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Giay Cho Phép St Dung, Tao Lap, Va Chia Sé C4ac Thong Tin Y T&
Cho Muc Pich Nghién Ciu:
S6 Nghién Cidu IRB:

Quy Pinh vé Quyén Riéng Tu ctia Chinh Quyén Lién Bang bio vé cdc thong tin y t& ciia quy vi/con quy
vi. Quy Pinh v& Quyén Riéng Tu nim trong Pao Luat vé Trach Nhiém va Quyén Chuyén B§i Chuong
Trinh Bio Hiém Sitc Khée (ti€ng Anh goi tit 12 HIPAA).

Né&u quy vi/con quy vi ddng y tham gia vao cudc nghién citu nay (xem tén dai tai dugc ghi trén day),
nhitng ngudi nghién citu c¢6 thé st dung, tao 1ap, hay chia sé cdc thong tin y t& clia quy vi/con quy vi trong
qué trinh nghién cifu. Nhitng ngudi nghién citu chi dugce phép lam nhitng diéu nay n&u quy vi cho phép ho
stt dung, tao 14ap, hay chia sé cdc thdng tin y t& clia quy vi/con quy vi trong qua trinh nghién citu. Miu don
nay cung cAp thong tin d€ gitip quy vi suy nghi xem c6 nén ky vao gid'y phép nay hay khong. Xin doc k§

mau nay.
T “théng tin y t&€” bao ham nhitng gi? [Tl‘l’ nay bao ham: | Comment [v1]: Please select all of the check-
boxes that apply to reflect the specific types of
. , . . . information that you will be collecting. To select
D Tén Ho D bia Chi D S6 An Sinh Xa Hoi a check box, right click the check box, select
Name Address Social Security Number “properties” and select “checked”.

Medical and/or birth history
[] Thong tin nhan khdu hoc [ ] K&t qua cda cdc cude kham sitc khde tdng qudt
Demographic information Results of physical exams

D K&t qui xét nghiém trong phong thi nghiém va/hoic quang tuyén
Results of laboratory and/or radiology tests

D Dit liéu tit cdc cudc phdng van va/hoic nhém tip trung
Interview and/or focus group data

[] Dir lieu tir cdc cude khao sat va/hodc bang hdi [ K&t qua xét nghiém vé hanh vi
Survey and/or questionnaire data Results of behavioral tests

[l Thong tin lién quan d&n tinh trang sitc khéde ctia quy vi
Information related to your health condition

[[] Thong tin trong hd so y t& c6 lién quan d&n cude nghién ctfu niy
Information in your medical record relevant to this study

[] Khdc (néu cy thé) *
Other (please specify)*

* N&u stt dung mau HIPAA dugc dich sdn, thong tin nay ciing phai dugc chuyén ngit
* If using a translated HIPAA Form, this information must also be translated
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Nhitng ngudi nghién ciu c6 thé sit dung thong tin y t& nhu th& nao?

Nhitng ngudi nghién ctu c6 thé tao 1ap thong tin y t€ mdi v& quy vi/con quy vi trong qui trinh nghién citu
(xem doan 1 trén). Ho ciing c6 thé stt dung céc thong tin y t&€ sin c6 trong hd so y t& clia quy vi/con quy vi
(xem doan 2 trén).

Nhitng ngudi nghién ctitu ciing ¢6 thé cin chia sé thong tin y t& vé& quy vi/con quy vi dugc thu thip trong
qué trinh nghién citu vdi nhitng ngudi/td chic sau day:

1. Nha tai trg cudc nghi€n cdu nay va cdc dai dién. Tén cia Nha Tai Trg 1a:

2. Nhirng ngudi nghién ciu tai nhitng trung tim khéc ciing tham gia vao cudc nghién cu nay.
Tén clia cdc trung tdm khéc la:

3. Ciéc cd quan nha nudc, tiy ban xem xét vé tinh hgp dao diic, hoi dong quan sit sy an toan va
dir liéu thu thap dugc, va cac t8 chitc khdc c6 trach nhiém theo dbi tinh an toan v hitu hiéu
cling nhu cdch thite thyc hién cla cdc cudc nghién citu.

4. Cong ty bio hi€m sitic khde clia quy vi, néu cong ty bao tra cho cic dich vu chim séc duge
cung cAp trong cudc nghién ctu.

5. Cdc nha cung cap dich vu y t€ khéc lién hé dé&n viéc chim séc sitc khde cho quy vi/con quy vi.

6. ViénY T€ Qudc Gia va céc 8 chic dugc cap qu§ cho cdc hoat dong quin 1y nghién ctu (vi
du, theo di t6ng quat cdc hoat ddng nghién ciu).

7. Nhitng ngudi/td chitc khidc dugc quy dinh bdi ludt phép.

Quy Pinh vé Quyén Riéng Tu dugc 4p dung cho cic bac si, bénh vién, va cidc nha cung cip dich vu
y t&€ khdc. Mot s§ trong nhitng nhém k& trén khong bit budc phai theo Quy Pinh vé Quyén Riéng Tu, do
d6 ho c6 thé chia sé thdng tin vé quy vi/con quy vi v6i ngudi khdc néu luat phap cho phép. Tuy nhién,
cdc quy dinh khic vé viéc bio vé quyén riéng tur clia quy vi c6 thé dugc 4p dung.

Hé So Nghién Cifu

Quy vi ¢6 quyén xem va chup ban sao cédc thong tin ¢6 thé dugc sit dung hay ti€t 1§. Tuy nhién, trong mot
s6 loai nghién cttu, c6 thé quy vi/con quy vi s& khong dugc phép xem vai hd so nghién cttu trong khi cudc
nghién cttu dang dugc tié€n hanh. Piéu nay khong dnh hudng dén quyén clia quy vi d€ xem hd so y t& (hd
sd bénh vién) cia quy vi/con quy vi.

Nhitng ngudi nghién cttu dugc phép cho xuat bdn hay trinh bay cdc k&t qué nghién ciu. Danh tdnh cia
quy vi/con quy vi s& khong dugc ti€t 16 khi xudt bdn hay trinh bay nhitng k€t qua nay.

Quy Pinh vé Quyén Riéng Tu clia Lién Bang khong dudc 4p dung cho cdc thong tin y t& nao dudc x6a bd
tat ca cdc chi ti€t c6 thé sy dung d€ nhan bi€t danh tinh clia bénh nhan. Nhitng ngudi nghién cifu ¢6 thé
quy€t dinh x6a bd ti't cd cdc chi ti€t d& nhan bi€t danh tdnh clia quy vi/con quy vi. Bing cdch nay, ngudi
nghién cttu va nha tai trg ¢6 thé ty do st dung va chia sé thdng tin nay trong pham vi luat phap cho phép,
ké& ca sit dung thdng tin trong cdc cudc nghién citu khéc.
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Thii Tuc Cho Phép Tham Gia Nghién Ciiu

N&u quy vi ddng y tham gia hay cho phép con minh tham gia vio cudc nghién ctiu nay, quy vi sé dugc
yéu cAu ky tén vio miu don wng thuin tham gia nghién ctu. MAu don ung thuin tham gia nghién citu
cho biét chi ti€t vé cudc nghién ciu, gidi thich cdc nguy cd va 1gi ich c6 thé x4y ra khi tham gia nghién
cttu, ciing nhu gidi thich vé& myc dich nghién cttu, nhitng gi s& x4y ra trong khi tham gia, va cdc thong tin
quan trong khdc quy vi can biét.

Muén tham gia vao cudc nghién cifu, quy vi cling phai ky tén vao gidy cho phép nay (Gid'y Cho Phép
St Dung, Tao Lap, Va Chia Sé Cdc Thong Tin Y T& Cho Myc Pich Nghién Cu). N&u quy vi khdng
mudn ky gidy phép nay, cdc dich vu chim séc va diéu tri duge cip cho quy vi hay con ciia quy vi s&
khong bi dnh hudng.

Li Cho Phép Nay S& Cé Hiéu Luc Trong Bao Lau? Néu Quy Vi P8i ¥ Thi Sao? [ Comment (v21: Please check the appropriae
0X.

[] Lai cho phép nay s& c6 hiéu Iuc cho d&n khi k&t thiic cudc nghién citu;
This permission is valid until the end of the research study;

hoidc

or

[] Lai cho phép nay s& khong bao git hét hiéu luc, bdi vi cdc thdng tin thu thap dugc dua vao cd s§ dit
liéu nghién citu hoic kho Ivu miu nghién cttu (tifc 12 cdc mau va/hodc dit lieu sé& dudc luu trit vinh
vién).

This permission will not expire, because this is a research database or repository study (i.e.
specimens and/or data are stored permanently).

Ngoai trit cdc cudc nghién cttu dudc dua vao co s8 dif liéu hodc kho luu miu, thdng tin cda quy vi/con
quy vi s& dudc tiéu hity hoiic x6a bd cac thong tin cd nhin khi cude nghién cttu duge hoan tat. Néu quy vi
d8i y va mudn hiy bd gidy cho phép niy, xin vi€t thu bio cho chiing tdi biét. Viét thu cho Ngudi Nghién
Cttu Chinh (ti€ng Anh viét tit 1a PI):

Tén va Pia Chi ctia PI
[Name and Address of PI].

Né&u quy vi hily bé gidy cho phép nay va quy vi/con quy vi 1a bénh nhan tai Bénh Vién Childrens’
Hospital xin gdi mdt ban sao clia thu bio hity bd dén:

Director of Health Information and Privacy, Health Information Management, 4P-2, Childrens’ Hospital
and Regional Medical Center, 4800 Sand Point Way NE, Seattle, WA 98105-0371.

N&u quy vi hiiy bd gidy cho phép nay, chiing toi s& khong thu thap thém thong tin y t& v& quy vi/con quy
vi nita dé st dung trong cudc nghién cttu. Tuy nhién, cdc thong tin y t& da thu thap dudc trong khi quy vi
con cho phép thi vin c6 thé dugc chia sé hay sit dung. Thi du, nhitng ngudi nghién citu c6 thé cin st dung
hay chia sé thong tin:
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e vily doan toan;
e d& ki€m lai cdc dit lidu trong cudc nghién cifu;
e theo quy dinh cla ludt phdp.

Né&u quy vi ddng y tham gia hay cho con quy vi tham gia, quy vi s& dudc giao mot ban sao ciia gidy cho
phép nay sau khi ky xong.

Loégi Cho Pheup

Tbi ddng y cho phép sit dung, tao 14p, va chia sé cdc thong tin y t&€ clia tdi/con tdi cho muc dich thuc hién
cudc nghién cifu nay (xem tén dé thi & trang 1). P&i v6i bénh nhin ctia Bénh Vién Nhi Dong, s6 hd sd'y
t& s& dugc ghi trén miAu nay nhiim muc dich dwa ban sao cia miu nay vio hd so y t& clia bénh nhin.

Tén Ho (In Hoa) ctia Ngudi Tham Gia Nghién Ctu  Chit Ky clia Ngudi Tham Gia Nghién Cttu (N&u

Printed Name of Participant

Ngay
Date

ngudi tham gia tir 18 tudi trd 1&n)
Signature of Participant (if 18 years or Older)

Gig
Time

Tén Ho (In Hoa) ctia Phy Huynh hay Paj Dién
Hgp Phdp ciia Ngudi Tham Gia Nghién Ctu

Printed Name of Participant’s Parent or Legal

Representative

Ngay
Date

Chit Ky ctia Phy Huynh hay Pai Dién Hgp Phdp
clia Ngudi Tham Gia Nghién Cttu (N&u ngudi
tham gia dudi 18 tudi)

Signature of Research Participant’s Parent or
Legal Representative (if younger than18 years)

Gid
Time

Ngudi Nghién Ctu Lam Tha Tuc Xin Phép

Tén Ho (In Hoa) clia Thanh Vién Nhom Nghién Céu*

Printed Name of Research Team Member*

Ngay
Date

Chit Ky cta Thanh Vién
Nhém Nghién Ciu
Signature of Research Team Member

Gio
Time
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PHAN HUGNG DAN DANH CHO NGUOI NGHIEN CUU

1. Luu bin gdc c6 chit ky ciia gidy nay vao Hé So Nghién Ciiu O
File signed original of this form in Research File

2. Cung c4p ban sao cla gidy c6 chif ky cho Ngudi Tham Gia Nghién Ctfu/Phy Huynh
Provide copy of signed form to Research Participant/Parent

Diénh Cho Bénh Nhin Tai Bénh Vién Childrens’ Hospital (For Children’s Patients)
3. Pién vao hay din nhiin ghi théng tin ctia bénh nhén: [l
Complete or attach patient label:

S6 H6 So Y T€ clia Ngusi Tham Gia Nghién Cttu
Participant’s Medical Record #

Ngay Sinh ctia Ngudi Tham Gia Nghién Citu / /
Participant’s Date of Birth

4. Giti ban sao ciia gidy ¢é chir ky d&€n Phong Luu Trit H6 So Y T&: Mailstop A-4902

Send copy of the signed form to Health Information Filing: Mailstop A-4902 [l
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