigimiz veri havuzunu belirtiniz/Specify Subject Pool

E. Katihmc1 Dahil ve Hari¢ Birakma/Inclusion and Exclusion of Subjects in this Research Study
Orneklem belirlemede kullandiginiz kriterleri belirtiniz. Yetiskin olmayanlari neden dahil ettiginiz ya da disarida

biraktiginizin da mesrulastirilmasi gerekiyor. Please indicate selection criteria. It is necessary to justify the inclusion
-and exclusion of minors.
Dahil etme kriterleri/Inclusion Criteria
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Disarida birakma kriterleri/Exclusion Criteria

. F. Calismaya dahil edilen 6zel 6rneklem (Uygun olan hepsini isaretleyiniz)/ Special Populations to be Included in this Study (check all that .
apply) )
Bazi gruplar savunmasiz gruplar olarak tanimlanmakta ve Komisyonumuzca 6zel olarak degerlendirmeyi gerekli kilmaktadir. Oneri:
Aratirmacilar ayrime1 bir bicimde 6rneklem se¢gmemeli. Millet/irk ya da cinsiyete dayan diglama kriterleri kullanmak agik bilimsel rasyonel
gerektirmektedir. Some groups are considered vulnerable, requiring special consideration by the IRB. Suggestion: Researchers should not select on the
basis of discriminatory criteria. Criteria that exclude participants on the race or gender requeire a clear scientific rationale for the exclusion.

Resit olmayanlar (18 yas alt1)/Minors (underage 18)

Hastalar/Patients

Zihinsel|Duygusal|Gelisimsel Engelli Bireyler/Mentally|Emotionally|Developmentally Disabled People

Azinlik gruplar ve Tiirk¢e Bilmeyen Gruplar (Belirtiniz)/Minority(s) and Non-Turkish Speakers (Specify)

Hamile Kadinlar/Pregnant Women

Cenin|Cenin dokusu/Fetuses|Fetal Tissue

O

Yasl katilimei (65 ve {lizeri)/Elderly Subjects (65 and over)

Ozel Orneklem Kullanim Rasyonelini Belirtiniz/Provide Rationale for Using Special Populations

KATILIMCI GEREKLILIKLERI/RECRUITMENT OF SUBJECTS
A. Katilimeilarin nasil belirlenecegi ve calismaya dahil edilecegini tanimlayiniz./Describe how subjects will be identified and
recruited. Davetiye, pano yazisi, eposta mesaji, mektup veya telefon senaryosu gibi her tiirlii kullanilacak

materyallerinizi ek belge olarak bagvurunuza ekleyiniz/ drtach a copy of any and all recruitment materials to be used, e.g. advertisements, bulletin
board notices, e-mail messages, letters, or phone scripts. Note that only the IRB approved, stamped versions of these forms may be used for your project.

B. 11k iletisim/mnitial Contact

Ilk iletisime kimin ve ne sekilde gegecegini tammlayiniz. Eger katilimeilar kayitlardan segilmis ise kayitlara erisim onayini kimin
verdigini ekleyiniz. Ortakliginiz/izninizle ilgili olarak yazili bir dékiiman(lar)1 bagvurunuza eklemelisiniz. (Katilimcilarla ilk
iletisim kayitlardan arama yoluyla gerceklestirilmesi kayitlari resmi olarak tutan kurum ya da kisilerle yapilmali (6rn. aile hekimi,

) terapist veya okul muduru)/ Describe who will make initial contact, and how it will be made. If subjects are chosen from records, indicate who gave approval for

use of the records. Written documentation for the cooperation/permission from the holder or custodian of the records should be attached. (Initial contact of subjects identified
through records search must be made by the official holder of the record, i.e. primary physician, therapist, or public school official.)
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C. Katilimeilar 6ncesinde tesvik veya sonrasinda 6diil alacak mi? will subjects receive inducements before or rewards after the study?

@ Evet/Yes O Hay1r/No

Cevabiniz evet ise liitfen tanimlayiiz. Bu bilginin onam formunda "Tegvik" baslig1 altinda olmali "Fayda" baglig1 altinda
~olmamali. Ayrica ¢oklu katilim arasindaki 6demeler esit olmalidir./ Ifyes, please describe. Note that this information must be included
in the consent form, under the heading “Compensation,” and not in the “Benefits” section. Also, payments for multiple visits should be prorated.

D. Katilimer arastirma ile iligkili prosediir i¢in para 6deyecek mi?/Will subjects be charged for research related procedures?

Evet/Yes Hayir/No

~ Cevabiniz evet ise, liitfen tahmini iicreti yzaziniz. Bu bilginin onam formunda yer almasi gerekmektedir. If yes, explain charges,

including estimated amounts. This information must be specified in the consent document.

RiSK ve FAYDALAR/RISKS AND BENEFITS

~A. Aragtirma asagidakilerden hangilerini icermektedir?(Uygun olan hepsini isaretleyiniz)/Does the research involve
any of the following? (Check all that apply)

flag, kimyasal, biyolojik gereg veya aygit uygulama./Administration of drugs, chemical, or biological agents, or devices.

Kontrollii madde kullanimi/Use of controlled substances

Radyoizotop veya dlager )1(yon1k radyasyon kaynaklar1 (X-ray de dahil)/Use of radioisotopes or other sources of
ionizing radiation (}i,nclu ing X-rays)

Fiziksel uyaran uygulama/Administration of physical stimuli

Egzersiz ve diyette belirgin degisikliklet/Major changes in diet or exercise

Kisisel veri kullanimi/Use of private records|

D Medikal Kayutlar/Medical records | |:| Egitim kayitlari/Educational Records

Katilime1 veya ailesinin olas1 6zel yasam ihlali /Possible invasion of privacy of subject or family

Besin veya uyku gibi fizyolojik gerekliliklerden yoksun kalma/ Deprivation physiological requirements such as nutrition or sleep

Duyusal yoksunluk, sosyal izolasyon veya psikolojik stress gibi psikolojik veya soszal degisken manipiilasyonu/
Manipulation of psychological or social variables such as sensory deprivation, social isolation, or psychological stresses

Herhangi kisisel veya hassas bilginin miilakat ya da ankette bakilmasi/Any probing for personal or sensitive information
in surveys or interviews

Yaniltma veya Aldatma igeren bir teknik kullanimu (plasebo, cift gér vb). Eger aldatma ya da yaniltma deneysel desenin
bir parcasi ise, aragtirma protokolii katilimcinin aragtirmay: tamamlasiin ya da ¢ekilmesinin hemen ardindan yapilacak

bilgilendirme presediiriine eklenmelidir. Bilgilendirme protokoliinii ve ilgili tim materyalleri bagvurunuza ekleyiniz./ Use
of a deceptive technique (placebo, double blind, etc). If deception is part of the experimental design, the protocol must include a debriefing procedure, which will be followed
upon completion of the study or upon withdrawal of a subject. Attach a description of the debriefing protocol and any related materials.

Katilimcinin incitici, tehtit edici veya asagilayici olarak degerlendirebilecegi metaryallerin sunumu/Presentation of
materials which subjects might consider offensive, threatening, or degrading

N I I I

Diger riskler/ Other risks | Belirtiniz/ Specify:
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B. Katilim risklerini en aza indirmek 1(;111 alinan onlemleri tanlmlay1mz. [Describe the precautions that will be taken to minimize the risk to the subjects.

C. Yukarida degindiginiz riskler ya da uygunsuzluklar neden makul? Aragtirmadan beklediginiz ¢iktilar nelerdir? Liitfen
bu risklerin hem katilimeilarin elde edecegi faydalar hem de bu aragtirmadan makul olarak beklenen sonuglarin olusturacagi

bilginin 6nemi ile iligkili olarak mesrulastiriniz. / Why are the above-mentioned risks and inconveniences reasonable? What is the expected scientific yield
- from the project? Please justify the risks in relation to the anticipated benefits to the subjects, and in relation to the importance of the knowledge that may reasonably
be expected to result from the research.

D. Katilimin Faydasi/Benefits of Participation:
Bu arastirma projesine katilmaktan elde edilen tiim direkt faydalari listeleyiniz. Eger yoksa, burada ve onam formunda
belirtiniz. Tedavi almanin ya da uzun vadede bilme katki gibi faydalarin, aragtirmaya katilmanin faydasi olarak

degerlendirilmeyebilir. Bu farkin onam formunda vurgulanmasi gerekmektedir. List any anticipated direct benefits to participation in this research
project. If none, state that fact here and in the consent form. The benefit of receiving treatment or contributing the science in general are not necessarily a benefit to
" participation in the research project. This distinction is central to informed consent. i

BIYOLOJIK ORNEK/BIOLOGICAL SAMPLES
A. Kan alimi, kemik iligi biyopsisi ve ya diger doku biyopsileri vb./ Blood drawing, marrow biopsy sampling, biopsy of other tissues,
etc. Eger arastirma projiniz i¢in viicut sivist ve doku aliniyorsa, liitfen ne kadar ve ne siklikta alinacagini belirtiniz. Onam
formu sade vatandasin anlayacagi 6l¢iilerdeki esitligine gore ifade edilmelidir, 6rnegin kasik, fincan vs. Liitfen yalnizca
arastirma i¢in uygulanan prosediirle tanilama prosediiriinii ayrigtirarak belirtiniz. Herhangi bir yan etki, yaralanma ya da
olas1 acinin hem yukarida risk boliimiinde ifade edilmesi hem de onam formunda yer almas1 gerekmektedir. Ifsamples of body
" fluids or tissues are taken as part of this research project, state how much and how often the samples are taken. The consent form must include lay term
equivalents for the amounts, teaspoons, etc. Please distinguish procedures that are diagnostic from procedures that are performed solely for research.
Any known side effects, possible pain or injuries that may occur from such procedures should be noted in the risks section above as well as in your
consent form.
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B. DNA 6rnegi alinacak mi1?/will DNA be collected?

@ Evet/Yes O Hay1r/No
C. Doku/kan 6rnekleri kimlik bilgileriyle birlikte mi saklanacak?/will tissue/blood samples be stored with identifiers?

@ Evet/Yes O Hay1r/No

e
ARASTIRMA KAYNAKLIT YARALANMA/RESEARCH-RELATED INJURY
Aragtirmanizda azami riskden fazla arastirma-kaynakli (fiziksel, sosyal, finansal veya diger tiirlerden) yaralanma
olasilig1 mevcutsa, eger tazminat ya da tedavi saglanacaksa acgiklama yapilmast gerekmektedir. Diizenlemenin yalnizca
'fiziksel yaralanma' ile sinirli olmayacagi seklindeki hatali ancak yaygin yorumlamay dikkate aliniz. Research-related
injury (physical, social, financial, or otherwise) that is more than minimal risk is possible in research, an explanation must be given if voluntary
compensation and treatment will be provided. Note that the regulations do not limit injury to “physical injury,” a common misinterpretation.

VERI GIZLIiLiGi/cONFIDENTIALITY OF DATA

A. Veri gizliliginin nasil siirdiiriilecegine yonelik uygulamalarinizi tanimlayiniz. Describe provisions that will be made to maintain
confidentiality of the data.

. B. Veriniz nerede ve nekadar siire ile saklanacak? Liitfen hem asagida hem de onam formunda acgiklayiniz. where will the
data be kept and fhoorw long? Please explain below and in the consent form.

" C. Hangi giivenlik uygulamalari kullanicak (yazilim, encription vb)? Toplanan verilere kimlerin erigimi olacak.

Liitfen hem asagida hem de onam formunda agiklayiniz./What security provisions will be used? Who will have access to the
collected data? Please explain below and in the consent form.
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D. Katilimcilarin tanimlandigi veri yiiriitiicii diginda baska birinin erisilebilir olacak m1, 6rnegin devlet kurumlari, aragtirma
sponsoru gibi?Will data identifying the subjects be made available to anyone other than the Principal Investigator, for example, the state institutions,

study sponsor, etc.? ) o
é Evet/Yes O Hayir/No Eger cevabiniz evet ise hem asagida agiklayiniz hem de onam formunda belirtiniz. 7
ves, please explain below and in the consent form.

" E. Veri hasta kaydi ya da diger kalic1 bir kayit olacak m1?/Will the data be part of a medical chart or other permanent record?

@ Evet/Yes OHaylr/No Eger cevabiniz evet ise, liitfen hem asagida hem de onam formunda aciklayimz./1f

yes, please explain below and in the consent form.

BILGILENDIRILMIiS ONAM/INFORMED CONSENT

A. Bilgilendirilmis onam formunuzu hazilayarak Etik Kurul degerlendirmesi i¢in bagvurunuza ekleyiniz.
(Yalnizca en son giincellenmis versiyonu kullandiginizdan emin olmaniz i¢in formun her bir sayfasinda tarih yer aldigindan emin
olunuz). /Przp)are and attach a consent form for IRB review (A date should also be noted on each page to ensure that only the most recently approved

version is use

B. Arastirmanin katilimcilara hangi metotla taktim edilecegini tanimlayiniz.

(Aciklamanizi teknik terim olmaksiniz yapiiz. Eger telefonla veri toplayacaksaniz, telefon metniniz gereklidir. Asagiya aciklayiniz,
ektedir seklinde yonlendirme yapmayiniz.)

" /Describe the method by which you will introduce the research to the subjects. (Write the explanation in lay language. If you are using telephone surveys,.
telephone scripts are required. Type the explanation in the box, and do not refer the reader to an attachment.)

C. Katilimeinin anladigini hangi sorularla dl¢eceksiniz?
(Liitfen asagiya onam siirecini anladigini nasil anlayacaginizi agiklaymiz. Katilimcilardan arastirma amacini size
aciklamasinin yaninda katilimlarinin kendisi i¢in riskleri ve faydalarini belirtmelerini isteyiniz. Bu sorulara verecekleri
yanitlar sizin katilimcilarin onam siirecini anlayip anlamadigini tanimlamaniza yardime1 olacaktir. Eger katilimeilar
- anlamamiglarsa, onama imza atmis olsalar bile bilgilendirilmis onam bagarilamamis olacaktir.)
/What questions will be asked to assess a subject’s understanding?
(Please explain how you will assess a subject’s understanding of the consent process. Please ask subjects to explain the purpose of the study to you, along
with the risks and benefits to themselves as participants. Their answers to these questions should allow you to determine if they understand the study and

their part in it. If they do not understand, informed
consent has not been achieved even if the subjects signed the consent document.)
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D. Verileri toplamanin gerceklesmesiyle ilgili olarak, onam ne zaman tartigilacak ve onam formlar1 toplanacak? (hemen

veri toplama dncesi mi yoksa ¢ok daha 6nce mi?) Liitfen spesifik olunuz. In relation to the actual data gathering, when will
" consent be discussed and documentation obtained? (pre-operatively, or several days before?) Be specific.

E. Arastirmaci(lar) onamlar1 kendileri mi alacaklar?/ will the investigator(s) be securing informed consent?
Evet/Yes O Hay1r/No
Eger cevap hayirsa, liitfen kimlerin olacagini gérev iinvanlariyla birlikte belirtiniz, ayrica bu kisileri onami toplamalari

ve katilimcilarin sorularina yanit verebilmeleri igin nasil egitmeyi planladiginizi kisaca tanimlayimniz./ If no, please name the
specific individuals who will obtain informed consent and include their job title and a brief description of your plans to train these individuals to
obtain consent and answer subjects’ questions.
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ARASTIRMACI ONAYI/INVESTIGATOR’S AGREEMENT

Bu arastirmanin yiiriitiiclisii olarak, Etik Kurula agagidaki bildirimimin dogru oldugunu garanti ederim. /4s Principal
Investigator of this study, I assure the Human Subjects Review Committee that the following statements are true:

Bu formla sagladigim bilgilerin tamami1 dogrudur. Arastirmanin prosediiriinde, ortaklarinda, sponsor kurumlarinda ve diger
tiirden yapacagim her hangi bir degisiklikte Etik Kurula bildirerek yazili onay alacagim. Arastirmam sirasinda herhangi bir
beklemeyen olumsuz durumla karsilagirsam derhal Etik Kuruluna bildirecegim. Arastirma sirarsinda eger katilimcilarin
faydas1 ya da riskleri dogrultusunda herhangi bir yeni gelisme bulgularsam bunu Etik Kurula yazili olarak bildirecegim.
Etik Kurul karar1 elime gegene kadar arastirmaya baslamayacagim. Arastirmanin statiisii ile iligkili Etik Kurulun benden
isteyecegi tim raporlamalar1 yerine getirecegim ve bilgi saglayacagim. Eger bu aragtirma igin sponsor ararsam Etik
Kurulun ilkelerini takip etmeye devam edecegim ve bu formda belirtmis oldugum bilgileri sponsorluk basvurularinda da

dogru ve burada belirtigi gibi yansitacagim. The information that is provided in this form is correct. I will seek and obtain prior written
approval from the IRB for any substantive modifications in the proposal, including changes in procedures, co-investigators, funding agencies, etc. I will
promptly report any unexpected or otherwise significant adverse events that occur in the course of this study. I will report in writing any new findings
that develop during the course of this study that may affect the risks and benefits to participation. I will not begin my research until I have received
written notification of IRB approval. I will comply with all IRB requests to report on the status of the study. I will maintain records of this research
according to IRB guidelines If I am seeking IRB approval for a sponsored project, I hereby certify that the application that I have submitted to my
funding agency accurately and completely reflects what is contained in this application

Yiiriitiicli Imzasi/original Signature of I | Yiiriitiiciiniin Gérev Statiisii/Title of PI | Tarih(gg.aa.yyyy)/Date (dd.mm.yyyy)

Arastirmact Imzas1/original Signature of cO-PI| Aragtirmaci Gorev Statiisii/ Title of Co-Pf Tarih(gg.aa.yyyy)/Date (dd.mm.yyyy)

Arastirmac1 Imzas1/original Signature of co-P1 | Aragtirmaci Gorev Statiisii/Title of Co-PJ Tarih(gg.aa.yyyy)/Date (dd.mm.yyyy)

OGRETIM UYESI SPONSORLUK ANLASMASI/FACULTY SPONSOR AGREEMENT
Ogrenci arastirmalari Akademik Danigsman onay1 gerektirmektedir. /Student research requires the approval of an Academic Advisor.
Akademik Danisman olarak arastirma yapacak dgrencim igin, 6grencimin insan denekli arastirmalar icin Universitenin

yasal diizenlemelerine uyacagini saglama konusunda sorumlulugum oldugunu varsaytyorum. As Academic Advisor to the Student

Investigator, I assume responsibility for ensuring that the student complies with University Regulations regarding the use of Human Subjects in
research.

Danigsmanin Tam Adi/4dvisor’s Name}

Bolim/ Department:

Kurum/Institution: AGU Diger/Other

Adres/Address:

Telefon/Telephone :

Eposta/E-mail:

Sponsor Ogretim Uyesi imzaSI/Signature of Faculty Sponsor Tarih (gg.aa.yyyy)/Date (mm.dd.yyyy)




IRB REVIEW

Basvuru formunun sonuna geldiniz. Liitfen tiim sorulara cevap vermis oldugunuzdan ve arastirmanizla iliskili
olmadigin diisiindiigiiniiz boliimlere "uygulanabilir degil" seklide ifade ettiginizden emin olunuz. Liitfen asagidaki

listeyi kontrol ederek bagvurunuz igin gerekli olan tiim bilgi ve belgeleri sundugunuzdan emin olunuz./You have reached
the end of this form. Please make sure that you have responded to every question, even if your response is “‘not applicable.” Please review the

checklist below to insure that you have included all of the declarations required in your application.

Arastirmaci icin Kontrol Listesi/Checklist for Investigators
(Tamamlanmadiginda bagvuru geri gonderilecektir./ Application will be returned if not

1. Arastirma yalin bir dille veya aragtirma basligina asina olmac}?gﬁjlﬁlleﬁ)nin anlayacagi sekilde bir 6zet
igerir./This application includes a lay summary stating the purpose of the study.

2. Bagvuru aragtirma 6rneklemini, dahil etme/hari¢ birakma kriterlerini, 6rneklemi belirleme siiregleri gibi
bilgileri tanmmlamistir./The application describes the study population, inclusion/exclusion criteria, process of identifying
subjects, etc.

3. Ozet katilimeilarin karsilasabilecegi olasi tiim risk ve faydalarin ne oldugunun tanimini igermektedir. /
The abstract includes a full description of anticipated risks and benefits of study participation.

4. Bagvuru katilimcilardan tamamlanmasi istenilen tiim gorevlerin tanimini igermektedir. /The application
includes a description of tasks the subjects will be asked to complete.

5. Riskleri minize etmeye yonelik 6nlemler formda siralanmistir./Provisions have been made to minimize risks and
these are outlined on the form.

6. Olas1 bir kaza veya yaralanma i¢in 6nlemler alindi ve bu 6nlemler belgelendirildi./Provisions have been
made and documented to care for subjects in case of accident or injury.

7. Veri gizliliginin siirdiiriilmesiyle ilgili prosediirler tamamen tanimlandi./Procedures to maintain confidentiality
have been described fully.

8. Aragtirmayla iligkili olabilecek tiim bireylerden (aile, ortaklasilan kurum, katilimcilar vb.)
bilgilendirilmis onam almak i¢in planlama yapildi ve bu basvuruda bildirildi. /Provisions have been made to
obtain informed consent from all individuals related to the study (parents, subjects, cooperating institutions, etc.).

9. Formdaki tiim sorular cevaplandirildi./4il questions on the form have been completed.

10.Tim destekleyici dokiimanlar ve belgeler eklendi, 6rnegin Oneri, anket araglari, miilakat takvimi, davet
mektubu, reklam vb./4il supporting documents have been attached, including proposal, survey instruments, interview
schedules, solicitation letters, advertisements, etc.

11.Eger bu aragtirma baska bir komite ya da ortaklasilan kurumdan onay gerektiriyorsa, bu onayin yazili
dokiimani basvuruya eklendi./If this study requires approval of another committee or cooperating agency, documentation
of approval or notice of application has been attached.

12.Uygun olan boliim ve akademik danigman imzalart alindi./Appropriate departmental signatures and signature of
academic advisor for student research have been secured.

13.Bu bagvurunun bir kopyasi arastirmaci tarafindan kayit altina alindi./A copy of this application has been retained
for the investigator’s records.
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