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Tiéng Viét Xét nghiém Elecsys total PSA sir dung hai khang thé don dong dé
Théng tin hé théng nhan dién PSA khong gan két va PSA-ACT frén co sa can bang phan 1
_ _ lugng vai ty 1é khoang 10-50 % PSA tu do/PSA foan phan vaity 1& PSA
Tén ngan ACN (ma s6 tng dung) tu do nhu da thay frong thuc hanh lam sang.®
TPSA 10185 Nguyén ly xét nghiém
Lo Nguyen ly bat cap. Téng thai gian xét nghiém: 18 phat.
uuy

Két qua do tPSA fir mau bénh pham c6 thé thay ddi tity thudc vao
phuong phap xét nghiém fién hanh. Vi thé frén t& két qud xét nghiém
luén phai ghi rd phuong phép xét nghiém khang thé tPSA. Tri s6
khang thé tPSA dugc do bang nhiing phuang phdap khac nhau
khong thé duoc ding dé so sanh fruc tiép véi nhau var co thé la
nguyén nhan gay bién luan y khoa sai. Néu co thay @i vé phuong
phap do tPSA frong qua frinh theo dai tri liéu, thi tri s6 tPSA thu dugc
tUr phuong phap mai phai dugc xac nhan lai bang cach tién hanh do
song song véi ¢a hai phuong phap.

Muc dich sirdung

Xét nghiém nay, dung trong chan doan in vitro dé dinh lugng khang
nguyén dac hieu Tuyen tién liét toan phan (tPSA) (tu do+ phuc hgp)
trong huyét thanh va huyét tuong nguai, dugc chi dinh dé do

PSA toan phan kem theo tham kham truc frang bang ngon tay (DRE) d dé
hé trg phat hién ung thuTuyen tién liet & nam gigi tu 50 tudi tré lén.
Sinh thiét tuyén fién liét 1a can thiét dé chan doan ung thu tuyén tién
liet. Ngoai ra, xét nghiém con duac chi dinh do tPSA theo trinh tu thai
gian dé hé trg theo dsi bénh nhan ung thu.

Xét nghiém mién dich dién hoa phat quang “ECLIA”
(electroehemiluminescence immunoassay “ECLIA") dugc dung cho
cac may xét nghiém mién dich cobase.

Tom tat

Khang nguyén dac hiéu tuyén tién liét (PSA) la mét glycoprotein (frong
lugng phan t&r 30000-34000 dalton) ¢6 cau fric gan giong vai cac
kallikrein tuyén. Né ¢ chic nang caia mét serine proteinase.!

Hoat tinh ly giai protein ctia PSA frong mau bi (c ché bai su hinh thanh
cac phuc hgp khong thuan nghich véi cac chat de ché profease nhu
alpha-1-antichymotrypsin (ACT) va alpha-2-macroglobulin.23 Ngoai
cac phuc hgp nay, khoang 10-30 % hién dién trong mau dugi dang tu
do, nhung khéng co hoat tinh ly giai profein.s

Cac kham nghiém tu thi cho thay ung thu tuyén ién liét kha phé bién.
Trong s6 nam giai frong do tudi ttr 70-79, ty 1é mac phai la 36-51 %.
Hau hét cac bénh ung thu nay déu khong dau, vi du nhu khéng cé
triéu chang va tuong dai lanh tinh.* Néu do PSA va két qua cho thay
co tang lén, quyét dinh nhiing budc diéu fri tiép theo phai can nhac
cac kha nang Trong d6 diéu kién I3 khong dau Tuy nhién, sang loc
PSA cho thay giup giamty l& térvong lién quan den ung thu tuyén tién
liét.5 Nhiéu mé hinh khac nhau da dugc dé xuat nhdm nang cao dé
chinh xac du doan ctia xét nghiém PSA8

PSA cang c6 mat frong cac Tuyen can niéu dao va hau mén, cing nhu
frong mo6 va hodc ung thu v nén mot Iuong nhé PSA ciing dugc fim
thay frong huyéf thanh ctia phu ni. PSA van cé thé dugc phat hién
ngay ca sau khi phau thuat cat bé hoan toan tuyén tién liét.

Dinh lugng PSA chii yéu dung dé theo déi tién trién va hiéu qua diéu
fri & nhiing bénh nhan ung thu fuyén fién liét hosc dang diéu tri bang
liéu phap nai tiét t6.7.8

Do déc cua ty 1é giam PSA xuéng dén muc khong con phat hién duoc
sau khi xa tri, liéu phap noi fiét t6 hay phau thuat cat bo hoan foan
Tuyén tién liét la nguén cung cap thong tin vé sy thanh céng cua diéu
ri.8

Tinh frang viém hoac chan thuang cua tuyén fién liéf (vi du frong

Thai ky G dau tién: 12 uL mau tha, khang thé don dong déc hiéu
khang PSA danh dau biotin, va khang thé dan dong dac hiéu
khang PSA danh dau phdc hgp ruthenium® phan ng véi nhau tao
thanh phdc hop bét cap.

= Thai ky G tha hai: Sau khi thém cac vi hat pha streptavidin, phuc
hop mién dich frén fr& nén gan kéf véi pha rén théng qua su tuong
tac gidia biotin va streptavidin.

* Hén hgp phan ung duoc chuyén t6i budng do, & d6 cac vi hat déi
tur dugc bat gitr frén bé mat caa dién cyc. Nhing thanh phan
khéng gan két sé bi thai ra ngoai buéng do béi dung dich
ProCell Il M. Cho dién ap vao dién cuyc sé tao nén su phat quang
hoa hoc dugc do bang bé khuéch dai quang tut.

= Cac két qua dugc xac dinh théng qua mét duang chuan xét
nghiém trén may duoc tao nén bai xét nghiém 2-diém chuan va
théng tin dusng chuan chinh qua cobas link.

a) Tris(2,2"-bipyridyl)ruthenium(ll)-complex (Ru(bpy)3*)

Thuéc thit - dung dich tham gia xét nghiém

Hoép cobas e pack dugc dan nhan TPSA.

M Vihat pha streptavidin, 1 chai, 7.2 mL:
Vi hat pha streptavidin 0.72 mg/mL; chat bao quan.

R1  Anti-PSA-Ab~biofin, 1 chai, 8.2 mL:
Khang thé don dong khang PSA (chuétf) danh dau biotin
1.5 mg/L; dém phosphate 100 mmol/L, pH 6.0, chat bao quan.

R2  Anti-PSA-Ab~Ru(bpy)3*, 1 chai, 8.2 mL:
Khang thé don dong khang PSA (chuét) danh dau phic hop
ruthenium 1.0 mg/L; d@ém phosphate 100 mmol/L, pH 6.0; chat
bao quan.

Than trong va canh bao

Strdung bdi chuyén vién y t& frong chan doan in vifro. Ap dung cac
canh bao théng thuang can thiét cho viéc xt ly cac loai thuoce thir
phong thi nghiém.

Chat thai lay nhiém hogc nhiém khuan:

Canh bao: xi ly chat thai nhu vat lidu co tiém nang nguy hiém vé mat
sinh hoc. Loai b chat thai tuan theo hudng dan va quy frinh &3 dugc
chap thuan ctia phong xét nghiem.

Tac hai moi Truang

Ap dung 14t ¢a quy dinh x& ly phtt hop ctia dia phuong dé xac dinh
cach loai bé an toan.

Bang d liéu an toan hoa chat ¢ sdn dé cung cap cho chuyén vién su
dung khi ¢ yéu cau.

Hop nay chua cac thanh phan duge xép loai theo Quy dinh (EC)

S6 1272/2008:

truang hop bitiéu hoac sau tham kham fryc trang, néi soi bang quan, Canh bao
soi rudt két, sinh thiét niéu dao, diéu fri bang tia laser hogc liéu phap
géng stic) co thé 1am tang luong PSA vai théi gian va cudng dé khac H317 Co thé gay phan ng dj ung da.
nhau. '
Phong tranh:
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P261 Tranh hit suong hoac hoi.

pP272 Quan 4o lam viéc bj nhiém khéng dugc phép mang ra
khai nai lam viéc.

P280 Deo géng fay bao vé.

X tri:

P333 + Néu bj kich tng da hodc phat ban: Tim fu vany

P313 té/cham soc y té.

P362 + Cai b trang phuc bi nhiém va giat rdra trudce khi si

P364 dung lai.

Thai bé:

P501 Xur ly cac thanh phan/dung cu chda 6 mét nha may xa

ly chat thai da dugc chap thuan.
Nhan an toan san pham theo huéng dan cta GHS Chau Au.
S6 dién thoai lién lac: tat ca quéc gia: +49-621-7590
Tranh d@é cac dung dich thuéc thir va cac mau (mau xét nghiém, mau
chuan va mau chung) bi tao bot.
Sitdung thuée thi

Cac thuéce thar trong hép dugc dung frong mét b cac chai san sang
dé str dung va khéng thé tach riéng.

Tat ca thong tin can thiét cho viéc chay thude thir co sdn théng qua
cobas link.

Bao quan va do én dinh

Bao quan & 2-8 °C.

Khoéng frik déng.

D3t hop thuée thi cobas e pack theo huang thing ding nhdm dam bao
tinh hiru dung ca toan bé cac vi hat frong khi trén tu dong trudce khi
st dung.

Do 6n dinh:

chua maé nap & 2-8°C dén ngay hét han s dung ghi
trén nhan

frén may phan fich 16 tuan

LAy va chuan bi mau

Chi nhimg mau duac liét ké dusi day da dugc thir nghiém va dugc
chap nhan.

Huyét thanh duoc Iay bang cach st dung cac 6ng chuan 18y mau
hoac cac 6ng chia gel tach.

Huyét tuang chéng déng bang Li-heparin, Ko-EDTA va K3-EDTA.

Cé thé str dung 6ng huyét tuang chéng dong chira gel tach.

Tiéu chuan: Hé s6 goc 0.9-1.1 + hé s6 tuang quan = 0.95.

M&u 6n dinh trong 24 gis & 20-25 °C, 5 ngay & 2-8 °C, 24 tuan &

-20 °C (% 5 °C). Chi dong lanh mot lan.

Cac loai mau pham duoc liétké da duoc thi nghiém cung véi bo cac
éng nghiém I&y mau chon loc, ¢6 ban Tren thi truang vao thoi diém xét
nghiém, nghia la khéng phai tat ca cac 6ng 1dy mau ctia cac nha san
xuat déu dugc thir nghiém. Cac bo éng chia mau caa cac nha san
xuat khac nhau c6 thé [am fir nhimg vat liéu khac nhau c6 kha nang
anh huang dén két qua xét nghiém trorjg mot s6 fruang hop. Khi Xaly
mau frong cac 6ng chinh (6ng chda mau), phai fuan theo huéng dan
cua nha san xuat éng.

Ly fam cac mau cé két tua frude khi thuc hién xét nghiém.

Khéng st dung cac mau bi bat hoat bai nhiét.

Khéng sdr dung mau thdr va mau ching duoc én dinh bang azide.
Dam bao nhiét dé cua cac mau bénh pham va mau chuan & 20-25 °C
fruace khi fién hanh do.

Do c6 kha nang xay ra cac hiéu ung bay hai, cac mau bénh pham va
mau chudn frén cac thiét bi phan tich phai dugc do frong vong 2 gio.

cobas’

Vit liéu cung cap

Xem phan “Thuéc thr — dung dich tham gia xét nghiém” muc thuéc

thar.

Vit liéu can thiét (khéng cung cap san)

. 08838534190, total PSA CalSet Il, 4 x 1.0 mL

- 11776452122, PreciControl Tumor Marker, 4 x 3.0 mL hoac
11731416190, PreciControl Universal, 4 x 3.0 mL

. 07299001190, Diluent Universal, 36 mL dung dich pha loang
mau

= Trang thiét bj théng thuang caa phong thi nghiém

= May phan fich cobas e

Cac phu kién yéu cau cho may phan fich cobas e 402 va cobas e 801:

. 06908799190, ProCell Il M, 2 x 2 L dung dich hé théng

. 04880293190, CleanCell M, 2 x 2 L dung dich rira budng do

- 07485409001, Reservoir Cup, 8 cac dé dong ProCell Il M va
CleanCell M

- 06908853190, PreClean Il M, 2 x 2 L dung dich rira

- 05694302001, khay Assay Tip/Assay Cup, 6 khay x 6 chéng
khay x 105 assay fip va 105 assay cup, 3 tam 16t chat thai

- 07485425001, Liquid Flow Cleaning Cup, 2 cé¢ chuyén ddi
dé dong ISE Cleaning Solution/Elecsys SysClean cho Liquid Flow
Cleaning Detection Unit

- 07485433001, PreWash Liquid Flow Cleaning Cup, 1 céc
chuyén déi dé€ dong ISE Cleaning Solution/Elecsys SysClean cho
Liquid Flow Cleaning PreWash Unit

. 11298500316, ISE Cleaning Solution/Elecsys SysClean,
5 x 100 mL dung dich ria hé théng

Xét nghiém

DE 16i uu hiéu nang xét nghiém, nén tuan theo huéng dan trong fai

liéu nay cho cac may tuong ung. Tham khao huéng dan van hanh cho

ting xét nghiém dac hiéu tuong ung.

Thiét bi fy déng tron cac vi hat frusce khi st dung.

Dathop cobas e pack dugc lam lanh (bao quan & 2-8 °C) 1én bo

nap/xuat hop thugc ther. Tranh tao bot. Hé théng sé tu dong diéu hoa

nhiét @6 caa thuée tharva dong/mor nap hop cobas e pack.

Chuan

Théng tin ghi nhan dix liéu: Xét nghiém Elecsys total PSA da dugc
chu&n hoa theo Tiéu chusn Tham chiéu Stanford/WHO s6 96/670
(90 % PSA -ACT + 10 % PSA tu do).10.11.12

Duang chudn chinh da dugc xac dinh frudce sé dugc tai lap trén may
phan fich bing cach dung chat chuan CalSet ¢6 lién quan.

Tan suat chuan dinh: Can thuc hién chuan méi 16 thuéc thir véi hop
thudc tha mai (nghia la khong qua 24 gio ti khi hop cobas e pack
dugc dang ky frén may phan fich).

Tan suat chuan dinh cé thé kéo dai dua trén viéc tham dinh quy trinh
chudn da duoc chap thuan bai phong thi nghiém.

Thuc hién chuan lai khi:

= sau 12 fuan néu strdung céac hop thuée thi cung 16

= sau 28 ngay néu sur dung cung hop cobas e pack dé frén may
phan fich

= khi can thiét: vi du: khi két qua mau chdng nam ngoai thang

Kiém tra chat luong

St dung PreciControl Tumor Marker hoac PreciControl Universal hoac

nhimg mau chung thich hgp khac cho quy trinh kiém fra chat lugng.

Chay cac mau chdng vai néng dé khac nhau t6i thiéu 1a mét 1an cho

moi 24 gis khi xét nghiém van dang s dung, mét lan véi méi hép

cobas e pack va sau mai lan chuan.

Khoang cach gitia cac lan chay mau chung va gia tri gisi han nén tay

thudc vao yéu cau riéng cua fimg phong thi nghiém. K&t qua mau
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chung phai nam frong thang. Moéi phong xét nghiém nén thiét lap céac
bién phap hiéu chinh néu cac gia fri mau chdng nam ngoai thang do.
Néu can, tién hanh do lai cac mau cé lién quan.

Tuan tha cac quy dinh chinh pha va huéng dan caa dia phuong vé
kiém tra chét luong.

Tinh toan

May phan tich tu dong tinh foan néng doé chat phan tich trong méi mau
do (dudi dang ng/mL hodc pg/L).

Yéu t6 han ché - gy nhiéu

Su anh hugng caa cac chat néi sinh va hgp chat duge phdm sau day
[&én hiéu nang xét nghiém da dugc thar nghiém. Nhiéu da dugc tha
nghiém lén dén néng dé dugc liét ké va quan sat thay khong cé anh
huéng nao dén két qua.

Cac chat néi sinh

Hop chét Néng d6 thit nghiém
Bilirubin < 1112 pmol/L hoac < 65 mg/dL
Hemoglobin < 1.37 mmol/L hodc < 2200 mg/dL
Intralipid < 1500 mg/dL

Biofin <4912 nmol/L hodgc < 1200 ng/mL
Cac yéu t6 thap khap < 1500 IU/mL

Tiéu chudn: D6 phuc héi + 0.1 ng/mL gia fri ban dau < 1 ng/mL va

+ 10 % gia fri ban dau > 1 ng/mL.

Hiéu tng mau pham ¢ néng dé cao khéng anh hudng dén két qua
xét nghiém véi néng dé tPSA [én dén 17000 ng/mL.

Hop chat dugc pham

Thi nghiém in vitro dugc fién hanh trén 16 loai dugc pham thuang st
dung. Khéng c¢6 hién tugng nhiéu téi xét nghiém.

Ngoai ra con thir nghiém céc thuoc ung thu dac biét sau. Khong co
hién tugng nhiéu t6i xét nghiem.

Thuéc ung thu déc biét
Thuéc Nong dé thit nghiém
mg/L

Cyclophosphamide 1000
Cisplatin 225
5-Fluorouracil 500
Methotrexate 1000
Tamoxifen 50
Mitomycin 25
Carboplatin 1000
Etoposide 400
Flutamide 1000
Taxol 5.5
Doxorubicin 75

Trong mot s6 hiém fruong hop, nhiéu co thé xay ra do néng do khang
thé khang khang thé dc hieu khang chat phan tich, khang streptavidin
hay ruthenium qua cao cta mau pham phan tich. Xét nghiém da dugc
thiét ké phu hgp dé giam thiéu cac hiéu tng nay.

Trong mot s6 hiém trusng hop, dang dong phan PSA cdng hién hiu
va c6 thé duoc do khac nhau bang cac xét nghlem PSA khac nhau.
Nhitng phat hien nay doi khi ducczghl nhan vaéi xét nghiém PSA fur
nhiing nha san xuat khac nhau.'"!

V6i muc tiéu chan doan, két qua xét nghiém can dugc danh gia kem
theo bénh st, tham kham lam sang va cac phat hién khac.

Gidi han do va khoang do

Khoang do

cobas’

0.006-100 ng/mL (dugc xac dinh bang gisi han mau frang va maec t6i
da ctia dudng chuan). Gia tri dudi Gigi han mau trang dugc ghi nhan
la < 0.006 ng/mL. Gia fri frén khoang do dugc ghi nhan la

> 100 ng/mL (hoac Ién dén 5000 ng/mL cho mau pha loang 50 lan).

Gigi han duéi caa phuong phap do

Gigi han mau trang, Gigi han phat hién va Gigi han dinh luong

Gigi han mau frang = 0.006 ng/mL

Gigi han phat hién=0.010 ng/mL

Gigi han dinh lugng = 0.014 ng/mL

Gigi han mau frang, Gigi han phat hién va Gidi han dinh lugng dugc

xac dinh theo quy dinh EP17-A2 cia CLSI (Clinical and Laboratory
Standards Institute: Vien Tiéu chuan Lam sang va Phong thi nghiém).

Gidi han mau trang la gié fri & phan vi thi 95 thu dugc tir viéc do s6
mau n > 60 mau khong chia chat phan tich, dugc xac dinh qua mét
s6 loat chay déc lap. Gigi han mau frang fuong tng véi néng d6 ma
dudi khoang dé mau khéng chia chat phan tich dugc phat hién vai
xac suat 95 %.

Gigi han phat hién dugc xac dinh dua trén gidi han mau trang va do
lech chuan caa nhung mau thit c6 néng do th&p. Gidi han phat hién
tuong dng vai nong d6 chat phan tich thap nhat c6 thé phat hien dugc
(gié fri 16n hon giGi han mau tréng véi xac sust 95 %).

Gidi han dinh lugng la néng d6 chat phan tich thap nhat cé thé do

dugc cho d6 lap lai vai hé s6 bién thién d6 chinh xac trung gian

<20 %.

Pha loang

Mau thar cé néng dé tPSA trén khoang do ¢é thé dugce pha loang bang
Diluent Universal. Ty 1& pha loang khuyén cao la 1:50 SA (pha loang tu
dong bang may hoac bang fay). Néng d6 mau sau pha loang phai

=2 ng/mL.

Sau khi pha loang tha céng, nhan két qua véi hé sé pha loang.

Sau khi pha loang bang may phan tich, phan mém fu dong dua hé sé
pha loang vao khi tinh foan nong dé mau.

Gia trisinh hoc

D(r liéu sau da duoc thiét lap véi xéf nghiém Elecsys fotal PSA frén

méy phan tich Elecsys 2010 va c6 thé chuyén sang may phan fich
cobas e 801 do tuong duong vé mat ky thuat.

Gia fri sinh hoc & nam gidi khée manh binh thuang

a) Céc nghién cu trong hai frung tam lam sang & Ha Lan va Buc véi
xét nghiém Elecsys fofal PSA trén mau huyét thanh tir 244 nam gidi
khée manh & nhiéu nhém tudi khac nhau cho céac kéft qua sau:

1PSA (ng/mL)
Tudi (nam) N Trung vi phan vi thi 95
<40 45 0.57 14
40-49 42 0.569 20
50-59 107 0.75 3.1
60-69 4] 1.65 4.1
>70 9 1.73 4.4

b) Su phén bé cac kéf qua ctia tPSA trong mét nghién ciu doan hé
gém 395 nam gidi khoe manh binh thusng trong do tugi tir
50-94 tudi (két qua ctia mat nghién cdu & My).

C4c gia fri tPSA do dugc frén may phan tich mién dich Elecsys 2010
thé hién qua bang sau.

tPSA (ng/mL)
Tusi (ndm) N Trung vi phan vi tha 95
50-59 154 0.81 3.89
60-69 131 0.95 5.40
>70 110 1.11 6.22

Gia fri tPSA frong phat hién ung thu tuyén tién liét

Mét nghién cdu doan hé da trung tam da dugc tién hanh dé chung
minh hiéu qua caa xét nghiém Elecsys fotal PSA khi sir dung két hap
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véi tham kham truc trang bang ngén tay (DRE) dé hé trg phat hién ung
thu tuyén tién liét & nam giai tir 50 tudi tré lén.

Téng cong 1121 nam giai tr 50 fui frés [én dugg tich 1Gy tuan fu tham
gia vao nghién cuu. Do tudi trung binh caia doan hé |a 66.4 tudi
(khoang tin cay 95 % = 65.9 dén 66.8 tudi).

Su phan bé gia fri tPSA theo két qua sinh thiét va tham kham fruc frang
bang ngon tay

K&t qua sinh thiéf tuyén fién liét: lanh finh

tPSA (ng/mL)
Két qua DRE N Trung vi Té&i thiéu Téida
Binh thuong 375 5.8 04 75.8
Bénh ly 355 49 0.3 29.6
Téng cong 730 5.4 0.3 75.8
Két qua sinh thiét fuyén fién liét: ac tinh

tPSA (ng/mL)
Két qua DRE N Trung vi Téi thiéu Téi da
Binh thuang 146 7.2 25 122.1
Bénh ly 245 7.8 0.5 778.5
Téng coéng 391 74 0.5 778.5

Su hitu ich caa tPSA frong phat hién ung thu tuyén tién liét

Nhu frinh bay frong bang duéi day, frong doan hé 1121 nam gidi thi
€6 391 (34.9 %) fruang hop ung thu tuyén tién liét dugc phat hién
qua sinh thiét. K&t qua tham kham tryc frang bang ngon tay (DRE) bat
thuang ghi nhan 245 (62.7 %) frong s6 391 fruang hop ung thu tuyén
tién liét frong khi két qua tPSA frén 4 ng/mL véi may phan tich Elecsys
2010 ghi nhan 336 (85.9 %) truong hgp ung thu. Trong s6 391 nam
gigi dugc chan doan ung thu, 379 ngudi (96.9 %) c6 két qua DRE bat
thuong hoac cé gia tri tPSA frén 4.0 ng/mL.

Gia fri tién doan duong cho xét nghiém Elecsys fotal PSA frén may
phan fich Elecsys 2010 la 0.390 vai nguéng 4.0 ng/mL (sinh thiét
fuyén tién liét ac tinh + tPSA > 4.0 ng/mL: n = 336 / tPSA > 4.0 ng/mL:
n=3862).

Cac két qua tham kham tryc frang bang ngén fay va tPSA goi y ung thu
tuyén tién liét phat hién bai sinh thiét frong mét doan hé gom:

1121 nam gidi tir 50 tudi tré lén duoc chuyén dén bac sy tiét niéu dé
danh gia fuyén tién liét.

Téng DRE+b) PSA+C) PSA+ PSA+ PSA+ PSA-
cong hoac va va va
d) e)
DRE+ DRE+ DRE- DRE+
Téng sé 1121 600 862 1037 425 437 175
S6 mau sinh thiét 391 245 336 379 202 134 43
tuyén tién liét ac tinh
% sinh thiét duong 349 40.8 39.0 36.5 475 30.7 246
tinh

b) DRE b4t thuang

c) gia tri tPSA > 4 ng/mL

d) DRE binh thuang

e) gia fri tPSA < 4 ng/mL

Méi phong xét nghiém nén nghién cuau tinh chuyén déi caa cac gia tri
sinh hoc theo quan thé bénh nhan caa minh va néu can nén xac dinh
khoang tham chiéu riéng.

Dit liéu dac hiéu vé hiéu nang

D liéu hiéu nang trén cac mdy phan tich dugc trinh bay dudi day. Két
qua thuc hién & cac phong thi nghiém khac nhau cé thé khac nhau.
Po chinh xac

D4 chinh xac dugc xac dinh véi viéc st dung thusc thir Elecsys, cac
mau va mau ching theo dé cuong (EP05-A3) cta CLSI (Clinical and
Laboratory Standards Institute - Vién Tiéu chuan Lam sang va Phong

cobas’

thi nghiém): 2 xét nghiém cho méi mau frong mét lan chay, 2 1an chay
méi ngay, frong 21 ngay (n = 84). Két qua thu dugc trinh bay dudi
day:

May phan tich cobas e 402 va cobas e 801
Do lap lai Do chum trung
gian
Mau Trung SD cv SD cv
binh ng/mL % ng/mL %
ng/mL

Huyét thanh nguai 1 | 0.0211 |0.00101 | 4.8 |0.00107 | 5.1
Huyétthanhngusi 2 | 0.721 | 0.0225 | 3.1 | 0.0230 | 3.2
Huyétthanh ngusi 3 | 3.95 0.0802 | 2.0 | 0.0892 | 2.3
Huyétthanhngusi4 | 106 | 0.0616 | 06 | 0.156 | 1.5
Huyétthanh ngusib | 49.9 143 29 1.51 3.0
Huyétthanh ngusi6 | 86.6 0.632 | 0.7 1.28 15
Huyétthanhngusi7 | 934 416 45 419 45
PreciControl TM?1 385 | 0.0487 | 1.3 | 0.0583 | 15
PreciControl TM2 36.2 0311 09 | 0542 | 15
PreciConfrol U91 0.935 | 00135 | 14 | 00159 | 1.7
PreciControl U2 38.9 0458 | 1.2 | 0743 | 1.9

f) TM = Tumor Marker
g) U= Universal
S0 sanh phueng phap

a) Mét so sanh xét nghiém Elecsys fofal PSA, 08791732190
(may phan fich cobas e 801; y) véi xét nghiém Elecsys tofal PSA,
07027966190 (may phan fich cobas e 801; x) cho cac mai
tuong quan sau (ng/mL):

S6 lugng mau do huyét thanh: 190

Passing/Bablok'4 Hoi quy tuyén tinh

y = 1.006x + 0.00867 y=0.996x+0.119
1=0.995 r=1.00

Néng dé mau trong khoang tir 0.007 dén 98.3 ng/mL.

b) Mét so sanh xét nghiém Elecsys total PSA, 08791732190
(may phan fich cobas e 402; y) véi xét nghiém Elecsys fotal PSA,
08791732190 (may phan tich cobas e 801; x) cho cac méi
fuong quan sau (ng/mL):

S6 lugng mau do: 222

Passing/Bablok'# Hoi quy fuyén tinh

y =0.988x + 0.00869 y=0.974x+0.161
1=0.989 r=1.00
No6ng @6 mau frong khoang tr 0.008 dén 95.1 ng/mL.

Do dac hiéu phan tich

Vi cac khang thé don dong dugc st dung, phan dng chéo xay ra véi
cac chat sau:

Acid phosphatase fuyén tién liét (PAP) va ACT: khong phan dng chéo;
PSA va PSA-ACT dugc nhan biét frén co s& can bang phan i lugng.'®
Tai liéu tham khao

1 Henttu P, Vinko P. Prostate-specific Antigen and Human Glandular

Kallikrein: Two Kallikreins of the Human Prostate. Ann Med
1994;26:157-164.

2 Tewari PC, Bluestein BI. Mulfiple forms of prostate specific antigen
and the influences of immunoassay design on their measurement
in patient serum. J Clin Ligand Assay, 18 1995;3:186-196.

3 Balk SP, Yoo-Joung K, Bubley GJ. Biology of Prostate-Specific
Antigen. J Clin Oncol 2003;21(2):383-391.

475 2024-09, V 1.0 Tiéng Viét



09744860500V1.0

Elecsys totalPSA

4 Jahn JL, Giovannuccie EL, Stampfer MJ. The high prevalence of
undiagnosed prostate cancer at autopsy: implications for
epidemiology and freatment of prostate cancer in the Prostate-
specific Anfigen-era. Int J Cancer 2015;137:2795-2802

5 Schroeder FH, Hugosson J, Roobol MJ, et al. Screening and
prostate cancer mortality: results of the European Randomised
Study of Screening for Prostate Cancer (ERSPC) at 13 years of
follow-up. Lancet. 2014;384:2027-2035.

6 Louie KA, Seigneurin A, Cathcart P, et al. Do prostafe cancer risk
models improve the predictive accuracy of PSA screening? A meta-
analysis Ann Oncol 2015;26(5):848-864.

7 Scher HI, Kelly WK. Flutamide withdrawal syndrome: its impact on
clinical frials in hormone-refractory prostate cancer. J Clin Oncol
1993;11:1666-1572.

8 Partin AW, Pound CR, Clemens JQ, ef al. Serum PSA affer
anatomical radical prostectomy. The Hopkins experience after 10
years. Urol Clin North Am 1993;20:713-725.

9 Roddam AW, Rimmer J, Nickerson C, et al. Prostate-specific
antigen: bias and molarity of commercial assays for PSA in use in
England. Ann Clin Biochem 2006;43:35-48.

10 WHO Technical Report Series, No. 904, 2002.

11 Van Duijnhoven HLP, Perqueriauz NCV, van Zon JPHM, et al. Large
discrepancy beftween prostate specific antigen results from different
assays during longitudinal follow-up of a prostate cancer patient.
Clin Chem 1996;42:637-641.

12 Wians FH. The “Correct” PSA Concentration. Clin Chem
1996;42:1882-1885.

13 Cohen RJ, Haffejee Z, Steele GS, et al. Advanced Prostate Cancer
With Normal Serum Prostate-Specific Antigen Values. Arch Pathol
Lab Med 1994;118:1123-1126.

4 Bablok W, Passing H, Bender R, et al. A general regression
procedure for method fransformation. Application of linear
regression procedures for method comparison studies in clinical
chemistry, Part lll. J Clin Chem Clin Biochem 1988
Nov;26(11):783-790.

15 Fornara and Semjonow. PSA:Der Weg zum Befund, W.
Zuckschwerdt Verlag, ISBN 3-88603 2002;790-798.

D& biét them théng tin, vui long tham khao huéng dan sir dung thich
hop hoac huéng dan van hanh may phan fich, fai liéu huéng dan sur
dung fuong dng va To hudng dan vé fat ca thanh phan can thiét (néu
¢4 6 quéc gia cua ban).

Luén sirdung mét dau cham (dau cham cau/dau cham hét) trong to
hudng dan st dung dé ngan cach phan nguyén va phan thap phan

j—

caa mot sé thap phan. Khéng st dung dau phan cach cho hang nghin.

Bat ky su c6 nghiém frong nao xay ra ¢é lién quan dén thiét bi phai
dugc bao ca0 cho nha san xuat va co quan ¢6 tham quyén tai dia
phuong ma nguai sir dung va/hoac bénh nhan dat tru sé hoac cu fra.
Vui Idng xem Tom tat cua ban bao cao hiéu nang va an foan tai:
https://ec.europa.eu/fools/eudamed

Ky hiéu

Roche Diagnostics s dung cac ky hiéu va dau hiéu sau cung véi cac
ky hiéu da liet ké trong tiéu chudn ISO 15223-1 (danh cho My: xem
navifyportal.roche.com &é biét dinh nghia caa cac ky hiéu duoc st
dung):

Thanh phan hop thuéc thir

Thudc thir 6 thé dugc str dung trén cac may phan
tich/thiét bi

Thuéc thr

M3&u chuan

% Thé tich hoan nguyén

GTIN Ma thuong pham toan cau

cobas’

Doi vai Hoa Ky: Than frong: Luat Lién bang quy
dinh thiét bi nay chi dugc ban bai hoac theo yéu
cau cua bac si.

Rx only

Nhimg bé sung, x6a hoac thay déi dugc thé hien bang vach thay d6i & phan 1é.
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