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[ Abstract] The recombinant human thyroid-stimulating hormone (thTSH) can be used for differentiated thyroid cancer

(DTC) preparation before !

I therapy, and follow-up. Since its approval by the American Food and Drug Administration (FDA) in
1998, rhTSH has been clinically used in European countries, the United States, and other countries for nearly 30 years. In April 2024,
the first independently developed rhTSH agent in China was approved. Based on clinical experience and integrating evidence from
domestic and international studies, an expert consensus on the application of rhTSH has been developed following thorough
consultations among experts. The consensus offers evidence-based recommendations designed to guide the appropriate use of thTSH

in clinical practice.

[Key Words] recombinant human thyroid-stimulating hormone; differentiated thyroid cancer; clinical application; expert

consensus

{2 BR IR 3 2 ( thyroid-stimulating hormone,
TSH) Jf&—FPARXS 73 F 5 22 30 000 (45 1,
M 2 APV IEZE A, B o 3k A B3, Hob B
S EA TSH 75 W e e PE R A P2 idve . g
PE TSH H A4 A7 - S P g 240 it 2 093006
F By e A TR MR BER i AR R s, Rl s
LAY I 20 FRDR J 200 B S5 B 3 oAl R R

Ji¢ # ( differentiated thyroid cancer, DTC ) 4 g
I Y S R N B O B RO R S T
Z B4 2218 TSH 32 f& ( TSH receptor, TSHR) .
TSH A] A5 DTC 4 /i i€ I TSHR 455, feit
AL B AR 5G] 1 3R G8 BR L A A Al [ ) A
iz {& ( sodium iodide symporter, NIS) . H IR IR
BRH# A ( thyroglobulin, Tg) | HUR MR o AL Py il
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( thyroid peroxidase, TPO ) 4, [a]H} A2 DTC
NS

# 2 AN AR B &R ( recombinant human
thyroid-stimulating hormone, thTSH ) Jz:# i 75 2H i
A HERR ( deoxyribonucleic acid, DNA ) A=
AR RAEREA, 2 AR E R WAL

(o WAk pV3E ) HM. o WA 24 N
FEME A 05, 92 DN IERR IR A A ; B Ik
TA 1A N BRI T, 118 A2 SR bk
BN thTSH W] 5 1E 5 HUAR IR A0 AT DTC 40
Jg ) TSHR 455 I A& %5 TSH 2600 A= ¥+
heE™ .

AT AL BB L R B Sk 1AM R} 45 45
WA A3 VB K (MK 1, https://c-jem.com/article/
doi/10.12025/j.issn.1008-6358.2025.20260158 ) 25
1T, BREIN—BE=75% 1E R ik mILR bR
e, PR 8 AE L.

1 rhTSH B9 4 Y245 4E B i PR Rz B

rhTSH & W T 1993 4F i 3¢ [ filt B8 4 )
( Genzyme Corporation ) FJJHH 4 DNA AR H %k
Jf4: 7= ( thyrotropin alfa) ., Thyrotropin alfa % &
W2 ¥ 51 5 A Y IR TSH —2K. rhTSH 5 N Ik
TSH i D) 32 B AE T2 SE MRS RE AL i 268
i, N N-CBEE L% ( N-acetylglucosamin,
GIcNAc) FlH 5 #H 5% B & 50, thyrotropin
alfa F) Bl 2 AL 7K P 5 T N I5PE TSH; /i 3706 N-
Tk 2 FL B B ( N-acetylgalactosamine, GalNAc )
5% Jk | thyrotropin alfa JC #i R b 1& i ; [A] B,
thyrotropin alfa 7 3y [ W & 2 A4 18 1 BE &5 T 9 TR
PE TSH™, (RILF 2 % N IR HE TSH K 10 1% LA
B E Y 2024 4 4 F BRHL R I R 956 1
X thTSH 254 ( AR HURBR 2 e, & AR
SNAO001) FZE M ¥ 515 N JTE TSH —2, H
HZGRBh S 45 E S thyrotropin alfa 25—,
FHEEMMEEE ) (Food and Drug
Administration, FDA ) S5Mc24 54 #R ( European
Medicines Agency, EMA ) 735l F 1998 45 2001 4F
1E L thTSH ( thyrotropin alfa ) L FHF DTC
F HUR IR YIRS BEVS i AR AR R

Kz [ s A 2 Wit 4 & 4% ( diagnostic whole
body scan, DxWBS ) 1. FfiJ5, EMA 5 FDA X/}
S F 2005 4F A1 20074F it #E rhTSH ( thyrotropin
alfa) H TR 1) DTC B34 75 H AR IR 2
BRI A S T bR A HR AR A2 S B
BIT . HEE KNS )R ( National
Medical NMPA) F
2024 4 4 F IESCHEE AR HCR IR 2= 350 T8
HEAMFE RS ) DTC B 1E R AR 2 DI bR ol 2 V1B
ARG T IERREE A TR BRALSUR 4 BhIR YT o

DTC & # "1 Y7 Bl A thTSH 7775 : LA
s, 132 (09mg) /d, #%E2d. /2 TSH>
30 mIU/L o #EA47 P TIRYTY, 3045 T 1 IRI2 Wi )
"TAFARYTHT DxWBS,

DTC BHETEARSG 5T 1677 5 R R b HR
MR EKFE 1 ( stimulated thyroglobulin, sTg; El TSH
JKF->30 mIU/L B 5E 9 Tg) Kl & DxWBS fif
JH thTSH J5k: WUATES, 132 (09mg) /d, i#
422d. S KK sTg, 1 (5k) 553 KA TN
fAiR/NFIE T 51T DXWBS,

Products Administration,

2 rhTSH 7£ DTC "'1 ;&7 iy 5z A

PTIRYT L DTC B £ VIBRuir £ VIR A G
AT EE Gz —, WA (1) &k
FARIGRHEMFIRIRAS GEFRIT) 5 (2)
Bk T AR S5 5 A5 2 A A TG 1 SE A0 T REAFALE B B/
RO R R CHBNAYY ) 5 (3) TBRREIESE
(1 TG 3 TF R D) Bk A S5 0 B0 b B RS kL (3 AR
BIT) o
21 FWEH  fEUEESFIENE RS, i thTSH
55 MR H IR AR % E  ( thyroid hormone withdrawal,
THW ) J& T HIRIFBIF RO Y, H B A
HEREF TG FE L. H THW FHFLL 2~
4 J8, S EUR RN IR R S KT R A B IR
BRI REIGE ( FAR ) R, e A T o i
5 TAEY, fdi A chTSH W e THW, LR 5
25, B TSH BEHETH % 30 mIU/L &L L, 4
6T RRE T AT A I IR] [ B ok e R s X A
DRI NI0)-Al IR

[ 9 A AR 35 B 8 e A2 K chTSH H T
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DTC "1 IR P RTHES . 2023 4F fy 9% = FFUR AR
4> ( British Thyroid Association, BTA ) 552445 %
TR RIS, X F T,. N/N/N,. M, Jf RO
DIBRAY DTC 4, 1E75 FRTHEA 6 H thTSH™
2023 4, WHPAREESESS NS4y . AR
ZIANREEE Gy s WOR MR S AR AR 240 . rh E b
ek miE Ll T sy . RS E S
2x, WEyUED SRR LR 2 PEE
Ui p s AP RBE I 4325 AR IR AR I 25 5 25 .
RS B SIS BT CHUR RS T
MR RIS IATEE (S0 ) s
7, XFE. JfE DTC B3, i thTSH HF"1
BITATHERS o 2022 MUY H AR BR 32 ( European
Thyroid Association, ETA ) F:iH#EF, F thTSH
VERPIBIF Tt R/ £, 62
thTSH I IRIZIF M E . 2025 R 3 [ HUR IR - &
( American Thyroid Association, ATA ) i A\ DTC

RE AR MRS, AT R
e, thTSH LT THW (SRiERE, RffE PEiE
#8) o g, thTSHWERRE TS, HT
DTC &% "1 E HIRIT RS

#EREN 1. DTC Ex 2R KELLTHRA
BV E T IEIT R4, #FEA thTSH.
22 by UG HEERRT . &
& DTC B E ARG T REAETERI TN BBk, AT
TR P e S AR A ( disease-specific survival,
DSS ) FIFFRE &R

2 T [a] JB51 1 i R A 5 A SR oR, R T
CTEEBIIAYY, (4 thTSH 5 THW ZE4TI677 Al HE
IR IR T R R A I I TS A . —
T A 586 {5 v & F s 1 52 & KUK DTC i 4 [ml
JBRPEIG RBFSE ™ & B, rhTSH 20 B3 HIAR 5 15 IR
"TIRITIT RO 7= (excellent response, ER ) FAL T
THW 41 (39.4% vs 30%, P=0.03 ) . 2024 4 —Jj
ZEREIHT O IR R, R R  fa E k RU:
DTC B # (ffhmibie 83 ) , thTSH J&—Fh
PRI R ISR RE . 2020 4, Sk K
M) — 2B Z/ N B, 4 thTSH /E A
K A BB IR RIS A, T TIE A
ITSHBNRITYFAES, AXMETX . WEHIRIT

1) [ B A 4 BIE T AE T, AT A B AT T
HIVEH . 2025 il ATA B DTC B A BAE # ™
HetE, ATV TR BRI TR Y, A thTSH
BT THW CiRHERE, mfE rEuEds ) o

#HERBN2: DTC EFATGRBIT LB AE"T
WEEIT R4, %1 A thTSH,

23 FEEST 2010 4F EMA H T thyrotropin
alfa 35 WV IR : A AL FE LR 98 19 2 U1 BR 0 4
VIBR ARG 34k AP HUR Btdes . I, thTSH AJ
FHT R e i iR ( TNM T, 39 ) 8 Rl itk e 4%
B (TNM NN, 1) B TBiasr s

TSH il 367 09 B Ie FE Al & TSH X DTC 4
M R AR . A WFSERT L T P TIA T A
thTSH 5 THW J& IfiL 3% TSH 7K F i ith £ °F 1 X2

(‘area under the curve, AUC) , & ¥ THW I
TSH #J AUC J& thTSH 4119 4.6 £ ™. 1 TAZfH
TSH bt #4218 . FERTHHE, THW {2 ffi DTC
F R I SO K RS & . B R
BN, ML WA K HF (vascular endothelial
growth factor, VEGF ) %I DTC ¥ 19 &4 &
fE/ER, H DTC &4 iLiE VEGF /K F5 TSH
1A S6, {H %8 W48 ) rhTSH A £ i 7 5 7% i
DTC B #F IfiFH 1 VEGF KF-,

2022 4, 36 % R 2R R A7 F 52 R 2k 2 FTIR
B B2 1 45 ( Society of Nuclear Medicine and
Molecular Imaging/European Association of Nuclear
Medicine, SNMMI/EANM ) DTC #% B& 2% PEA FiA
Jrem I, A BRI, HRE A
e $E, W LATEIE N IEAM Y rhTSH. 2023 4,
M BTA &2 2 KA 145 /g It tg, e "1 3%
SEIRYT AT chTSH #EA7HES . 2025 IL ATA 1§
A DTC EEEHHER e, XTFmdifsi DTC
B, EHATIE MBI R I, Tk ] THW
5, thTSH (A ZcMFHERE, RHE MR ) .

K I R IE SR 2455, thTSH T 1%
IR RTMER L A%, J& THW I R & 00r
%o —IA 10 Tl ROFFE AL 1929 il E 1 2s
AP B, thTSH (n=953) 5 THW (n=
976 ) HALFEX'T IRTF R ME DTC MY RihE 2 57
TG A o M TIE IR R 7 RN AR
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FHA RS DL e, IR A R RO
S VEAEIAYF RTAEA thTSH &% THW %' TIEY 77 AL
KB TG R e AR TR 25 5%, IR 2
2t G R R o

#HEREN3: DIC BH AV KR BLE LKA
JEUTER G R 4, & R {E A thTSH.,

3 rhTSH % DTC RfE." 147 BTG L HEih &
Kz A

Xt FavlRsGaE VIR S DTC B34, &
20t RE IR G I, DR B 1T IR
57 . HEABEDT S T AR
3.1 rhTSH &£ DTC R/G#-& A% P e A [
AMYEAER '8 , DTC B AR50
AT TNM Z3- 3 KW b6 52 % WU B2 47 )25, JF AT 7E
A5 B U o A AR i I R S B A4 50 i AT B AT
i, FEPAL 4805 (a0 Tg. sTg. HUARAREK
HHA$UIK (thyroglobulin antibody, TgAb) . TSH]
AR E kA (nsmiER A . DxWBS. CT.
MRI. "F-FDG PET/CT) 45%#"*", DTC B#H ARG
J7 AL 45 ER. B AT RO ( biochemically
incomplete response, BIR ) . &% ¥ ¥ ¥7 5 A~ £

( structurally incomplete response, SIR ) | J7FRLA
#i¥) (indeterminate response, IDR ) 2", TSH
PERTAd 5% B HR AR AH AU (5% ) SRkt i
KEH) Tg, HETE =X 45 M e & & M e B ) il
M. WL, X FAH/EERAE . 7R
YJ. BIR. SIR #J DTC [ 5, Ffiijs sTg il ¥
Tg WA BT Wi

2025 }i ATA J§i A\ DTC &5 #4515 5
I, EATHREETIBRAE 6~12 8, 171iE
sTg KM %E . EmARAE ] thTSH J5 sTg ) T i i
B 3 % KT THW, {5 B & 3 0] 4R 47 M 3 0
PERPIRA " X F THW 8 sTg> 10 ng/mL
8¢ FH thTSH fF 2 %) sTg > 5 ng/mL ( thTSH 8
QWIESE 2 72 h) , Tg sl TgAb /K F 52 It
wr, HAE . Mo¥es2q%# &% "F-FDG PET/CT BAE
Mo, AT TR ER ™. 2025 i ATA f5
R, 7R TIAITRT AT AT DxWBS, LA B
SHITIRYF I . DxWBS 1 11 T DTC RJ5 54

FURBRSR S . AT BER /GRS A | kB LRE o
fipgg frar, BN YA R T RER AR RO
W5 R, R JH thTSH 3% THW /5 (9 DxWBS
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