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PROKSE 6 70 [E TIREE L22hRE -« RIS T 2 KRB IT 20 DD, NCCN A
4 K7 A > [Clinical Practice Guidelines in Oncology for Gestational
Trophoblastic Neoplasia (version 1. 2024) ] [ZFi# S AL TW5H[3] GEMIIX 2.
HENFITR DK TOAGEEORDL] OBIZFLH) ., F 7oL EHERRMEY —
£ 2 (National Health Service: NHS) @ Urgent Clinical Commissioning Policy
Statement THELE X LTV A [4] GEMIIT T2, BEERNEITIR DK TOREE
DRBL] DIEIZFEH) . A T, AR OAEE LB O 2 F7 4 5 0%
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Gestational Trophoblastic Neoplasia (version 1.

2024) [3]

NHE -« R
(F7=13%0%6€ -
NI ED B
2 Fe i AT)

[ 3]
(GTN-B 6 OF 7)
SYSTEMIC THERAPY FOR GTN
High-Risk GTN:

Additional Agents/Regimens Shown to Have Some

Activity in Treating Multiagent
Chemotherapy-Resistant GTN®!

* PD-1/PD-L1 inhibitors
(eg, pembrolizumab [preferred], nivolumab

[preferred], avelumab)

¢ Dosing schedules also apply to the Intermediate
Trophoblastic Tumor (PSTT and ETT) regimens
listed on GTN-B 7 of 7.

fRecommend referral to center that specializes in

the treatment of GTN.
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(GTN-B 7 OF 7)
SYSTEMIC THERAPY FOR GTN
Intermediate Trophoblastic Tumor (PSTT and ETT)

Useful in Certain Circumstances
Additional agents/regimens shown to have some

activity in treating multiagent

chemotherapy-resistant GTN:

* PD-1/PD-L1 inhibitors
(eg, pembrolizumab, nivolumab, avelumab)

[HRER ]
PEARVERR B AT 5 2 kF 3 2 R iR Ik
A s e AR 7T R MEE (PSTT X O ETT)
FEOWRWTTHH
2 B 1 HR UM AT R M K T B L 2 AT © 2
DEIEN RSN BINEY LY X~

« PD-1/PD-L1 [HZE#
(fHl, L7 X7, =R~ T, T
~7)

ML - & Pembrolizumab 200 mg IV every 3 weeks or 400 mg
(X3 - | 1V every 6 weeks
MEICEED &
% L FT)
# 4 K A4 > | Ghorani E, et al. Pembrolizumab is effective for
D IR L drug-resistant gestational trophoblastic neoplasia.
Lancet. 2017, 390:2343-2345 [9]
eSS
HA RTA e [F [E R AR ¥ — B A (National Health Service)
Vg Urgent Clinical Commissioning Policy Statement:

Pembrolizumab for drug-resistant gestational
trophoblastic neoplasia (NHS England Reference:
170027P) [4]

UNERRE S
(F7=zzhe -
BRI D &
% O 5 )

(]
Clinical commissioning criteria (page 4-5)

Pembrolizumab is commissioned for GTN patients
as third line treatment following standard regimes

for GTN patients assessed as high risk (gestational

trophoblastic neoplasia International Federation of




Obstetrics and Gynaecology (FIGO) staging score
of seven or more as described in Seckl 2010).
Pembrolizumab will also be commissioned for

patients with poor risk placental site trophoblastic

tumours or epithelioid trophoblastic tumours

(described in Seckl 2010) and may have received
the first and second line treatments described above
and are then being considered for high dose

chemotherapy.

[HRAR]

BRI v a = 7% (4-58—7)

i DR Y $¢ - B v

NRAT7r Y Xv7E, mU A7 EFH S ot
BRVEMR B MR IES R 1T AEYETR IR TR O 3 RN
e LTHREEIND,

NATr ) XA 7NE, PTEARY X7 O PSTT
XX ETT 3 T 1 IR L O 2 RIGHR 2 %0,
ZOHEARFREEZRFTFLTVDIERICH
Bhahd,

Mk - H&E
(E71 M-
HEIZEED H
2 R T)

L]

Clinical commissioning criteria (page 4-5)

Pembrolizumab will be given intravenously at a

dose of 2mg/kg (outpatient treatment should be

clinically appropriate for most patients) delivered

once every 3 weeks.

[HARER]

R S v a= 7M. (4-53—2)
NRA7n ) X< 7% 2mg/kg Z 3 IS 1 [EERR
W54 25 (1F&AEDEREITIIIKIBEN
REYIZ 8 E)) ,

HA RTA v
DR L FR SC

Huang M, et al. Complete Serologic Response to

Pembrolizumab in a Woman With Chemoresistant
Metastatic Choriocarcinoma. J Clin Oncol. 2017,
35:3172-3174 [10]

Ghorani E, et al. Pembrolizumab is effective for

drug-resistant gestational trophoblastic neoplasia.
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3. BENFITHRDLERNIOLREILEK « REFICHONT
(1) BWAERALEEGRR, EYEERARE TR D AR LI E L TOHREIRDI

<R DRI L (RO R %) | BRSRHRG . SCHR - Bl 55 o0 33 7 L

1 DL 55 >

1) PubMed 2 B » T ((((choriocarcinoma) OR ("epithelioid trophoblastic
tumor"[All Fields])) OR ("placental site trophoblastic tumor"[All Fields])) OR
("gestational trophoblastic neoplasia"[All Fields])) AND (("pembrolizumab"[All
Fields]) OR (Keytruda)) C20244F2 HIZHEE LG L2/ F D 5 B high-risk
GTN. B, EARRMER. PSTT. ETT Zxt% & Licim AR L /=,

2) ClinicalTrials.gov (https://clinicaltrials.gov/){Z 33> T 2024 4~ 2 H |Z . Condition
or disease (Z choriocarcinoma, trophoblastic neoplasia THisE S ILTZHRER D 9
. pembrolizumab |2 X % #kB 2 38R L 7=,

<M BT D BRI >

1) FEAEZACEGBRII T Ty, B E Te A RIS GTN 2 %
Gl LR AT 0 X7 OEERRE (200mg. 3B L) #5014
AR S HEAT T & 5 (NCT04303884) [7],

< HARIZEB T B il R R X >
1) FRARRERIZ T TV,

XICH-GCP RO FFIKABRICHOWTIL, TOFRLHET D Z &,



(2) Peer-reviewed journal DfRFE, A ¥ « 7 F U U R EDHEIRN

1)

2)

Braga A, Balthar E, Souza LCS, et al. Immunotherapy in the treatment of
chemoresistant gestational trophoblastic neoplasia - systematic review with a
presentation of the first 4 Brazilian cases. Clinics (Sao Paulo). 2023, 78:100260
[8]

ARGl 4 FlzEHi T2 & L i, GINIZHT 20ET = v 7 R A v MEE
WTHLT NN~ T XEI_XLT7a ) XA<vTOFMICET 2582 A7 U —
=7 L ROEGFIREDI AT <T 4 v 7 b Ea—&Ef Lz, ~AL7
n ) XA~ 7 HARRICEAT D 1l i ekl LR, ZHI0H LY A 2
U CHAMRPMETH 72 15 fild, 13 BIA~LT7 8 Y X~ 7 HARET
WL, WRETORGEY A 7 Ao mIfElL 3.5 ¥4 7 (U5 {Lfd
PH: 2.75-5.75 YA 7 V) BINER O P IAEIE 4 YA 7 v (U5 L : 3-5
YA N) ThHDH, Z7b—FR3DOFFERLELT, 5P E20EE L
R FRREFEE DS 1 B, 580D 50%I80E T xf i Al Be 22 fT B RE PR 3 725 1 6l e
P X 7-, HRHLEH SCIX, Ghorani E, et al. Lancet. 2017, 390:2343-2345 [9].
Huang M, et al. J Clin Oncol. 2017, 35:3172-3174 [10]. Choi MC, et al. Eur J
Cancer. 2019, 121:94-97 [11]. Clair KH, et al. Gynecol Oncol Rep. 2020,
34:100625 [12]. Goldfarb JA, et al. Gynecol Oncol Rep. 2020, 32:100574 [13].
Pisani D, et al. Curr Oncol. 2021, 28:5346-5355 [14]. Bell SG, et al. Gynecol
Oncol Rep. 2021, 37:100819 [15]. Porter A, et al. Gynecol Oncol Rep. 2021,
36:100782 [16]. Polnaszek B, et al. Obstet Gynecol. 2021, 138:115-118 [17].
Paspalj V, et al. Gynecol Oncol Rep. 2021, 37:100817 [18] % TF Wong AJ, et al.
Gynecol Oncol Rep. 2022, 40:100955 [19] Td %,

Mangili G, Sabetta G, Cioffi R, et al. Current Evidence on Immunotherapy for
Gestational Trophoblastic Neoplasia (GTN). Cancers (Basel). 2022, 14, 2782
[20].

GTINIZH T 20ET = v 7 KA > MHEFEKOMEFICEHT L0582 27 U —
=7 L, NAa7n ) X<v 7 RAGREZ 1T L7z 8 OIEFIHREIZK T 5 12
L DOBEDOIRFRM R ZRIE LI, 12 4%, 9 AP TEEEREZ R, 2 40
WA, 1 4D EBAHEIT Th - 72, BILFHCIL. Ghorani E, et al. Lancet.
2017, 390:2343-2345 [9]. Huang M, et al. J Clin Oncol. 2017, 35:3172-3174
[10]. Choi MC, et al. Eur J Cancer. 2019, 121:94-97 [11], Clair KH, et al.
Gynecol Oncol Rep. 2020, 34:100625 [12]. Goldfarb JA, et al. Gynecol Oncol
Rep. 2020, 32:100574 [13]. Pisani D, et al. Curr Oncol. 2021, 28:5346-5355
[14]. Bell SG, et al. Gynecol Oncol Rep. 2021, 37:100819 [15] % O* Paspalj V, et
al. Gynecol Oncol Rep. 2021, 37:100817 [18] T %,
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3) Baas 10, Westermann AM, You B, et al. Immunotherapy for GTN: a new
paradigm. Gynecol Obstet Invest. 2023 [5]
GTIN IZH T D RETF = v 7 KA > MLEFEOETICB T DR HE. 77—
A2 — X L v AT T o T ak— M. Fa AT T 0 TEN
R E Ot A7 )V —=0 7 Uiz, ZHI0F AL FRIERTTMEO B3
R 118 Bl 77 f (65%) MNEREMER LT, ~AT7 R Y X< TIZR
ET DL 1261 10 B (83%) N7EETM T -7z, MRYLFH L, Ghorani
E, et al. Lancet. 2017, 390:2343-2345 [9]. Huang M, et al. J Clin Oncol. 2017,
35:3172-3174 [10], Choi MC, et al. Eur J Cancer. 2019, 121:94-97 [11]. Goldfarb
JA, et al. Gynecol Oncol Rep. 2020, 32:100574 [13]. Clair KH, et al. Gynecol
Oncol Rep. 2020, 34:100625 [12]. Pisani D, et al. Curr Oncol. 2021,
28:5346-5355 [14]. Bell SG, et al. Gynecol Oncol Rep. 2021, 37:100819 [15] &
UF Paspalj V, et al. Gynecol Oncol Rep. 2021, 37:100817 [18] T %,

(3) HREZF~OFEHENIGR L L TORRHIRT

<M I T D HFEFE >

1) Diagnosis and Treatment of Rare Gynecologic Cancers, Chapter 21, Gestational
trophoblastic disease [21], page 357
RET = v 7 RA o FRFERITHEREON ST oA ERERNE LTHER S
NTWoD, PD-L1 {1 huR7 72 FTEERICEHAL TEBY . BRI
BaZTEEICRBN T, . RAT7r ) A TICRDEMNRE STV D,
FRHYLFH 1L, Ghorani E et al. Lancet. 2017;390:2343-2345[9]. Huang M et al. J
Clin Oncol. 2017;35:3172-3174[10], Clair KH et al. Gynecol Oncol Rep.
2020;34:100625 [12]. Goldfarb JA et al. Gynecol Oncol Rep. 2020;32:100574
[13]/ OF Bolze PA, et al. Int J Gynecol Cancer. 2017;27(3):554-561 [22] T& %,

<HARIZBIT HHHEEF>
1) 72 L

(4) FEXITHBEFEOZIETA R 7 A4 2 ~DOFLHEMRDL

<IN BT DHA FT A %>
1) NCCN. Clinical Practice Guidelines in Oncology for gestational trophoblastic
neoplasia (version1.2024) (CKI[E) [3]

<HARIZBFLTA RTA%E>

1) FEEPAVBTETA RT7 A2 (2023 i) OHEERBORBEORZEIZBW
T, MEHEBICST 2AREKE HWZHERICE L TE LI N TV H[23],
CQ36; 202 H : 1R OALFIIE PN 2~ T EHR MM BRI 123 %
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RET = v 7 RA v NEEEROFHEDRE I NEED TV 5, HL PD-1 FLiK
ThHhirRAT7 ) X< T7OEMF|, Camrelizumab (H1 PD-1 FLif. [E N LK
#2) & Apatinib (VEGFR-2 BRI T 1 v o+ —BHEK, EHNRAGR
ZOFH U2 BukEsER [ 55% (11/20), 522203 50% (10/20)] @
FERPWEIN TN D,

CQ38;208 H : ir4F, PSTT, ETTIZ4X L THLPD-1 ik THLH L7 Y X
7 EEHLIERENEZTETEY, AMEZE D TWDH, i Ll T4
ITHERR DN & 48 1 A LA Bl U 72 SEFl0, IVEIOJERIZ X L CTix, 77 F
R 2 & T LA O RIENREZ L2 WEEA I, §LPD-1 HiiE° KB L 2R ik
DOEHERHE SN TWD,

(5) BEENEIIR DA TORMKABRAE L CHRMERIERE (EFE (1) L
) 1lzHoWnWT

1) RE2 oI, BREEEREBEERE IS L TRATr ) XA~vT 2 &5 L,
Z D% OEH G AL FEHRE THEMICE > T2 X GEBIHRE) . KO AT B
VA= 7 %85 L1 ODKCGE DK T 6T BT & 72 o T EF#]
ERTFOR TV A[24][25], £7-. FIEEEAMEMR B L O PSTT I2%f L TS
L7 ) A~T7ORGIZEAT LU ToEadE (PP NEETD
[26-28], FREIEMKER M N PSTT ZE4bLELZ 5 OOME LD 6 4 DR
FIZHRT 270 ) X~vTOFKENHERI N, BRERERERIT 3
4. PSTTIE3 4 ThHoTo, FEPHDH, Ra7n ) X<v7 OHEMmES
NITON TS Z LR TE 0D, Ao A& OCHEITZRE
TERV, FHREAMEMRERE 34T 1 LT EML. 1 L1350 BZh#% I
LN, TO%OSZHIDRALFIFRIEL DA CTEM LTZ, 1 ATHEEL
720 PSTT D 3 4 OIRHERE 1T & 23 T2V, BRI EEIA PR B M IR 3
HIEBIHRE TIE, NAT7 e AT ICmETL2HEEERORIADED LN
ol ERFEHINTHWDEEOD[24], ZDOMORENDITHEER
BT ARHEIT RS =6 o T,

(6) Efto (1) 26 (5) ZEERTEBADZLEMEIZHONT

<HEHEEE - R IZOWNT>
1) DAALFRIERICHEE L - EIEREE (BER*. PSTT. ETT)
*[E R Bk L e . high-risk GTN % & T»,

MEBRIT., BEFEOLHN L FRIEMERERN 2 1 RIEEE L THWLNRT
BYO., TORGENRE L. F 80%DBEMNEMT H[29], 2D &b,
EEVER) 72 1 IRIBIE A L, RIEOBME 527385 2 L 13#b T2
W, 207, LR ELEZHIIFRE L LAV ERKRT L, 0%
W LIEBECBIT 2 2 RIGKUBE LR ET L 2EET L,
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<HEEMYE - HEIZo>W»WT>

1) XAa7nl X< 7 EMmEs
FANICIE, NAaT7r ) X~v7 (BisHE#z) & LT, 1[F 200mg % 3
fil I Fa S 1 B 400mg % 6 B [ [ fA T 30 43 Rl CHRTEFET 5.

INETOEFIRE, r—A U —XWETIE, a7 v X< T 0NHEM
BE S TW5hH, NCCN HA KT A L% [E NHS OHELEIZB W TH, XA
7o) A~v THEARGERTHE SN TS, AL TIE, BDALERERIC
HELZET - BROEHEE~A 7 YT 74 bARLZEMN (MSI-High) %
AT HERE BEEARIBESRERSGAICRS) T E O EEEE 12
Fi & (TMB-High) ZH 7 21T - RO E R (FEAER 726 M K # e
AIZRD) LT, Xarvnl Xv7 (Earl#fz) LT, 1 H
200mg % 3 F I H RS XX 1 [E] 400mg % 6 3# [ EI RS T 30 2y [ 2 C A i
HTOHE - HEDPEAKRBINTEY, TOZEM MR I TV AH[30],
ko7, LR EELERHE - HEE L,

<R BINLE ST IZ DN T >

1) MEBICHT D 1 WIEEI, ALY =, T/F /)~ D, =
MRy REELEAIMFRLFEECTH DH[2], £72. PSTT KO ETT 13 Tl
WMz~ bR R, AT ITF U2 G0 H0EENMTONS[31], L
DURIN G, 2 WIREUBRICHEHAATRE/R L U A IR BN TV D, AT
REF =y 7 RA L MLEKICEAOAERS (REBEAFEES) 45
SEZTAEENH DO, ENIZBIT 22X, BloNAFIZEIT
5% < OMEARBRICE VRSN TWD, JEFIRE, ¥ —22 U — X,
R FIZHEIHMINTWDENENG, BREEMEMER . PSTT X ETT
DRFBRBD L VAL LD Z ENHFFEN D,

4. FEHT_RERBOFEEEZFDOHER

1) ZRMICEL T, BT /HE - AR, A Thon AFIZR L TRR
SNTWDHIHE - HE&ER—ThHd, 20D, BHARANCBIT DLERME
WIZEES N TV DEEEZLN., DAFRIEICHRMLIZEMDOL & TO
BHNWRETH D LS d, A0 L FRIEICIRGUME 2 = 9 85 1
fER., PSTT XN ETT IZxf 4 52 RO AL AMICT 572DI12iF, &
HPERCE R A AWM ZZFHMM T A iR L ETH S, L L, AER
DAEDYER, RIEMHFOBE T ROZHEEEZBET 5 & RO
FHEIREECH D, D, FREBEREEEEICS T2 XLa7 1Y X
~ THRIBIIABER RN OLEE LN EE XD,

Tz, EFERAICHT L THRAEZE L CORBEOFEMALE LV EE
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5. &

< ZE D>

1)

6. 25 Lk—%&

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

11)

TN 4 SRR 57 BB 3 A ek SR HEME R B AT ZE 3 TEIBR FL T RE 72 28 AU B
FRT — & OREEEE PRI L UM O#EEE 2 OF 1 L 72 23 Au et 3R~ D 200 SR HTE H
DOWFIE) BE. fib MmN AT — X7 v 7 7 =7 %A Kinternet]. D23 A & —fi%
23 /v RARECAREnet list (2253 < FEdE Sk, FEEBIS ., HMEER, Finil
FRFEARR (LEN A B 2016-2018 4F)  [cited 2024 March 21].
http://ncc.utj.co.jp/.

H A fm NBHES 2. FEARRN AR A T4 2023 . 45 H
i 2023. p201.

NCCN. Clinical Practice Guidelines in Oncology for Gestational Trophoblastic

Neoplasia (version 1. 2024). https://www.nccen.org/.

NHS England. Urgent Clinical Commissioning Policy Statement: Pembrolizumab
for drug-resistant gestational trophoblastic neoplasia (NHS England Reference:
170027P). https://www.england.nhs.uk/.

Baas 10, Westermann AM, You B, et al. Inmunotherapy for GTN: a new
paradigm. Gynecol Obstet Invest. 2023:1-16.

A At ARG 2w, EERSARBRETA 74 2023 FiR. @ H
i 2023. p202.

ClinicalTrials.gov. Phase 2 Trial for Chemo-Resistant Gestational Trophoblastic
Neoplasias With Pembrolizumab (CR-GTP)(CR-GTP)(ClinicalTrials.gov ID:
NCT04303884).
https://www.clinicaltrials.gov/study/NCT04303884?term=NCT04303884 &rank=
1.

Braga A, Balthar E, Souza LCS, et al. Inmunotherapy in the treatment of

chemoresistant gestational trophoblastic neoplasia — systematic review with a
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