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Giéi Thiéu

Tai Bénh Vién Nhi Pong Seattle c6 mdt s6 cudc nghién citu dude thue hién. Muc dich clia nghién citu néi
chung 1 @€ ti€p thu ki€n thitc méi. Bénh Vién Nhi Pong tham gia nhiéu hoat dong nghién citu nhiim bdi dudng
ki€n thifc mdi va cdi thién sy chim séc y t€ cho tré em.

Quy vi dugc moi tham gia hodc cho phép con quy vi tham gia mdt cuéc nghi€n cttu. Viéc tham gia nghién citu
mang tinh chit tinh nguyén. Chiing t6i khuyé&n khich quy vi danh thsi gi @€ thio luan vé cudc nghién citu vdi
gia dinh va ban be.

Cho du ¢6 tham gia hay khong, quy vi va con quy vi s& ti€p tuc nhan dich vu chim séc tot nhat tai Bénh Vién
Nhi Pong. Quyét dinh clia quy vi khong 1am dnh huéng dén dich vu chim sé¢c ma quy vi hodc con quy vi nhin
dugc.

Tru6c khi quy vi quyét dinh c6 mudn tham gia cudc nghién cttu hay khong, cidc nha nghién citu sé& cung cip
thong tin cho quy vi. Thong tin nay s& gidp quy vi quyét dinh xem c6 mudn tham gia hodc cho phép con quy vi
tham gia hay khong.

Quy vi can biét gi truée khi quyé&t dinh tham gia cudc nghién ciu?

e TAISAO cudc nghién citu nay dugc thuc hién.

TruSc khi quy vi quyét dinh, cdc nha nghién cttu s& cho quy vi bi€t tai sao lai thuc hién cudc nghién cttu
d6. Nhitng nha nghién citu sé gidi thich cho quy vi hi€u riing ho hy vong hoc hdi dugc nhitng gi tir cudc
nghién ctfu nay.

e PAC PIEM ciia cudc nghién ciu.

Nhitng nha nghién ctu s& cho quy vi biét:
e Quy vi hay con quy vi s€ tham gia cudc nghién ctru trong bao 1au.
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e Quy vi hay con quy vi s& gip nhitng gi/phdi lam nhitng gi n€u tham gia.

e Cudc nghién cifu s& c6 bt c thii thuat, thudc hay thit nghiém nao mang tinh chat thi nghiém hay
khong.

e Ché& dd chim séc trong cudc nghién citu ndy khac nhu thé nao so v6i su chim séc binh thudng ma quy
vi hay con quy vi nhan dugc.

Quy vi ¢6 nhitng LUA CHON gi.

Mot s& cudc nghién citu, nhung khong phai tA't ci, cung cip su chim séc va diéu tri. Cdc nha nghién cttu
phai gidi thich cho quy vi vé tit ¢4 cdc phudng thifc chim séc va diéu tri khac nhau c6 thé thich hgp cho
quy vi hay con quy vi. Quy vi can dudc bi€t vé moi lya chon trong viéc chim séc cho quy vi hay con quy vi
trudc khi dong ¥ tham gia nghién ctu.

Nhirng RUI RO trong cudc nghién ciu.

Céc nha nghién cdu sé& cho quy vi biét:

e Né&u tham gia thi quy vi hay con quy vi ¢6 thé gip rii ro gi.

e Nhitng rii ro trong cudc nghién citu nhu thé nao so vdi rdi ro trong viéc cham séc¢ binh thudng.

e Liéu c6 nhitng rli ro ma gid diy chua dudc bi€t hay khong.

e Né&u quy vi/con quy vi bi chan thuong do tham gia cudc nghién cttu thi sao, va ai sé& thanh to4n cho viéc
chita tri vé&t thuong.

Nhitng LOI ICH trong cudc nghién ciu.

Céc nha nghién cifu sé gidi thich 12 cudc nghién cttu cé thé mang lai 1gi ich gi cho quy vi hodc con quy vi
hay khong. Ho ciing s& cho quy vi bi€t néu cudc nghién citu c6 thé c6 1gi cho bénh nhin hoic xa hdi trong
tuong lai hay khong.

Quy vi cAn bi€t vé QUYEN RIENG TU

TAt ¢4 cdc thong tin do cdc nha nghién ctu tim hi€u v& quy vi hay con quy vi déu dudc giit kin. Cdc nha
nghién citu s& cho quy vi bi€t ai dugc phép xem thong tin v& quy vi va nhitng ngudi tham gia nghién citu
khéc. Thong tin nay dudc goi la dit liéu nghién ctru.

MOi khi c6 cudc nghién citu thit nghiém mdt loai thudc hodc thi€t bi con trong thdi gian thi nghiém, hai
nhém ngudi s€ nhian dudc dit li€u nghién ctu. Mot nhém 1a Cd Quan Thyc Dugc Phim Hoa Ky (ti€ng Anh
vi€t tit 12 FDA). FDA chiu trach nhiém cho sy an toan thudc thang va cdc thi€t bi y khoa dudc sit dung tai
Hoa Ky. Nhém kia 1a cong ty ché tao thudc hay thiét bi thi nghiém. FDA va cong ty nay c¢6 thé xem xét hd
so y t& clia quy vi hay con quy vi d€ ki€m tra dit liéu nghién citu. Moi thong tin vé& quy vi hay con quy vi
dudc gdi t6i cong ty hay FDA déu duoc giit kin.

Quy vi cAn bi€t vé CAC PHI TON

Quy vi sé& dugc cho bi€t 1a quy vi ¢6 phai chiu phi tdn phu thém nao khong néu tham gia cudc nghién citu.
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Né&u quy vi khong tham gia thi sao? Néu quy vi muén ngung tham gia thi sao?

Viéc tham gia nghién citu mang tinh chat tinh nguyén. N&u khong tham gia thi ciing khong sao. Mot khi da
bdt ddu, quy vi hay con quy vi c6 thé ngung tham gia vao bt cit lic nao. Quy vi sé khong bi phat hay mat
quyén 1¢i né€u khong tham gia hoic nita chirng ngung tham gia.

Céc nha nghién citu ciing c¢6 thé rit quy vi hay con quy vi ra khdi cudc nghién citu. Ho s& 1am vay néu diéu
nay c6 I¢i cho quy vi hay con quy vi. N&€u ho ngung nghién cttu, ho sé gidi thich cho quy vi ly do tai sao.

Né&u quy vi muén tham gia thi sao?

Né&u quy vi mudn tim hi€u vé cudc nghién citu, quy vi sé gip gd mot nha nghién ctu. Nha nghién ctu
ndy, cling vdi sy hd trg clia mot thong dich vién cé gidy chitng chi, s& gidi thich cho quy vi bi&t vé
cudc nghién citu. Ching tdi xin khuyé&n khich quy vi dit cAu hdi! N€u mudn tham gia, quy vi sé& dudc
yéu cAu ky tén vao miu don ndy va dugc giao mot ban sao clia mau don c6 chit ky d€ lvu 1am hd so.
Quy vi cling s& dudc phat mot ban sao clia gidy ung thudn biing ti€ng Anh, trong d6 c¢6 phan md ta
cudc nghién cifu ndy. Nha nghién cttu sé& ky tén vao miu don ti€ng Anh.

Nhitng S0 Pién Thoai Quan Trong:

Né&u ¢6 thic mic vé cudc nghién cifu, xin goi cdc nha nghién cifu qua nhitng s dién thoai in trén
trang diu clia miu don ndy. Hay nhin lai tén va s6 dién thoai cda quy vi vio mady nhin, rdi nha
nghié€n cttu s€ cung v4i mot thong dich vién goi di€n thoai lai cho quy vi.

N&u quy vi/con quy vi giap trudng hgp khin cap lién quan d&€n viéc tham gia cudc nghién ciiu,
hay goi 911.

Nhitng ngudi tham gia nghién citu déu c6 mdt s6 quyén. (Trang cudi cling cia miu don nay cho quy
vi bi€t cdc quyén clia ngudi tham gia nghién citu). Néu ¢6 thic mic vé nhitng quyén nay, quy vi cé
thé goi IRB qua s6 (206) 987-7804. IRB 1a iy ban xem xét va chap thuin cdc cudc nghién citu tai
Bénh Vién Nhi Pong. IRB chiu trach nhiém bio vé quyén ciia tré em va gia dinh ndo tham gia
nghién cttu. Hiy nhin lai tén va s§ dién thoai clia quy vi vao mdy nhin, rdi mdt thinh vién cia IRB
s€ cung v6i mot thong dich vién goi dién thoai lai cho quy vi.
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Loi Tuyén Bé cia Nguwoi Tham Gia Nghién Ciu:

Téi da nghe budi trinh bay vé cudc nghién cifu nay. Mot thong dich vién thong thao ngdn ngif cia toi da
c6 miit trong sudt budi trinh bay. Téi di c6 co hdi dit cau héi vé cudc nghién ciru. Toi bié't ring toi cé
thé goi dién cho cac nha nghién ciu véi sy trg gitip ciia mot thong dich vién dé héi thém vé cudc nghién
citu vao bat e lic nao. Toi bi€t sé dién thoai cin goi trong truvng hgp khan cap. Toi ty nguyén dong y
tham gia hoédc cho phép con téi tham gia cudc nghién citu.

[ IN&us vudng nay dugc danh dau, nha nghién ciu sé muén ngudi dich gidy wng thuin nay tir ti€ng
Anh sang ngon ngit ciia quy vi. Ban dich nay sé giai thich day dui céc chi ti€t vé cudc nghién citu. Chiing
toi s& dua ban dich cho quy vi ngay khi dich xong, thugng 1a sau 1-2 tuin 18.

|:| If this box is checked, the researcher will have the English consent form translated to your
language. This translation will have all the details about the research. This form will be given to you as
soon as it is translated. This usually takes 1-2 weeks.

Tén va Chit Ky ciia Nha Nghién Cttu LAm Thii Tuc Xin Loi Ung Thuidn  Ngay
Name and Signature of Researcher Obtaining Consent Date

A 0 \2 o g0 [ A YXd o /7 A 7
Loi Khang Pinh cia Nguoi Tham Gia/Phu Huynh/Nguvi Giam Ho Hop Phap
Toi da dugc giai thich ddy di vé cudc nghién citu néu trén. Téi ty nguyén dong y tham gia hay cho phép
con tdi tham gia cudc nghién ciu nay. Toi da c6 co hoi dit cau héi. Toi hi€u ring nhitng nguvi cé tén
trén diy s& san sang tra 10i tat ca nhitng cdu héi ciia tdi sau nay vé cudc nghién cifu nay hay vé cic
quyén ctia ngudi tham gia nghién ciu.

Participant/Parent/L egal Guardian’s Statement

The research study described above has been explained to me. I voluntarily agree to take part or allow
my child to take part in this research study. I have had the chance to ask questions. I understand that
the persons listed above will answer any future questions I have about the study or about research
participants’ rights.

XIN LUU Y: Né€u ngudi tham gia nghién ciu nay 1a tré em tam nuéi (foster child) hay chiu 1énh
giam ho cia ti€u bang, xin vui Iong bio cho nha nghién ciu hay nhin vién lam thi tuc xin 15i
ung thuin bi&t vé diéu nay.

PLEASE NOTE: If the participant to be involved in this research study is a foster child or a
ward of the state please notify the researcher or their staff who is obtaining your consent.
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Tén ciia Ngudi Tham Gia Nghién Cdu
Name of Research Participant

Chit Ky ctia Ngudi Tham Gia Nghién Cu (it bujc ky néuz 14 tuéi) Ngay
Signature of Research Participant (required if2 14 yrs. of age) Date
Tén va Chit Ky cia Cha Me hoidc Nguvi Giam Ho Hgp Phap Ngay
Name and Signature of Parent or Legal Guardian Date
Tén va Chit Ky cia Cha Me hoidc Nguvi Giam Ho Hgp Phap Ngay
Name and Signature of Parent or Legal Guardian Date

Thong Tin vé Thong Dich Vién
XIN LUU Y: Chi cdn dién tén thong dich vién n&u 15i wng thuin dugc ghi nhan bing cich ky
ban dich cia Gidy Ung Thuian Ngin va/hoic gidy ung thuin.

Interpreter Information

PLEASE NOTE: Interpreter name is only recorded if consent is documented via a
corresponding translated Short Form Consent and/or translated consent form

Tén Thong Dich Vién Ngay
(Néu cd théong dich vién)
Name of Interpreter Date

(If interpreter is used)

Tén Thong Dich Vién Ngay
(Néu co thong djch vién)
Name of Interpreter Date

(If interpreter is used)
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Théng Tin vé Nhin Chifng
XIN LUU Y: Phdi ¢6 chif k§ ctia nhan chiing khi ding Gidy Ung Thuin Ngin d€ ghi nhén 16i
ung thuin/cho phép ciia phu huynh, hoiic trong nhitng truéng hgp khic do IRB quy dinh.

Witness Information

PLEASE NOTE: A witness signature is required when using the Short Form Consent to
document consent/parental permission or as otherwise required by the IRB.

Loi Chitng Nhin cia Nhin Chiing:
Téi da c6 miit trong sudt budi trinh bay bing miéng vé cudc nghién ciu nay.

Witness Statement

I have been present during the oral presentation of this research study.

Tén va Chit Ky ciia Nhan Chitng Ngay
Name and Signature of Witness Date

Giao bdan sao cho:  Ngudi Tham Gia Nghién Cdu hay Phu Huynh/Ngusi Gidm Ho Hgp Phép
Phong Luu Trit Hb S0 Y T€ (néu thich hop)
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Cac Quyén Cua Ngudi Tham Gia Nghién Cdu*

M&i ngudi dugc yéu cau tham gia nghién cifu déu c6 mét s6 quyén. Véi tu cich 13 ngudi
tham gia mot cudc nghién cttu, quy vi hay con quy vi ¢é cdc quyén sau day:

1. Pugc cho bi€t muc dich clia cudc nghién cttu,
2. Pugc cho biét diéu gi s& d&€n cho quy vi hay con quy vi trong sudt cudc

nghién cttu. Pudc cho biét c6 ba't ¢t thii thudt, thudc, hay thi€t bi nao lai
khdc véi nhitng thi thuat, thudc, hay thiét bi dudc sit dung trong ché do
diéu tri thong thudng,

3. Pugc cho bié€t vé nhitng rdi ro, phdn tng phu, hay cdm gidc khé chiu ddng
ké ma quy vi hay con quy vi s& thudng xuyén gip phai trong sudt cudc
nghién ctu,

4. Pudc cho biét 1a quy vi hay con quy vi c6 thé dugc hudng bat cit 1gi ich gi
tlr viéc tham gia cudc nghién citu hay khong, va néu c6 thi 1gi ich nhu thé
nao,

5. Pugc cho bi€t nhitng phuong thitc chim séc khd thi khac danh cho quy vi
hay con quy vi, va cdc phuong thifc nay c6 thé tot hon hay té hon nhu thé
nao so v4i viéc tham gia cudc nghién ciu,

6. Pugc phép dit bat cif cAu hdi nao lién quan d€n cudc nghién cifu lic
trudc khi dong y tham gia 1an trong thdi gian nghién citu,

7. Pudc cho bi&t vé nhitng phuong thitc diéu tri y khoa s& c6 sdn cho quy
vi/con quy vi néu xay ra bat ky bi€n chitng nao,

8. Tir chdi tham gia, hodc ddi y vé viéc quy vi hay con quy vi tham gia sau
khi cudc nghién cttu bit dau. Quyét dinh nay sé khong lam dnh hudng
dé&n quyén nhin céc dich vu chim s6c ma 1& ra quy vi hay con quy vi vin
dugc hudng n€u khdng tham gia nghién ctu,

9. Nhan dugc bin sao clia gidy ung thuin cé chit ky va ngly thing,
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10.  Khong bi ép budc trong khi cAn nhic xem ¢c6 mudn dong y tham gia
nghién citu hoic ddng y cho con quy vi tham gia nghién citu.

*Trich tit Pao Luat V& Quyén Clia Ngudi Tham Gia Thi Nghiém Cda Ti€u Bang California.
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