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Tuw quan Iy — Ty kiém tra (SMST)
Quy trinh dao tao va chitrng nhin dugc tiéu chuan héa toan cau

MO TA: Khi cong cu Tw quan ly - Tu kiém tra (SMST) dugc chip nhan rong rai va st dung
boi cac chuyén gia cham soc strc khoe va nghién ctru 1am sang trén toan thé gidi, can phai hai
hoa va tiéu chuan héa toan cau trong viée str dung SMST dung cach dé cai thién do tin cay giita
cac ngudi danh gia, dé bao vé ddi trgng con ngudi, an toan cho bénh nhan va dam bao niém tin
ctia cong chiing vao viéc st dung thiét bi.
PINH NGHIA:
1) Tw quan ly - Ty kiém tra (SMST): Cong cu khoa hoc dugc cac chuyén gia chdm séc sic
khée str dung dé danh gia bénh nhan vé sirc khoe tdm than.
2) HOAT DONG — G6i chira cac mo-dun khoa dao tao va chung chi.
3) MODULE - Thung chura cung cép tai li¢u, cau hoi, cau tra 101 va cac hoat dong khéc dén
man hinh may tinh hoac dién thoai ctia nguoi dung.
4) KHOA HOQC - Container kiém soat viéc cung cip mo-dun, bao gdm cac hoat dong dao
tao va chimg chi ciing nhu kiém soat ning luc cta no.
5) CRP - Chuyén gia nghién ctru 1am sang
6) CRA - Cong tac vién nghién ctru lam sang
7) GDPR — Quy dinh chung vé bao vé dit lidu, luat phap quéc té duoc dua ra dé bao vé
thong tin nhan dang ca nhan (PII) ctia moi nguoi
8) Tai khoan GDPR/PRIVACY - Tai khoan dién tit do HCP, CRP hodc Nguoi danh gia tao
va so hiru
9) GDPR / Privacy Wallet — Vi tri noi nguoi tham gia luu gitr tai li¢u va ching chi cd nhan
cua riéng ho.
10) PII — Thong tin nhan dang ca nhan
11) HCP - Chuyén gia cham s6c strc khoe
12) NGUOI THAM GIA - Chuyén gia danh gia, chim soc sirc khoe hodc nghién ctru 1am
sang
13) PM - Du an nghién ctru 1am sang / Quan ly thtr nghiém
14) QA - Pam bao chat lugng
15) RATER - Chuyén gia cham so6c stc khoe hodc nghién ctru 1am sang quan ly thang do.
16) REDI - Quy dinh, Cong bang, Da dang va Hoa nhap .
17) SCALE - M6t bénh nhan, danh gia ddi tugng hodc cong cu chan doan di dugc khoa hoc
xac nhan.

HQP LY CHO TIEU CHUAN: Khi céc cong cu khoa hoc dugc quéc té chép nhan, co ché
kiém soat dam bao chat lugng (QA) phai dugc phat trién dé giam thiéu gian 14n, lang phi, lam
dung va du thtra trong qua trinh ghi lai nng luc cua cac chuyén gia cham soc strc khoe va nghién
ctru lam sang cho cac muc dich sau nhung khong gidi han ¢:

© HealthCarePoint.com (PBC) - M6t cong ty lgi ich cOng cong
V-3-28-2025




1) Tran an nhitng nguoi tra tién rang HCP dang cung cip cho bénh nhan sy chim soc tot
nhét co thé,

2) Pam bao cic co quan quan Iy vé niang lyc cia HCP va CRP,

3) Pam bao cac nha tai trg nghién ciru 1dm sang vé ning luc hai hoa ctia nhitng ngudi danh
gia thir nghiém lam sang cua ho,

4) Giam thiéu kha nang xay ra Phuong sai dir liéu trong cac thir nghiém lam sang.

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

6) Cai thién an toan bénh nhan, ddi twong va cong cong toan cau.

THONG TIN KHOA HOC: Ty kiém tra tw quan ly (SMST) da dwoc xac nhan dwa trén cac
thang do sau

« Kiém ké kiét strc Maslach (MBI-GS)

« Thang do sang loc cang thang man tinh (SSCS) - phién ban gdc tiéng Dikc
« Kiém ké mét moi da chiéu (MFI-20)

e Bang cau héi strc khoe bénh nhan (PHQ)

« Thang do twong tw trwc quan cho ciang thang (VAS)

https://www.mindme.net/validation-studies

QUY TRINH TIEU CHUAN HOA

Chuong trinh ddo tao va ching nhan dugc kiém soét bang cach sir dung cac phuwong phap dam
bao chat lugng (QA) tiéu chuan sau day dé giup kiém soat tinh trang du thira, 1ing phi gian lan,
lam dung ciing nhu gitp cac nha tai trg giam thiéu su khac biét dir liéu trong cac chuwong trinh
nghién cuu lam sang.

Tao tai khoan GDPR / Quyén riéng tu

1) Ngudi tham gia phai tao GDPR / Tai khoan quyén riéng tu c4 nhan ctia riéng ho dé tuén
thu quy trinh chia s¢ va theo doi thong tin nhan dang ca nhan (PII) trong nudc, qudc té va
da qudc gia, bao gdom nhung khong gidi han ¢, a) ching chi hoan thanh va théng tin hd
so gilta cac nha cung cép, nha cung cap va nguoi tiéu dung, b) dé xac dinh nguoi dung
trén cac nén tang, ¢) chuin hoa tai liéu, ching chi va PII cia nguoi dung de giam tro
choi, gian lan, lang phi, lam dung va han ché du thira giita cac nha cung cap hoat dong.
Ngudi tham gia phai cung cip thong tin hd so thich hop theo yéu cau ctia Hé thong dya
trén GDPR.

Nguoi tham gia duge hé théng xac dinh va dugc dat trong Thu muc GDPR dia phuong,
noi nguoi tham gia cé thé thuc hién hoat dong dugc chi dinh trén toan cau.

Phuong phap phan cong hoat dong 7
1) Nguoi tham gia / Nguoi dung: Hoat dong c6 thé duoc tw dong phat hanh dya trén hoat
dong ma ngudi tham gia can hoan thanh.
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2) Tb chirc cham soc stre khoe: Hoat dong ¢ thé duoc phat hanh boi nguoi quan 1y hodc ca
nhan dam bao chat lwong dia phuong tai to chirc dia phuong.

3) Thuc thé nghién ctru 1am sang: Hoat dong c6 thé dugc phat hanh béi ngudi quan Iy
nghién cuu lam sang, CRA hoac PM.

Quy trinh dao tao
1) Nhitng ngudi tham gia 1an dau tién phai hoan thanh (cac) mé-dun dao tao trudce khi truy
cap cac hoat dong chung nhan.
2) Nguoi tham gia s& c6 thé truy cdp mo-dun dao tao khong gii han sb lan.
3) Viéc dao tao nén dugc cac chuyén gia cham soc stic khde xem xét trude khi chirng nhan
lai ban dau hodc trong twong lai.
4) Dao tao lai can dugc hoan thanh sau mdi lan thir ching nhan khong thanh cong.

Quy trinh chirng nhan

1) MGdi hoat dong Chitng nhan bao gém mot mo-dun vai 10 cau hdi nang lyc, 5 cau héi dua
trén cau tra 161 ca nhan va 5 cau hoi dua trén cau tra 161 nhom.

2) Khi mé-dun da dugc hoan thanh thanh cong, mét chimg chi dién tir s& duoc cung cap cho
nguoi tham gia.

3) Tét ca nhitng nguoi tham gia phai bit dau véi hoat dong chimg nhan dau tién hodc ban
dau.

4) Nguoi tham gia khong bao gid dugc chi dinh cung mot moé-dun chung chi da dugc str
dung trong qua khir. Khong nén lap lai ching nhén lai bang cach sir dung cting mot mé-
dun dé giam thiéu viéc choi game, gian lan, lang phi va lam dung.

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

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

7) Mot thong bao sé xuit hién cho nguoi tham gia rang hoat dong da bi khoa va chd hudng
dan thém.

8) Mot tin nhin s& dugc giri dén bd phéan hd tro khach hang rang hoat dong ctia ngudi tham
gia da bi khoa.

9) BO phan hd trg khach hang s€ xac dinh 1y do tai sao md-dun bi khoa va danh gia loai
hanh dong can thuc hién.

10) B phan hd tro khach hang s& xac dinh bat ky xu hudng quy trinh nao va danh gid xem
nguoi tham gia c6 thé dang choi trd choi hé thdng hay can hd tro va huéng dan bd sung
hay khong.

11) Hudng din bb sung s& duoc giri dén nguoi tham gia cho nguoi tham gia biét xu huéng va
hoan thanh bat ky khoa dao tao bo sung nio, néu can.

12) Néu ngudi tham gia 13 mot phan cua thir nghiém nghién ctru 1am sang, bd phan H) trg
ciing s& giri cho PM mét thong bao qua e-mail rang ngudi tham gia da dwoc thuc hién
thém mot nd luc dé chimg nhan.

13) PM ciing c6 thé kiém soat bat ky nd luc bd sung nao va cho dit ngudi tham gia c¢6 dugce
phép thir trong twong lai hay khong sau thong bao thir nghiém cudi ciing, bd phan Hb tro
Thir nghiém s& thong bao cho nguoi danh gia va trudng bd phan thich hop (tue 1a Trang
web / Nha tai tro / CRO) cho cac bude tiép theo.
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14) Bat ky sai 1éch nao so v6i quy trinh tiéu chuan héa trén phai duoc yéu cau bang vin ban
tir nha tai trg va Biéu mau sai léch phai dugc hoan thanh va ghi lai. By phan hd tro khach
hang phai bao céo yéu cau thay d6i cho quan 1y cip trén dé phé duyét. Po 1éch SOP moi
phai duogc tao riéng cho ngoai 1¢ d6, ndp va chia sé véi nha tai trg / PM.

15) Chirmg nhén nay c6 hiéu lyc téi da mot nam va chu s hitu GDPR / Privacy Wallet c6 thé
truy cap dao tao bat ctr luc nio.

16) Cac chimg chi bo sung phai duoc hoan thanh theo thi ti thir tu 1, 2, 3, 4, v.v.

17) Chirng nhén dién tir s€ dugc duy tri trong GDPR/Vi Quyén riéng tu cua nguoi tham gia
va s& hoat dong nhu mot ngudn tin ciy duoc sir dung cho cac muc dich kiém tra trong
tuong lai.

18) Mdi tai liéu chirng nhan c6 gia tri toi da 13 1 ndm khi dugc st dung trong cac thir nghiém
1am sang hodc toi da 1 nam khi chi sir dung cho muyc dich chiam soc sirc khoe hoic toi da
1 nam khi st dung cho muc dich PEER. .

19) Cac chung chi dugc giam sat toan cau co thé duge chia sé qudc té giira cac to chirc.

LIEN KET VOI REDI: Quy dinh, Cong bang, Phong ngira va Hoa nhap Phuong sai Dit liéu.
Trén khap thé gidi, cac td chirc chinh phi da thuc hién luat va huéng dan dé thuc dy su tham
gia ciia cac nhém khac nhau trong céc thir nghiém 1am sang, dong thoi tap trung vao viéc giam
su khac biét cta dit liéu. Dé giup tudn thu cac quy dinh nay, cac ban dich ngdn ngit va phuong
ngtr dugc chirng nhan da dugc tao ra, ddm bao réng cac chuyén gia cham séc suc khoe, nha
nghién ctru va nguoi danh gia c6 thé giao tiép nhat quan va hiéu qua gitra cac khu vuc khac nhau.
Tiéu chuin hoa nay 14 chia khoa dé sang loc va danh gia bénh nhan, cudi cling cai thién an toan
cong cong.

Cho du nghién ctru 1a tap trung hay phi tap trung, diéu quan trong la phai xem xeét cac yeu t6 nhu
vi tri, chiing toc, t6n gido, nén tang kinh té xa hoi va quan diém chinh trj. T4t ca nhimg yéu to
nay anh huéng dén sy tham gia va tudn thii ciia bénh nhan trong cac thir nghiém 1am sang.

Dé tuan thu cac luat va huéng dan dang phat trién nay, toan b quy trinh da dugc dich sang nhiéu
ngon ngir va phuong ngir khac nhau. Va diéu quan trong can luu y y la cac yéu cau dao tao va
chtng nhan gidng nhau ap dung cho tat ca chiing, duy tri tinh nhit quan trén dién rong.

KET THUC

Céc tac gia clia chuong trinh, bao gdbm nhung khong gidi han & cac trudng dai hoc, chinh phi va
cac co quan quan 1y can thu thap tit ca théng tin nghién ctru 1am sang thir nghiém / du 4n chim
soc stic khoe o dinh dang tiéu chuén hoa toan cau dé cai thién viée st dung thiét bi, giam sat viéc
str dung dé ngan chin gian 1an, lang phi va lam dung dong thoi cai thién an toan cho bénh nhan,
d6i tuong va cong cong. Quy trinh tiéu chuan hoa trén SOP nay cho phép céc tac gia thu thap va
kiém tra dir liéu & dinh dang ti€u chuén hoa, ghi lai cac xu hudng dé cai thién chuong trinh trong
khi tuan tha cac yéu cau quy dinh, lugt va quy dinh hién tai va tuong lai, dong thot cai thién viée
giam sat cac Quy dinh chung vé bao vé dit liéu (GDPR) trén toan cau va cac yéu cau vé quyén
riéng tu & Hoa Ky. Do d6, cac tiéu chudn vé cach cac bén lién quan trong nganh nghién clru 1am
sang va cham soc stc khoe dao tao va ching nhan "phai" duoc tudn tha va giam sat qudc té cho

phu hop.
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DISCLAIMER

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

Ca cac nhom cong tac cb van, cac trudng dai hoc cling nhu bat ky ca nhan hodc t6 chirc nao khac
lién quan dén viéc phat trién chuong trinh tiéu chuén héa toan cau nay, déu khong chiu trach nhiém
vé bat ky trach nhiém phap 1y, quyén riéng tw, GDPR hoic trach nhiém phap 1y, cic van dé hodc
kién tung c6 thé phat sinh tir viéc str dung chuong trinh nay khong dung céch. Bit ky ai st dung
chuong trinh nay, bao gom nhung khong gid1 han ¢ cac chuyén gia cham soc stc khoe, cong ty
duge pham, cong ty thiét bi y té, nha tai tro, bénh vién, dia diém nghién ctru, chinh phu hoac bat
ky to chirc nghién ctru 1am sang hodc chim soc sitc khoe nao khac can tuan theo cac tiéu chuin
cta chuong trinh cho phu hop. Nguoi dung chuong trinh dao tao va ching nhan dugc tiéu chuin
hoa toan cau nay, tai liéu nang luc, thyuc hién, thyc hién, theo doi do tin cy gitra cac nguoi danh
gia dé giam thiéu sy khac biét dir liéu, nén tuan thu dung cac tiéu chuan dugc tao ra & diy cho
chuong trinh nay ban dau nham cai thién an toan cho bénh nhan, ddi twong va cong cong trén toan
cau.

LICH SU THAY POI

SU MIEU TA NGAY HANH PONG PANH GIA BOI
Ngudn gdc 7-20-2024 T chic Peter Weimer, Ryan

Clemons, Al Pacino
Xem xét 7-25-2024 Khong cép nhat Peter Weimer, Ryan
Clemons, Al Pacino,
Kenny Schnell

Xem xét 7-30-2024 Da thém can chinh Peter Weimer, Ryan
khoa hoc Clemons, Al Pacino,
Kenny Schnell

Cap nhat 3-28-2025 Cap nhat tom tit REDI |Al Pacino, Ryan
Clemons
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