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Phudng 7, Quan 6

Thanh phd H6 Chi Minh
HUGNG DAN SU DUNG

Tinh n&ng Lich sl rung tdm nhi (AFib) (AFH) 1a mdt Ung dung y té di ddng chi cé trén phan mém, dugc
stf dung ma khdng can chi dan ctia bac st (“OTC") danh cho ngudi dung tif 22 tudi tré 1én dudc chan
doan mac AFib. Tinh n3ng Lich st AFib thinh thoang phan tich dif liéu mach dap dé xac dinh céc phan
cla nhip tim khéng déu cé dau hiéu ctia AFib va cung cap cho ngudi dung udc tinh ¢é hiéu luc trd vé
trudc ddi vdi tan suat AFib (mot s6 do vé thdi gian & trang thai AFib trong khi deo Apple Watch trudc
day).

Duy tri can ning khde manh, gidm muc tiéu thu rugu bia va ngl ngon han cé thé cé tac dong tich cuc
dén viéc kiém soat AFib.


mailto:brazilvigilance@ul.com

Tinh nang Lich s AFib dugc sU dung vdi cac Apple Watch tuang thich va ing dung Suc khée trén
iPhone.

MUC PiCH SU DUNG (VUNG EU)

Tinh n&ng Lich sl rung tdm nhi (AFib) 1a mdt ing dung y té di ddng chi cé trén phan mém, dugc s
dung ma khong can chi dan cua béc si (“OTC") danh cho ngudi dung ti 22 tudi trd 1&n dudc chan
doan mac rung tam nhi (AFib). Tinh ndng Lich st AFib thinh thodng phan tich dif [iéu mach dap dé xac
dinh cac phan cla nhip tim khéng déu cé dau hiéu ctia AFib va cung cap cho ngudi diing mét udéc tinh
c6 hiéu luc tré vé trudc ddi vdi tan suat AFib (mot sd do vé thdi gian & trang thai AFib trong khi deo
Apple Watch trudc day).

Tinh nang nay ciing theo ddi va tao xu hudng tan suat AFib dudc udc tinh theo thdi gian va bao gdm
céc muc truc quan hda dif liéu 16i séng dé cho phép ngudi dung hiéu tdc dong cla cac khia canh nhat
dinh trong 16i séng cla ho ddi vai AFib. Tinh ndng nay khéng nhdm cung cap céc théng bao nhip
khéng déu riéng Ié hodc thay thé cac phuang phap chan doan, diéu tri hodc theo ddi AFib truyén
théng.

Tinh nang nay dudgc st dung véi Apple Watch va &ng dung Suc khde trén iPhone.

Pai tugng muc tiéu va Muc dich st dung

Tinh nang Lich st AFib danh cho nhitng ngudi dung tU 22 tudi trd 1&n. Tinh ndng nay cling danh cho
nhifng ngudi dung da dugc chan doan mac rung tdm nhi. Nhitng ngudi dung quan tam dén viéc tim
hiu thém vé suc khde tim mach cé thé Iua chon kich hoat tinh ndng sau khi hoan thanh qua trinh lam
quen thanh cong.

GIGI THIEU VE TINH NANG AFIB

Tinh nang Lich stf AFib (AFH) do tan suat ctia cac nhip mach dap khéng déu dé cung cap udc tinh cho
tan suat AFib. Tan suat AFib c6 thé dugc dinh nghfa 14 phan trdm thdi gian ma tim ctia mot ngudi &
trang thai AFib trong mot khoang thai gian theo ddi dugc chi dinh. Tinh nang Lich st AFib trén Apple
Watch sé& cho phép ban theo ddi va danh gia tac dong cla I8i séng déi vdi tan suat AFib.

Viéc tim hiéu vé tan suat AFib cé y nghia quan trong vi né cé thé gitp ban biét nhitng thay déi khac
nhau vé 16i séng, nhu gidm muc tiéu thu rugu bia, cai thién chat lugng gidc ngti va duy tri can ning
khde manh, cé thé cé tac dong tich cuc nhu thé nao ddi vdi tan suat ma ban & trang thai AFib.

Tinh nang Lich s AFib st dung d{f liéu xung nhip PPG tir cac Apple Watch tuang thich. Apple Watch
st dung cac dén LED mau luc dugc ghép déi véi cac di-6t quang nhay sang dé phat hién cac thay doi
tuong doi vé lugng mau Iuu chuyén qua c6 tay clia ngudi dung tai bat ky thai diém nao cho trudc. Khi
dap, tim truyén mét séng tan suat xudng hé mach mau, gay ra su gia tdng tam thdi vé thé tich mau khi
di qua cam bién. Bang viéc theo ddi nhitng thay ddi nay vé Iuu lugng mau, cdm bién phat hién cac
xung nhip riéng I& khi chiing dén ngoai bién va tir dé do khoang thdi gian giita cac nhip. Trong cac
phan nhat dinh cla giao dién ngudi dung, nhip tim dudc s dung hoan ddi vdi xung nhip.

SU DUNG TiNH NANG LICH SU AFIB

Thiét 1ap/Lam quen



Tinh nang Lich s AFib tudng thich véi Apple Watch Series 4, Series 5, Series 6, Series 7 va SE,
ciing nhu iPhone 8 tré 1én. DE biét thong tin vé tinh kha dung va kha n3ng tuong thich véi thiét bi
b6 sung, vui long truy cap https://support.apple.com/HT212214.

Cap nhat Apple Watch va iPhone ctia ban I&n phién ban watchOS va iOS mdi nhat.
Md& Ung dung Suric khoe trén iPhone cla ban va chon "Duyét”.

Vo phan “Tim" sau dé chon “Lich st AFib".

Lam theo hudng dan trén man hinh.

Ban c6 thé thoat khai phan lam quen bat ky Iic ndo bang cach cham vao “Hay".

SU DUNG TiNH NANG LICH SU AFIB

Sau khi dugc bat, Tinh ndng Lich st AFib s& b3t dau thu thap dif liéu xung nhip dé tao ra udc tinh
tan suat AFib. Cac udc tinh tan suat AFib xuat hién dudi dang phan trdm trong cac théng bao va
trong ('ng dung Suc khde va biéu thi ty 18 thdi gian ma tim cla ban dang dp & trang thai rung tam
nh lién quan dén viéc deo Watch trong tuan trudc dé (7 ngay). Gia tri phan trdm thap hon nghia 13
tim cla ban & trang thai AFib it thudng xuyé&n hon, gia tri phan trdm cao hon nghia 1a thudng xuyén
han.

Lich st AFib chi do rung tdm nhi va khéng do cac chitng loan nhip nhi khac, nhu cudng nhi hodc
nhip nhanh nh.

Tinh n&ng Lich st AFib ¢ gang tao ra mdt udc tinh tan suat mdi 7 ngay. Céc udc tinh tn suat
AFib dugc hién thi trong i'ng dung Suc khde trén iPhone, trong phan Lich st AFib. Trai qua thoi
gian, ban cé thé theo ddi va lap xu hudng tan suat AFib bang cach xem dif liéu trong céc thang
thgi gian khac nhau.

Néu dif liéu dugc thu thap trong 7 ngay qua khéng du thi Tinh ndng Lich st AFib sé& khéng cung
cap udc tinh tan suat AFib. Thay vao dé, ban s& nhan dugc mot théng bdo cho biét réng khéng cé
dit liéu cho tuan dé.

Tinh n&ng Lich s AFib két hgp dif liéu 16i séng dudc thu thap bdi Apple Watch hodc dugc luu vao
HealthKit, bao gém viéc tiéu thu rugu bia, ngu, v.v. Ban cé thé xem df liéu 16i séng cung vdi dir
lidu tan suat AFib dé hiéu tac dong cla 16i séng ddi véi AFib clia minh. D& tim hiéu thém vé méi
quan hé gilta AFib va cac lua chon 16i sdng, hdy cham vao biéu tugng bén canh mdi loai dif liéu
nhan t6 16i séng.

Sau khi st dung Tinh ndng Lich st AFib dugc 6 tuan, tinh ndng sé& c¢6 gang tao ra cac diém ndi bat
cla Lich st AFib. Cac diém ndi bat cua Lich st AFib thé hién phan trdm thsi gian & trang thai AFib
vao cac ngay trong tuan trong 6 tuan qua (Th( Hai, Thi Ba, Thi Tu, v.v.) va cdc phan doan 4 gi&
trong ngay trong 6 tuan qua (12 gid dém - 4 gid sang, 4 gid sang - 8 gid sadng, 8 gid sang - 12 gid
trua, v.v.). Cac diém ndi bat cé thé gitp ban hiéu ré han cdc mé hinh cu thé hon lién quan dén
AFib cia minh.


https://support.apple.com/HT212214

Tat ca dif liéu ma Tinh ndng Lich s AFib thu thap va phan tich déu dugc luu vao ¢ng dung Stc khoe
trén iPhone cla ban. Néu ban lua chon, ban cé thé chia sé théng tin dé bang cach xuat dif liéu stc
khde trong Ung dung Suc khde.

Khong thé thu thap dif liéu mdi khi dung lugng clia Apple Watch ctia ban da hét. Ban cé thé giai
phéng dung lugng bang cach xdéa cac ing dung, nhac hodc podcast khéng st dung. Ban cé thé kiém
tra muc s dung dung lugng bang cach vao ng dung Apple Watch trén iPhone, cham vao “Péng hd
cla t6i"”, cham vao “Cai dat chung” va sau dé cham vao “Dung lugng”.

AN TOAN VA HIEU NANG

Hiéu n&ng ctia Tinh ndng Lich s AFib d3 dudc kiém nghiém réng rai trong mét nghién ctru 1am sang
gbm 413 ngudi tham gia cé dd tudi tir 22 trd 1&n, bao gdom nhitng ngudi dugc chan doan mac AFib
(bdc phat & vinh vién). Cac ddi tugng tham gia dd deo dong thdi mot Apple Watch va mot miéng dén
dién tam doé (ECG) tham chiéu trong t&i da 13 ngay. Céac dic diém nhan khau hoc clia nghién cliu
dudc tédm tat trong bang dudi day:

Nhan khau hoc ctia d6i tugng nghién cttu 1am sang Tinh ning Lich st AFib

N=413
Nhoém tudi
<55 59 (14,3%)
>= 55 dén < 65 99 (24,0%)
>=65 255 (61,7%)
GiGi tinh
Nam 219 (53,0%)
N 194 (47,0%)
Dan toc
G6c Tay Ban Nha ho3c La tinh 19 (4,6%)
Khéng phai gdc Tay Ban Nha hodc 394 (95,4%)
La tinh
Chuing toc
Da tring 371 (89,8%)
Da den hodc My gbc Phi 31 (7,5%)

Khac 11 (2,7%)



Muc tiéu ctia nghién clu 1a danh gid dé chinh xac ctia udc tinh tan suat AFib hang tuan do tinh n3ng
tao ra so vé8i s6 do tham chiéu tan suat AFib hang tuan. Dé thuc hién, Apple str dung phuong phap
Gidi han tudng dong (LoA) Bland-Altman. Phudng phap LoA 1& mdt cach danh gid dé chinh xac tuong
doéng gitfa hai phuong thitc do ludng.

Trong s6 413 doi tugng da ding ky, 280 ngudi da déng gép dif liéu vao phan tich diém cudi chinh dé
xac dinh xem muc dd tuang dong giita tan suat AFib ECG tham chiéu va udc tinh tan suat AFib cla
tinh ndng c6 dudc chap nhan khéng. Dua trén cac két qua cla nghién cltu, cac gidi han Bland-Altman
dudi va trén (nghfa 1a hai dd [&ch chuan so véi mic chénh I&ch trung binh) 1an lugt 1a -11,4% va 12,8%.

Muc chénh léch trung binh giita udc tinh tan suat hang tuan cda tinh n&ng va tan suat hang tuan tham
chiéu 12 0,67%. 92,9% (260/280) céac doi tugng c6 mirc chénh léch tan suat AFib hang tuan & trong
khodng +5%; 95,7% (268/280) udc tinh tan suat AFib hang tuan clia céc déi tugng & trong khodng +/-
10%.

Tinh n&ng Lich s AFib va Tinh ndng Théng bdo nhip khong déu (IRNF 2.0) stf dung cung mdt thuat
toan phan loai tan dung céc k¥ thuat hoc may dé phan biét gitta cac nhip AFib va khéng phai AFib. D&
hd trg viéc str dung trong quan thé dudc chi dinh cla Tinh n3ng Lich st AFib, 13 nhitng ngudi dugc
chan doan méc AF, thuat toan da dudc diéu chinh dé uvu tién do nhay.

Bang bé&n dudi chi ra hiéu suat ctia thuat toédn phan loai cho IRNF 2.0 va Tinh n&ng Lich s AFib trong
nghién ctu xac thuc I1am sang.

Hiéu suat nghién ctru xac thuc 1am sang

Do nhay Tinh dac hiéu
Tinh nang Lich st AFib 92,6% 98,8%
IRNF 2.0 85,5% 99,6%

Nhitng két qua nay chiing minh rdng Tinh n3ng Lich st AFib cé hiéu qua trong viéc tao cac udc tinh
tan suat AFib chinh xac. Trong qua trinh nghién cifu, 8 su kién bat Igi nghiém trong da dudgc bao cdo.
Khéng c6 su kién ndo dugc phat hién 13 lién quan dén quy trinh nghién clu hodc tinh nang.

THAN TRONG

Tinh n3ng Lich st AFib khong thé phat hién dau tim. Néu ban tirng bi dau nguc, dé ép nguc, dau
that nguc hodc hién tugng ma ban cho rang dé 1a moét can dau tim, hay goi dich vu khan cap.

Tinh n3ng Lich st AFib khéng nhdm muc dich sir dung dé hd trg diéu tri y té déi véi AFib (nghia la
tinh ndng nay khéng nham muc dich gitp thay ddi thudc ctia ban hay gitp bac si diéu chinh viéc
diéu tri cGia ban). Tinh ndng Lich st AFib nhdm muc dich gitp ban hiéu méi quan hé giira tan suat
AFib va I6i séng theo thdi gian. Khong thay ddi thudc hodc ké hoach diéu tri AFib ma khéng théng
bao trudc cho bac si cta ban.



Tinh n3ng Lich sir AFib khéng kiém tra AFib lién tuc va khéng thé tin cdy nhu mét thiét bi theo dbi
lién tuc. Diéu nay nghia Ia tinh ndng khdng thé phat hién tat ca cac trudng hgp AFib va cé thé
khéng tao ra cac udc tinh tan suat AFib moi ltc. Ban nén théng bao cho bac st néu cé bat ky su
thay déi nao doi véi strc khde cla ban.

Tinh nang Lich str AFib khong dugc thiét ké dé phat hién cac chirng loan nhip nhi tao ra cac mé
hinh khéng déu. Rung tam nhi Ia khdng déu, nhung néu ban cé lich st loan nhip nhi dang ké cé
md hinh khdng déu, vi du nhu cudng nhi hodc nhip nhanh nhi, tinh nng nay cé thé khéng danh
cho ban.

Apple d3 phat trién tinh ning Lich st AFib dé duy tri dd nhay cao déi vdi nhip khdng déu. Do do,
c6 kha n3ng la nhitng ngudi dung cé lich st nhip tim khong déu khdng phai la AF sé cé uéc tinh
tan suat AF cao han du kién.

Apple Watch cé thé khong thu thap dugc dif liéu khi Apple Watch & gan céc trudng dién tir manh (vi
du: hé théng chdng trom dién tu, thiét bj phat hién kim loai).

C6 mdt s6 yéu t6 ¢ thé anh hudng dén kha ndng do xung nhip va thu thap dif liéu dé tao ra udc tinh
tan suat AFib. Nhitng yéu t& ndy bao gdm di chuyén, cac chuyén dong cla ban tay va ngdn tay, cac
yéu t& méi trudng nhu nhiét dé xung quanh, hinh x&m t&i mau trén cd tay va luu lugng mau dén da
cla ban (c6 thé giam xudng khi nhiét do thap).

KHONG deo Apple Watch trong khi thyc hién céc quy trinh y té (vi du: chup céng hudng tl, thau
nhiét, tan sdi, d6t md va cac qua trinh khif rung tim bé&n ngoai).

Khéng danh cho nhitng ngudi dudi 22 tudi st dung.

D& cé két qua tot nhat, hay sac Apple Watch thudng xuyén va dam bao deo thiét bj vira vén trén cd
tay cla ban. Cam bién nhijp tim can ti€p xtc gan vdi da cla ban.

BAO MAT: Apple khuyén ban nén thém mat ma (s& nhan dang cé nhan [PIN]), Face ID hodc Touch ID
(dau van tay) cho iPhone va mat ma (s6 nhan dang cé nhan [PIN]) cho Apple Watch dé bd sung mot
I6p bdo mat. Viéc bdo mat iPhone cé vai trd quan trong vi ban sé luu trit thong tin sitc khde cé nhan.
Ngudi dung cling s& nhan dugc cac thdng bao cap nhat iOS va watchOS b sung trén iPhone va
Apple Watch ctia ho, dong thdi cac ban cap nhat dudc phan phdi qua mang khéng day, khuyén khich
viéc ti€p nhan céc ban stra 16i bao mat mdi nhat. Xem “Hudng dan bao mat iOS va watchOS”, mé ta
céc thuc tién bao mat ctia Apple va cé san cho tat ca ngudi dung ctia ching t6i. D& xem Hudng dan
bdo mat iOS va watchOS, vui long truy cap https://support.apple.com/guide/security/welcome/web.

BIEU TUGNG THIET B|

Nha san xuat
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