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The Requirements for The Use of Tumor Markers in Clinical Practice

Zeng Rong' \Wang Zhiguo®
(1. Peking Union Medical College ,Beijing 100730,China;2. National Center for Clinical Laboratory ,Beijing 100730)

Abstract: Objective
practice. Methods

To provide a set of reasonable well-designed quality requirements for the use of tumor markers in clinical

We developed the quality requirements further on the basis of previous recommendations of NACB on Tumor

Markers. Three parts including pre-analytical,analytical and post-analytical requirements were stated and issues relevant to enhance

the clinical utility of tumor marker testing were briefly considered. Results

A set of practice guidelines that follow a reasonably

homogeneous style and approach was proposed. The strength and type of evidence underlying each recommendation is clearly stat-

ed. Conclusion Acceptance of tumor marker for clinical utility requires careful and thoughtful study design. There need paying more

attention to evidence-based problems to ensure patients’ safety.

Key words: tumor markers, biological;

% F K A= 9 1k % BF 98 BE ( National Academy of
Clinical Biochemistry, NACB) ¥ 5 £ 2% 52 B 35 g (Laboratory
Medicine Practice Guidelines, LPMG) 3¢ T 98 45 25 ¥ 76 I IR
S i Y o B S B SR Y E R TE T 8 ) R A 0
B2 56 119 PN B 0 SR 5 01 e 98 AR Al B 7 R A 2ol A B B
24 b (SR8 R R AT, AR 20K A 2002 4F NACB
RS = o S i N T 1IN o T R L = R e
TR R 8 34 5 B A I 968 s 5 A 0 A 56 1 JB o 0K
1 SHAREER

BRI JI R AR AR S SR R A T RE S R R A
Tt . A3 BTG B BE L AT BT B B S 45 5 R AR SRR RS T . R
24 1A 5 B RIS A AR I RE AR (R 51 B AR 03 R
FEATER NG A,

L1 5200 YAE G Y BT A 2R
L1.1 fRAesy Wi?ﬁﬁiﬁ*'l/ﬁ\*fﬁuﬁ'zﬂ‘l%ﬁﬁﬁi»igﬁ
AR R E RS A E A R
%Y 2 g Cethylene diamine tetraacetic acid, EDTA) 5 $ii £
YRR o T SIS W J7 5 . s o Ak 9 A A SR B I AE A%
XSt AL S AR B
1,12 FEARREME I8 2 3% R % Al B 43 FF IS AT fg
A7 T 4 C GEHD B30 CRMD IR . Q] 5 1< )0 % 47
T =70 C., REHMPFEATEER T HAS , P RE
[ Calphafetoprotein, AFP) | J& It 31 Jit (carcinoembryonic anti-
gen, CEA) AR T S B VR Bh I 5 58 &) 32 B4 A VKK % 7 1) 3%
We o P 32 RS S A X R A HE AT P AL B I SR Hi A IR A B

A BINAE# . E-mail : zhiguo w@ hotmail. com,

quality requirements;

pre-analytical; international standards
Ji (prostate-specific antigen, PSA)
1.2 50 AH G 1Y T i 3R
1201 KB 7w sess  oRabr 25 A 30 1 HY 3 10 i AR 8 2
3R A B L B T S R [ KA B A (i NACB 4
R EFE .
1.2.2 FEASSRFEN ) S FEATS e H T JC 2 4% 1 E 44 i W)
MR bR 35 W BRI A TR H P 2 58 B TR L d e A AR N ] PSR
YIRS PSA B 1L 82 7E i DR T 4 19 A e i 571 Ji
JEFRZ TR AR TR I CAL25 14 1M T8 7 3% 8 40 16 A 25 3 1)
SRAE 15 DU L VR R 2 3. O SR TS e AT L 3 3 CEAL
CAL199 R L 2 JIk 45 57 PR JT IR RV . R IR SR 15
e BT DA
1.2.3 WG PRNG O 538 T 0 B O 95 g B J g T 2 1 i 9 A
TR TR BN B S U AR A T SR 2 B R
(B) EAE M IR % 2 (human chorionic gonadotrophin, hCG) 28 4%
SRR . PR 2 DA PR B 3 I DR 0 RS A 38 25 R 1 5
M [e) B 7 1 DR AR 5 o 5 8 A O B
1.2.4 259367 BUETE IF s CRY S Sa-id Jit 40 4 590 (A
A TR A e B A Je ) 5 | S PSA U i v i ) S 50 % . b
b 25 WV B — b M8 I AE T R AE AT R . B AR SRR T ]
FIE 532 00 Jie 38 A= K A TR R RS I R . BRI L TR I R
At rp s W G e 2 Y .
2 SoWHRREEXK

TET7 WA T, 0 2 P AR AR 4 18 7 1% 5 = 9 04 TP o0
I VAl T S AT 5 vk T 52 1 2 LA M L RE A R IR S



EFR I ESRE 2011425 A% 32 %4 785 Int J Lab Med,May 2011, Vol. 32.No. 7 v

HBE s EARL L SE 56 = N i 45 (internal quality control, IQC)
e A YR B 3 G 6 R IOL P 45 0 R 5 TG Ry 36 E 5 TG D) R
T EATE 28 4 T ¥ W) BE 7 5 IE (proficiency testing, PT) #£
A PT RE AR 55 052 50 I 3% FE A5 B AR B L 7632 % i PT AR AR
o A N MEBR AR E T B4 3k A A L0 R BRI R Y
S5V L PT AR g i SR L i 2 5 & 42 ¢
ﬁﬁﬁi%%ﬁﬁﬁ%ﬂ%

X HE T 1IQC #1 PT (¥4 4% B 128 7T RE -5 I IR A A
— . AR G B TG R AN A Gl i 2 R R SR PSATD) sl #
2149 JH Al 41 A0 St = b R G R 0 Jie R A R 1 KT ok #ﬁ
fRyF I Cn i AFP 3 hCG e W ) 52 54U d8 1825 J0 g Gk .
iiﬂiﬁiﬁi%ﬁ*ﬂﬁﬂﬁi%ﬁﬁfﬁﬁqqE@$¥4§,PT‘TfﬁUATLX%EL\¥§ﬁTﬁ§
06 T 85 R BER AR (L AR e A R A .

FRAT GBI B s o T L A A B AV A T RE Y L (H R X
AR TR 2 — A~ DA 1] 1 [ B A o (1S) 82 2542 70 (TRR) 4B 1] LA
15 2091 B A 32 R UE S T 1 112 W 3 R )z SR 9 43
Y E R RN . HATAN TEZE M CA R 5 MR bR 35 9 18 %
H OIS, IR N IZ B E VISR 0 — A~ E R E 0. R A SRR IS
2 IRR A LAAS 3], 0y PT 3R AT A [ e 5 5 i 3t 5 B iy ik
SEALRERE R S . KA PT 3R] B8 i w] LI5S UE B2
GIA—AS8 1S BOR . a0 3 B [ 5K 550 = ) 5 6 3 M 1 4
(UKNEQAS) ) PSA B4l 1 55 T 28 5 R A JLAT B 50N 56 —
A~ IRR B 51 A Z BT A 1995 4E 1 21. 9% F F& ] 2007 4F 1)

8.7, ARZ S FHC AR TR DRI IR B o AT v M 1
g[»ll:o
3 SAWEREER

NACB % 9 b 3 9 43 7 J5 09 Jo it oK 32 2 LR LA
U5 i - 52 X ] SR B bR R A R R . IS X )
712 R A 24 09 A8 S5 76 5 G e AL A6 A3 35 W 25 R R L
T $5 2 2% DX [0) 5 ot g o ) S B30 118 484 0 s o 20 1) 43 0 T
B E S FE 25 BB BRI AR ) 78 S 5 o S0 TR A A A T
T 520 N 5 R AT SE R 3 B B B AR Y O s 5
0 55 07 12 A R4 R 0 A 2 R ) O DG A T A 0 % 3 e 1
(ﬁu AFP . hCG.PSA . CA125), 745 B4R 42k )i, 75 B 4

SR P ARG 36 )y 12, LR R T 0 B e 5 X 4 SR N AR R
E‘-?ﬂn F- LRV 32 300 Il I DR Ao ) 2 ke AT BT 19 3SR . T
A 52 56 =5 N 12 S B A TSR 0T A A R E S R AR 1 T

MRAR NACB 13 i $2 45 0 75 F A9 41 45 7T LA B 55 56 = A
M6 R =2 IR0 R 4 B B8 O o I IR 2 b 59 38 = IO 322 % fieb 8 s 5
PR 2% SR A O T Bl A B PRI AR A B S R E S 1 B 5 X
Tii) e 2 I 2 2% R 4 A DD, 3 ELKE 23 A7 1k A 2 4 1 A S 1
fl T A AR G 30 B2 2 pE HL At — SRR 3R 1) g0 s 2 0 1 4 i TR
F M bR R R I B 25 . R R R SE I = A
LR 5 AH B4R TR 45 R b b A DG A 50 1) A B Cln i 21 2 1 R
i VESR . LDH At A3 9 7+ ) 2 R A .
4 &% it

ST TR, o i B s 5 4 4 W R AP 1 4 2 T B AT Al R

SERL AR BT, DAARIE LS SRR G R A B T A = . (A&,
k%ﬁ%@ﬁﬁ&%ﬁﬁ%ﬁmﬁﬁmﬁﬁ,Fﬁxﬁﬁnﬁﬁzr\mmiﬁc
A5 E A T AR R REAR T SR BB ST T A T
RA A AR SEAR BT A BL 2 — B WA A7 40 0 8 25 M T Sl A ik
T RN L PR Z A . B SRR A K (LOE) 1T Ay
WFIE 76 3% L6 B 5% v, B 25 0 0 AT IS 1A it A Dy o R 52 3 v 1Y
W H AR BUOE I s AR ) ) R 2 H AR LOE 1 2 g
SEE T REAR B W] B2 2 85 SR o ok 2 100, o g 2 SE 4 1 IR A
TG BB R A3 B A R % b ) ﬁfﬁé%ﬁmﬂ@
TR R B A U E L 9T B ICIe Mg br & R 50 A 4

A Al P N 12 S0 A o 4 )

S ik

[1] Laboratory Medicine Practice Guidelines Use of Tumor Markers
in Clinical Practice: QualityRequirements Edited by Catharine M
[J]. Sturgeon and Eleftherios Diamandis.

(2] Btz Besb. K mbn A R 4 5 00 0 i a9 o o 22 0 [0 1. 1 B A 4
BE 4275 .2009,30(4) : 366-369.

(3] 28 . RSB iRt RmEsS
Ifi & - 2007 ,4(2) : 148-149.

(4] SWER. fEe b Ay KR 550
Z,2009,30(11) :1120.

[5] Loi S,Haydon AM, Shapiro J,et al. Towards evidence-based use

P L. I RS 5 B2 2

of serum tumour marker requests: an audit of use in a tertiary
hospital[J]. Intern Med J,2004,34(6) :545-550.

[6] Roddam AW,Price CP,Allen NE,et al. Assessing the clinical im-
pact of prostate-specific antigen assay variability and nonequimo-
larity:a simulation study based on the population of the United
Kingdom[]]. Clin Chem,2004,50(6):1012-1016.

[7] Sturgeon C,Ellis A, Al-Sadie R. Annual Review for 2007. www.
ukneqas. org. uk(Accessed 28th July,2008).

[8] White P. Annual Review for PSA. http://www. immqas. org. uk/
(Accessed 28th July.2008).

[9] Kort SA, Martens F, Vanpoucke H, et al. Comparison of 6 auto-
mated assays for total and free prostate-specific antigen with spe-
cial reference to their reactivity toward the WHO 96/670 refer-
ence preparation[ ] ]. Clin Chem,2006,52(9):1568-1574.

[10] Stephan C,Klaas M, Muller C, et al. Interchangeability of meas-
urements of total and {ree prostatespecific antigen in serum with 5
frequently used assay combinations: an update[ ] ]. Clin Chem,
2006,52(28) :59-64.

[11] Roddam AW ,Rimmer J,Nickerson C,et al. Prostate-specific anti-
gen:bias and molarity of commercial assays for PSA in use in
England[J]. Ann Clin Biochem,2006,43(4) ;35-48.

[12] Duffy MJ. Role of tumor markers in patients with solid cancers: A
critical review[ J]. Eur J Intern Med,2007,18(11) :175-184.

(e fis H 39 :2010-10-10)





