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TAI LIEU CHAP THUAN CO HIEU BIET BANG VAN BAN - BIEU MAU DANG NGAN

Tai liéu nay phai dwoc viét bang ngén ng dé hiéu cho déi twong nghién ctru va phai dwece dinh
kém v&i van ban tém tat cac théng tin dworc trinh bay bang miéng.

Quy vi dang dwoc dé& nghi tham gia vao mét nghién ctru thir nghiém.

Trwéce khi quy vi ddng y, bac sT nghién ctru phai cho quy vi biét vé:

(i) ly do thwc hién nghién ctru, nhirng gi sé dwoc thwe hién va quy vi sé tham gia vao nghién ctru
trong bao lau;

(i) batky cac xét nghiém hay diéu tri nao hién dang la thir nghiém;

(iii) bt ky rii ro hay tac dung phu ndo quy vi c6 thé gap phai, va cac két qua tét co thé mang lai tw
nghién ctu;

(iv) cac diéu tri khac quy vi cé thé nhan néu quy vi quyét dinh khong tham gia vao nghién ctru; va

(v) cac hd so ghi chép clia nghién clru sé dwoc lwu trik nhw thé ndo va ai ¢ thé xem chang.

Khi ap dung bét ky diéu nao sau day, bac s nghién ctru ciing phai cho quy vi biét vé:
(i) chi tra trong trwwong hap quy vi bi tdn thwong do nghién clru;
(i) kha nang co nhirng rii ro khac chwa dworc biét dén;
(iii) cac ly do tai sao bac st nghién ctru cd thé loai trlr quy vi ra khéi nghién ciru;
(iv) cac chi phi ctia quy vi neu quy vi tham gia vao nghién ctru nay;
(v) diéu gi s& xay ra néu quy vi quyét dinh dtrng tham gla vao nghién ctru;
(vi) khi nao quy vi sé duwgc thong bao vé nhirng két qua tim kiém mai c6 thé anh hwéng dén viéc quy
vi cdm th&y nhu thé nao vé viéc tiép tuc tham gia vao nghién ctru; va
(vii)bao nhiéu nguwoi sé tham gia vao nghién ctru.

[Insert if your study is using an investigational drug, device or biologic, otherwise please delete] Ban mo ta
th&r nghiém 1am sang nay sé c6 san trén www.clinicaltrials.gov, theo yéu ciu ctia Luat phap Hoa Ky. Trang
web nay sé& khong co cac thong tin cé thé nhan dang quy vi. O’ mirc dd nhidu nhét, trang web sé& bao gdm
mot ban téng hop cac két qua. Quy vi co thé tim kiém trang web nay bét ky Iuc nao.

Néu quy Vi dong y tham gia vao nghién ctru nay, bac st nghién ctru phai cung cép cho quy vi mot ban sao
clia biéu mau nay sau khi biéu mau dwoc ky cling véi van ban tém tat nghién clru.

Néu quy vi co bat ky thac mac nao vé nghién ctru nay hodc néu quy vi cam thay minh bj thwong vi
nghién ctru nay, vui long lién hé INSERT NAME OF CONTACT theo so
CONTACT'S PHONE NUMBER

[IF THE STUDY INCLUDES A FACULTY ADVISOR, INSERT THE FOLLOWING: Quy vi ciing c6 thé lién hé
v6i Cb van Khoa cia t6i, INSERT NAME OF FACULTY ADVISOR) theo (INSERT FACULTY ADVISOR’S
NUMBER)].

[IF THE STUDY DOCTOR HAS A PAGER, INSERT THE FOLLOWING: Néu quy vi khong thé lién hé voi
nhan vién nghién ctru, vui I6ng nhén tin cho bac si nghién ciru theo sb (INSERT INVESTIGATOR’S PAGER
NUMBER)].
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D& co thém thong tin vé viéc cung cap chép thuan hoac quyén ciia quy vi voi tw cach la déi twong tham
gia vao nghién ctru nay, lién hé voi Van phong Uy ban Xem xét Thudc Hoc vién (Institutional Review
Board Office) theo s0 (615) 322-2918 hoac so dién thoai mién phi (866) 224-8273.

Quy vi khdng bi bat budc phai tham gia vao nghién ctru. Quy vi cé thé chon khong tham gia vao nghién
ctru va nhan cac bién phap diéu tri khac ma khong anh hudng dén cac quyén vé cham séc stic khoe,
dich vu va cac quyén khac cla quy vi. Quy vi cé thé ngirng tham gia vao nghién ciru nay bét ky Iic nao.
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TUYEN BO CUA NGU'Ol DBONG Y THAM GIA VAO NGHIEN CU’U NAY
T6i da dwoc giai thich bang miéng ve nghién clru. Tat ca cac cau hoi cua to6i da dworc tra 1&i, va toi
tw nguyén va tw do chon tham gia vao nghién ctru nay.

Chir ky ciia Ngwoi Tham gia Signature of Participant Ngay Date
Chir ky cta Nguoilam ching  Signature of Witness Ngay Date
Chi ky ctia Théng dich vién (néu ap dung) Ngay Date

Signature of Interpreter (if applicable)
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SHORT FORM WRITTEN INFORMED CONSENT DOCUMENT

This document must be written in a language understandable to the subject and should be
attached to a written summary of the information that is presented orally.

You are being asked to take part in a research study.

Before you agree, the study doctor must tell you about:
(i) the reason for doing the study, the things that will be done and how long you will be in the study;
(i) any tests or treatments that are experimental;
(iii) any risks or side effects you can expect, and good effects that might come from the study;
(iv) other treatments you could get if you decide not to be in the study; and
(v) how the study records will be kept and who can see them.

When any of the following things apply, the study doctor must also tell you about:

(i) paymentin case you are injured because of the research study;

(ii) the possibility of other risks that are not known;

(iii) reasons why the study doctor may take you out of the study;

(iv) costs to you if you take part in the study;

(v) what will happen if you decide to stop being in the study;

(vi) when you will be told about new findings which may affect how you feel about staying in the

study; and

(vii) how many people will be in the study.
[Insert if your study is using an investigational drug, device or biologic, otherwise please delete] A
description of this clinical trial will be available on www.clinicaltrials.gov, as required by U.S. Law. This
Web site will not include information that can identify you. At most, the Web site will include a summary
of the results. You can search this Web site at any time.

If you agree to be in the study, the study doctor must give you a copy of this form after it is signed along
with a written summary of the study.

If you have any questions about this research study or if you feel you have been hurt because of this
study, please feel free to contact (INSERT NAME OF CONTACT) at (CONTACT’S PHONE NUMBER).

[IF THE STUDY INCLUDES A FACULTY ADVISOR, INSERT THE FOLLOWING: You can also contact
my Faculty Advisor, (INSERT NAME OF FACULTY ADVISOR) at (INSERT FACULTY ADVISOR’S
NUMBER)].

[IF THE STUDY DOCTOR HAS A PAGER, INSERT THE FOLLOWING: If you cannot reach the
research staff, please page the study doctor at (INSERT INVESTIGATOR’S PAGER NUMBER)].

For additional information about giving consent or your rights as a participant in this study, contact the
Institutional Review Board Office at (615) 322-2918 or toll free at (866) 224-8273.
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You do not have to be in this research study. You may choose not to be in this study and get other
treatments without changing your healthcare, services or other rights. You can stop being in this study at
any time.

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY
The research study has been explained to me verbally. All my questions have been answered,
and | freely and voluntarily choose to take part in this study.

Signature of Participant Date
Signature of Witness Date
Signature of Translator (if applicable) Date
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