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RFA-Rankin ]
Quy trinh dao tao va ching nhin dugc tiéu chuan héa toan cau

MO TA: Khi Cong cu RFA-Rankin dugc chdp nhan réng rai va str dung bdi cac chuyén gia cham séc
stc khde va nghién cltu lam sang trén toan thé gidi, can phai hai hoa va tiéu chudn héa toan cau
trong viéc s dung RFA dung cdch dé cai thién d tin cay gilta cac ngudi danh gia, dé bao vé ddi
tugng con ngudi, an toan cho bénh nhan va dam bao niém tin clia cdng chiing vao viéc sir dung

thiét bi.

DINH NGHIA:

D

2)
3)

4)
5)
6)
7)
8)

9)

Céng cu khoa hoc RFA-Rankin , dugc cac chuyén gia chdm séc st khoe st dung dé dédnh
gia bénh nhan trong khoa hoc than kinh va céac linh vuc diéu tri khac.

HOAT BONG — Géi chira cac mo-dun khéa dao tao va chirng chi.

MODULE — Thiing chira cung cap tai lidu, cau hoi, cdu tra 1oi va cac hoat dong khac dén
man hinh may tinh hodc dién thoai ciia nguoi dung

KHOA HQC - Container kiém soét viéc cung cip mé-dun, bao gdm cac hoat dong diao
tao va chimg chi ciing nhu kiém soat ning lyc cia no.

CRP - Chuyén gia nghién ctru lam sang

CRA - Cong tac vién nghién ctru lam sang

GDPR — Quy dinh chung vé bao vé dit liéu, luat phéap quéc té duoc dua ra dé bao vé
thong tin nhan dang ca nhan (PII) ciia moi ngudi

Tai khoan GDPR/PRIVACY — Tai khoan dién tr do HCP, CRP hodc Nguoi danh gia tao
va s¢ hiru

GDPR / Privacy Wallet — Vi tri noi nguoi tham gia luu giir tai li¢u va chiing chi ca nhan
cua riéng ho.

10) PII — Thong tin nhan dang c& nhan
11) HCP - Chuyén gia cham séc sirc khoe
12)NGUOI THAM GIA - Chuyén gia danh gid, cham soc sttc khoe hodc nghién ctru 1am

sang

13) PM - Du an nghién ctru 1am sang / Quan ly thtr nghiém

14) QA - Pam béo chit lwong

15) RATER - Chuyén gia cham sdc suc khoe hodc nghién ctu ldm sang quan ly thang do.
16) REDI - Quy dinh, Céng bing, Da dang va Hoa nhép

17) SCALE - M6t bénh nhan, danh gia d6i twong hodc cong cu chin doan di dugc khoa hoc

xac nhan.
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HQP LY CHO TIEU CHUAN: Khi céc cong cu khoa hoc dugc quéc té chfip nhan, co ché
kiém soat dam bao chét lwong (QA) phai dugc phat trién dé giam thidu gian 14n, lang phi, lam
dung va du thira trong qua trinh ghi lai nang lyc ctia cac chuyén gia cham soc strc khoe va nghién
cuu lam sang cho cac myc dich sau nhung khong gidi han ¢:

1) Trén an nhitng nguoi tra tién raing HCP dang cung cép cho bénh nhan sy cham soc tét
nhét 6 thé,

2) Pam bao céc co quan quan 1y vé ning luc cua HCP va CRP,

3) Pam bao cac nha tai trg nghién ctru 14m sang v& ning lyc hai hoa ciia nhimg ngudi danh
gia thir nghiém lam sang cua ho,

4) Giam thiéu kha nang xdy ra Phuong sai dir li€u trong cdc thir nghiém 1am sang.

5) Cung cép cho cac co quan chinh phu céc co ché va quy trinh Phén phéi, Phan phdi, Thuc
hién va Theo ddi c6 thé kiém toan va sao chép.

6) Cai thi€n an toan bénh nhan, ddi tugng va cong cong toan clu.

QUY TRiNH TIEU CHUAN HOA

Chuong trinh dao tao va chimg nhan duoc kiém soat béng cach sir dung cac phuong phap dam
bao chat lugng (QA) ti€u chuan sau day dé giup kiém soat tinh trang du thira, lang phi gian lan,
lam dung cling nhu gitip cac nha tai tro giam thi€u sy khac biét dit li¢u trong cac chuong trinh

nghién ctru lam sang.

Tao tai khoan GDPR / Quyén riéng tu

1) Nguoi tham gia phai tao GDPR / Tai khodn quyén riéng tur c4 nhan cia riéng ho de tuén
thu quy trinh chia s¢ va theo doi thong tin nhan dang ca nhén (PII) trong nudc, qudc té va
da quéc gia, bao gdm nhung khong gidi han 6, a) ching chi hoan thanh va thong tin ho
so gilra cdc nha cung cap, nha cung cap va nguoi tiéu ding, b) dé xac dinh nguoi ding
trén cc nén tang, c) chuén hoa tai lidu, chimg chi va PII cua ngudi dung de giam tro
choi, gian lan, lang phi, lam dung va han ché du thira giita cic nha cung cp hoat dong.

2) Ngudi tham gia phai cung cdp thong tin hd so thich hop theo yéu cau ciia Hé thong dua
trén GDPR.

3) Nguoi tham gia dugc hé théng xac dinh va dugc dat trong Thu muc GDPR dia phuong,
noi nguoi tham gia cod thé thuc hién hoat dong duogc chi dinh trén toan cAu.

Phuong phap phéan cong hoat dong
1) Chuyén gia cham soc stc khoe: Hoat dong cé thé dugc tu dong phat hanh dya trén hoat
ddng ma ngudi tham gia cAn hoan thanh.
2) Té chirc cham soc sirc khoe: Hoat dong c6 thé duge phat hanh béi ngudi quan 1y hodc ca
nhan dam bao chit lugng dja phuong tai té chirc dia phuong.
3) Thuc thé nghién ctru 1am sang: Hoat dong c6 thé dugc phat hanh boi ngudi quan 1y
nghién ctru 1am sang, CRA hodc PM.

Quy trinh dao tao
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1) Nhitng ngudi tham gia 14n dAu tién phai hoan thanh (cac) mé-dun dao tao trude khi truy
cap cac hoat dong chiing nhén.

2) Ngudi tham gia s& c6 thé truy cap mo-dun dao tao khong giéi han sb 1an.

3) Viéc dao tao nén dugc cac chuyén gia cham soc strc khoe xem xét trude khi chirng nhan
lai ban dAu hodc trong tuong lai.

4) Pao tao lai cin duge hoan thanh sau mdi 1an thir chimg nhén khong thanh cong.

Quy trinh ching nhan

1) Mbi hoat dong Chimg nhan bao gdm mét mé-dun véi 6 nghién ciru dién hinh

2) Khi mo-dun da dugc hoan thanh thanh cdng, mot ching chi dién tir s€ dugc cung cép cho
nguoi tham gia.

3) Tat ca nhitng ngudi tham gia phai bt diu véi hoat dong chimg nhén dau tién hodc ban
dau.

4) Nguoi tham gia khong bao gio dugc chi dinh cung mdt mé-dun chimg chi da dugc st
dung trong qua khir. Khéng nén lap lai chimg nhan lai dé giam thiéu viéc choi game, gian
lan, lang phi va lam dung.

5) Nguoi tham gia s& ¢6 3 co hoi hoan thanh xuat sic hoat dong chimg nhan.

6) Sau co hoi tht 3, hoat dong cua nguoi tham gia s€ bi khoa dién tir dé ngan chan viéc choi
tro choi chuong trinh.

7) Mot thong béo s& xuét hién cho ngudi tham gia rang hoat dong da bj khoa va chd hudng
dan thém.

8) MOt tin nhin s& dugc giri dén bd phan hd trg khach hang rang hoat dong ciia nguoi tham
gia da bi khoa.

9) BO phén hd trg khich hang s& xac dinh 1y do tai sao mo-dun bi khoa va danh gia loai
hanh dong can thuc hién.

10) B6 phan hd trg khach hang s& x4c dinh bt ky xu hudng quy trinh nao va danh gia xem
nguoi tham gia c6 thé dang choi tro choi hé thdng hay cin hd trg va hudng din bd sung
hay khong.

11) Huéng dan bo sung s& dugc giri d¢én ngudi tham gia cho ngudi tham gia biét xu hudéng va
hoén thanh bat ky khoa dao tao bd sung nao, néu can.

12) Néu nguoi tham gia 1d mot phan ciia thir nghiém nghién ctru 1m sang, bo phan HS trg
ciing s& giri cho PM mét théng bao qua e-mail ring ngudi tham gia da duoc thuc hién
thém mdt nd luc dé chimg nhan.

13) PM ciing c6 thé kiém soat bit ki nd lwc bd sung nio va cho dui nguoi tham gia c6 duoc
phép thir trong tuong lai hay khong sau théng bao thir nghiém cudi cing, bd phan HJ tro
Thir nghiém s€ thong bao cho nguoi danh gid va trudng bo phan thich hop (tirc 1a Trang
web / Nha tai trg / CRO) cho céc budc tiép theo.

14) Bt ky sai 1éch nao so v6i quy trinh tiéu chuin hoa trén phai duge yéu ciu bing vin ban
tir nha tai tro va Biéu mu sai léch phéi duoc hoan thanh va ghi lai. Bo phan hd tro khach
hang phai béo céo yéu ciu thay ddi cho Giam ddc didu hanh dé phé duyét. Bo 1éch SOP
moi phai dugc tao riéng cho ngoai 1€ 6, ndp va chia sé véi nha tai trg / PM.

15) Chting nhan nay c6 hi¢u luc t6i da mot ndm va chu s& hiru GDPR / Privacy Wallet c6 thé
truy cép dao tao bit cir luc nao.

16) Céc chung chi bd sung phai dugc hoan thanh theo thu tu tho tu 1, 2, 3, 4, v.v.
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17) Chimg nhan dién tir s& dwoc duy tri trong GDPR/Vi Quyén riéng tu cia ngudi tham gia
va s€ hoat dong nhu mat nguf‘)n tin cay dugc st dung cho cac myc dich kiém tra trong
tuong lai.

18) M&i tai lidu chimg nhéan ¢6 gié tri toi da 1a 1 ndm khi dugc st dung trong cac thir nghiém
lam sang hoac t6i da 1 nam khi chi duge st dung cho muc dich cham soc strc khoe.

19) Céc chimng chi duoc gidm sat toan cdu co thé dugc chia sé quéc té giira cac td chirc.

LIEN KET VOI REDI: Quy dinh, Cong bing, Phong ngira va Hoa nhap Phuong sai Dt lidu.
Trén khép thé giéi, cac tb chirc chinh phu di thuc hién luat va huéng din dé thuc déy sy tham
gia ciia cac nhom khac nhau trong céc thir nghiém 14m sang, dong thoi tap trung vao viée giam
su khac biét cuia dit liéu. D& gitp tuan thu cac quy dinh nay, cac ban dich ngbn ngir va phuong
ngit duoc ching nhén da duoc tao ra, dam bao rang cac chuyén gia cham soc stre khoe, nha
nghién ctru va ngudi danh gia co thé giao tiép nhat quan va hiéu qua gitra cac khu vue khac nhau.
Tiéu chudn hoa nay 1a chia khoa dé sang loc va danh gia bénh nhén, cudi cing cai thién an toan
cong cong.

Cho du nghién ciru 1a tép trung hay phi tap trung, didu quan trong la phai xem xét cac yeu t6 nhu
vi tri, ching tdc, ton gido, nén tang kinh té xa hoi va quan diém chinh trj. T4t ca nhiing yéu tb
nay dnh huéng dén sy tham gia va tuan thil ciia bénh nhan trong céc thir nghiém lam sang.

Dé tuan thii cac luat va huéng dan dang phat trién nay, toan bd quy trinh da dugc dich sang nhidu
ngdn ngit va phuong ngit khéc nhau. Va diéu quan trong cin lru ¥ 1 cac yéu cau dio tao va
chimg nhan gidng nhau ap dung cho tit ca ching, duy tri tinh nhét quan trén dién rong.

KET THUC

Céc tac gia cia chuong trinh, bao gém nhung khong gidi han ¢ cac trudng dai hoc, chinh phu va
céc co quan quan 1y can thu thap tat c thong tin nghién ctru 14m sang thi nghiém / du 4n cham
soc sire khoe ¢ dinh dang tiéu chuan hoa toan ciu dé cai thién viéc sir dung thiét bi, giam sat viéc
su dung dé ngan chan gian lan, lang phi va lam dung dong thoi cai thién an toan cho bénh nhan,
dbi twong va cong cong. Quy trinh tiéu chudn héa trén SOP nay cho phép céc tac gia thu thap va
kiém tra dit liéu & dinh dang ti€u chuén hoa, ghi lai cac xu hudéng dé cai thién chuong trinh trong
khi tuén thi céc yéu ciu quy dinh, ludt va quy dinh hién tai va tuong lai, ddng thoi cai thién viée
giam sat cac Quy dinh chung v& bao vé dir liéu (GDPR) trén toan céu va cac yéu céu v& quyén
riéng tw & Hoa Ky. Do d6, cac tidu chudn vé cach céc bén lién quan trong nganh nghién ctru 1am
sang va cham soc sirc khoe dao tao va chimg nhan "phai" dugc tuén thi va gidm sat quéc té cho

phu hop.
DISCLAIMER

TUYEN BO TU CHOI TRACH NHIEM CHUONG TRINH QUOC GIA, QUOC TE VA DA
QUOC GIA

Ca cac nhom cong tac cb yén, cac truong dai hoc cling nhu be‘it‘ ky ca nhan hodc tb chirc nao khac
lién quan dén vi€c phat trién chuong trinh tiéu chuén hoa toan céu nay, déu khong chiu trach nhiém
ve bat ky trach nhiém phép 1y, quyén riéng tu, GDPR hodc trach nhiém phép ly, cic van dé hoac
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kién tung co thé phat sinh tir viéc sir dung chuong trinh nay khong dung cach. Bét ky ai st dung
chwong trinh nay, bao gdm nhung khéng giéi han & cac chuyén gia chim soc siic khoe, cong ty
duoc pham, cong ty thiét bi y t&, nha tai trg, bénh vién, dia diém nghién ciru, chinh phu hodc bat
k¥ t& chirc nghién ciru 14m sang hodic chim soc ste khoe nao khac cin tudn theo cac tiéu chun
ctia chuong trinh cho phu hop. Nguoi ding chuwong trinh dao tao va ching nhan dugc tiéu chuin
hoa toan cau nay, tai liéu nang luc, thuc hién, thuc hién, theo doi do tin cay gitta cac ngudi ddnh
gid dé giam thiéu su khac biét dit liu, nén tuan thu dung céc tiéu chuén dugc tao ra & day cho
chuong trinh nay ban dAu nhdm c4i thién an toan cho bénh nhan, ddi twong va cong cong trén toan

cau.

LICH SU THAY DPOI

SU MIEU TA NGAY HANH PONG PANH GIA BOI
Ngudn gbc 09-8-2014 T6 chirc Jeftrey Saver, Al
Pacino, John Hill
Xem xét 4-3-2016 Tao vi GDPR dé lwu  |Al Pacino
tri chimg chi ¢6 thé
chia sé va bao vé quyéen
riéng tu PII
Xem xét 12-20-2020 Bao gdm REDI Al Pacino
Xem xét 2-3-2022 Khong cap nhat Al Pacino
Xem xét 2-16-2024 Khong cap nhat Jeftrey Saver, Al
Pacino
Cép nhat 3-28-2025 Cép nhat tom tét REDI |Al Pacino, Ryan
Clemons
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