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Men with Symptomatic mCRPC Men with Symptomatic mCRPC

First-line Therapy First-line Therapy
B Docetaxel = prednisolone

o Preferred — Other
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Neoadjuvant, Concurrent, and/or Adjuvant ADT with RT

LHRH agonist monotherapy + RT

FLi mg/m2
Gosereline 3.6 mg SC* 1 Q4W* 1
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Leuprolide 3.75 mg SC* 1 Q4W* 2

23

. . 52
Triptorelin 3.75 mg IM* 1 Q4W* 3 =
*or 11.25 mg SC Q3M i5

5

LHRH agonist + 1°" generation antiandrogen £ RT

Flutamide 250 mg PO TID Start with LHRH agonist or 1 day before 4



Bicalutamide 50 mg PO QD Start with LHRH agonist 5

LHRH antagonist = RT

pi iy mg/m2
Degarelix 240 — 80 mg SC* dl (0)Y1 6

LHRH agonist or antagonist + Abiraterone

Abiraterone 1000 mg PO QD 7
Prednisone/Prednisolone 5 mg PO QD

2430k

1. Product Information: Zoladex depot, AstraZeneca.
. Product Information: Leuplin depot, TAKEDA.

. Product Information: Diphereline, Ipsen.

. Product Information: Fuprostate, PBF.

. Product Information: Casodex, AstraZeneca.

. Product Information: FIRMAGON, FERRING.

. Product Information: Zytiga, Johnson & Johnson
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ADT-naive, Metastatic Disease (mCSPC)

ADT = Docetaxel + one of the following

Abiraterone 1000 mg PO QD AC 13

& mg/m’
Apalutamide 240 mg PO QD 14

Enzalutamide 160 mg PO QD 19,22

78 mg/m’
Darolutamide 600 mg BID PO QD 15,20

Docetaxel without Prednisolone with ADT

& mg/m’ iR RS
Docetaxel 75 1 hr dl Q3w 6 1

#il it mg/m’ IR R
Docetaxel 30 1 hr dl QW 3
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Men with Symptomatic mCRPC
First-line Therapy (No prior docetaxel/no prior novel hormone therapy)

Preferred regimens

Abiraterone + Prednisolone

Pl mg/m’

Abiraterone 1000 mg PO QD dl 7,8
Prednisolone 5 mg PO BID dl
Enzalutamide

& mg/m’
Enzalutamide 160 mg PO QD 9

Other recommended regimens

Docetaxel with/without prednisolone

LR ]
Docetaxel 75 1 hr dl Q3W 6 1
Prednisolone 5 mg PO BID

filit mg/m’ LR ]
Docetaxel 30 1 hr dl QW 3
Prednisolone 5 mg PO BID
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Useful in certain circumstances

Niraparib + Abiraterone + Prednisone (For BCRAm)

P& mg/m’

Niraparib 200 mg PO QD 16
Abiraterone 1000 mg PO QD
Prednisone 5 mg PO BID

Olaparib + Abiraterone + Prednisone (For BCRAm)

Olaparib 300 mg PO BID 17
Abiraterone 1000 mg PO QD

Prednisone 5 mg PO BID

Pembrolizumab

Pl mg/m2 e il
Pembrolizumab 200 mg > 30 mins dl Q3W 6

Talazoparib + Enzalutamide + Prednisone (For BCRAm)

Talazoparib 0.5 mg PO QD 18
Enzalutamide 1000 mg PO QD
Prednisone 5 mg PO BID
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Alternative hormone or chemotherapy

Cabazitaxel + Prednisolone (For progression on prior docetaxel)

&2 mg/m’ iR RS
Cabazitaxel 20-25 1 hr dl Q3W 10 4,5
Prednisolone 10 mg PO QD

Mitoxantrone + Prednisolone (For progression on prior docetaxel)

#il i mg/m’ IR R #adEH
Mitoxantrone 12 > 5 mins dl Q3w 10 2
Prednisolone 5 mg PO BID
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Olaparib (For HRRm, progression on prior novel hormone therapy)

P mg/m2
Olaparib 150400 mg PO BID 10, 12

U RS il

Rucaparib (For BCRAm, progression on prior novel hormone therapy)

Rucaparib 600 mg PO BID 11
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Perioperative Chemotherapy Perioperative, Adjuvant, and Neoadjuvant Chemotherapy

Adjuvant Therapy Adjuvant Therapy

B #1H7 Pembrolizumab
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Adjuvant Intravesical Treatment
B {{{{F% Doxorubicin
B 751 Gemcitabine

Perioperative/Sandwich Therapy
B 73 Durvalumab + Gemcitabine + Cisplatin followed by Durvalumab
W 718 Enfortumab Vedotin (EV) + Pembrolizumab
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Perioperative, Adjuvant, and Neoadjuvant Chemotherapy

Adjuvant Therapy

Gemcitabine + Cisplatin

#lit mg/m’ I ]
Gemcitabine 1000 30 mins d1, 8 Q3W 4 1
Cisplatin 70 >4 hrs dl Q3W 4

I ]

Gemcitabine 1000 30 mins d1, 8 Q3W 4 1
Cisplatin 35 >2 hrs di1, 8 Q3W 4

7 mg/m’ TR IRE RS
Gemcitabine 1000 30 mins d1, 8,15 Q4w Max 6 2
Cisplatin 70 >4 hrs dl Q4w Max 6

#li mg/m’ IR R
Nivolumab 240 mg > 30 mins dl Q2W 26* 18
*Up to 1 year

78 mg/m’ T ERE
Pembrolizumab 200 mg > 30 mins dl Q3w 18 22
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Adjuvant Intravesical Treatment

Fil iy mg/m2
BCG 81 mg dl QW 6 3

& mg/m’
Mitomycin 30-40 mg dl QW 6 4-6

Gemcitabine 1600 mg dl QW 6 23

Intravesical MDP regimen

Mitomycin 30 mg dl Q3w 2 7
Doxorubicin 30 mg d8 Q3W 2

Cisplatin 30 mg dis Q3W 2

Neoadjuvant Therapy

IR R
Gemcitabine 1000 30 mins d1, 8 Q3wW
Cisplatin 70 >4 hrs dl Q3W

1,2

S~ &
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HTEIRE ]

Gemcitabine 1000 30 mins d1, 8 Q3W 4 1,2
Cisplatin 35 >2 hrs d1, 8 Q3W 4 N
%\\
& mg/m’ TR IRE R #
Gemcitabine 1000 30 mins d1, 8 Q3w 4 1,2 7%
Cisplatin 35 >2 hrs d1, 2 Q3W 4 %
2
il mg/m’ LI ¥
Gemcitabine 1000 30 mins di1, 8, 15 Q4w 4 1,2 B
Cisplatin 70 >4 hrs di Q4w 4 gﬂl

Perioperative/Sandwich Therapy =

iE

Gemcitabine + Cisplatin + Durvalumab prior to cystectomy, then durvalumab after cystectomy (for bladder cancer only) (category 1) é;

#lit mg/m’ kIR ] i H 9%

Durvalumab 1500 mg 1 hr dl Q3W 4 24 5

Gemctabine 1000 30 mins dl, 8 Q3w 4 5l
Cisplatin 70 >4 hrs d1 Q3w 4

followed by

Durvalumab 10 mg/kg 1 hr dl Q4w 8
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Perioperative Enfortumab Vedotin (EV) + Pembrolizumab

kIR ]

Pembrolizumab 200 mg > 30 mins dl Q3-4W 2-4 25,26
Enfortumab vedotin 1.25 mg/kg > 30 mins d1, 8 Q3-4W 2-4
followed by
Pembrolizumab 200 mg > 30 mins dl Q3-4W max 14. CH
(optional)
Enfortumab vedotin 1.25 mg/kg > 30 mins d1, 8 Q3-4W o

*max total 9 cycles of pre & post operation
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Chemotherapy for Metastatic Disease

First-line Therapy

Gemcitabine + Cisplatin followed by Avelumab

U RS il

& mg/m’ iR RS
Gemcitabine 1000 30 mins dl, 8,15 Q4w 6 2,8
Cisplatin 70 >4 hrs d2 Q4w
followed by

Avelumab 10 mg/kg 1 hr dl Q2w 17



Gemcitabine + Cisplatin followed by Avelumab

P mg/m’ e il
Gemcitabine 1000 30 mins dl, 8 Q3W 4 15
Carboplatin AUC 4.5 1 hr dl Q3W
followed by
Avelumab 10 mg/kg 1 hr dl Q2w 17

Nivolumab + Gemcitabine + Cisplatin

#ilit mg/m’ LR
Nivolumab 360 mg > 30 mins dl Q3W 21
Gemcitabine 1000 30 mins d1, 8 Q3w Max 6
Cisplatin 70 >4 hrs dl Q3W Max 6
followed by
Nivolumab 480 mg > 30 mins dl Q4w Max 2 years

Gemcitabine + Cisplatin

il mg/m’ faEIRE
Gemcitabine 1000 30 mins dl, 8,15 Q4w 6 2,8
Cisplatin 70 >4 hrs d2 Q4w

Gemcitabine + Carboplatin

gy RE S
Gemcitabine 1000 30 mins dl, 8 Q3w 4 15
Carboplatin AUC 4.5 1 hr dl Q3W
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Pembrolizumab + Enfortumab vedotin

IR ]
Pembrolizumab 200 mg > 30 mins dl Q3W 19
Enfortumab vedotin 1.25 mg/kg > 30 mins d1, 8 Q3w
DDMVAC

P mg/m’ iR IRERs]

Methotrexate 30 30 mins dl Q2w 6 9,10
Vinblastine 3 30 mins d2 Q2w 6
Doxorubicin 30 30 mins d2 Q2w 6
Cisplatin 70 >4 hrs d2 Q2w 6

e
Methotrexate 30 30 mins dl or 2 Q2w 3-4 9,10
Vinblastine 3 30 mins dl or 2 Q2w 3-4
Doxorubicin 20-30 30 mins dl or 2 Q2w 3-4
Carboplatin*® AUC 4-5 1 hr dl Q2w 3-4

*For Cer<60 mL/hr only
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DDMVAC followed by Avelumab

#lik mg/m’ IR ]
Methotrexate 30 30 mins dl Q2w 6 9,10, 17
Vinblastine 3 30 mins d2 Q2w 6
Doxorubicin 30 30 mins d2 Q2w 6
Cisplatin 70 >4 hrs d2 Q2W 6
followed by
Avelumab 10 mg/kg 1 hr dl Q2w

PD-1 inhibitor (cisplatin ineligible)

Wi IRE ]
Atezolizumab 1200 mg 1 hr dl Q3W 11

kIR ]
Pembrolizumab 200 mg > 30 mins 1 Q3W 12

Radiosensitizing Chemotherapy Regimens for Bladder-Preserving Chemoradiation Following A Maximal
TURBT First-line Therapy

Cisplatin + 5-FU

i L ] i H

Cisplatin 15 >1hr di-3 QW 14

3
5-FU 400 30 mins di-3 QW 3
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5-FU + Mitomycin C

kIR ]
Mitomycin C 12 5-10 mins dl 13
5-FU 500 30 mins dl1-5, 16-20

Cisplatin + Paclitaxel

iy EIRE ]
Cisplatin 15 >1 hr d1-3 QW 3 14
Paclitaxel 50 >1 hr dl QW 3
PFL

LI ]

(e e 80 e S el S B R RS KS )

Cisplatin 50 >2 hrs d1 Q3W Min 3 16
Leucovorin 50 22-24 hrs di-3 Q3W Min 3 =
5-FU 500 22-24 hrs d1-3 Q3W Min 3 e

Low-dose Gemcitabine for induction therapy

& mg/m’ iR IS
Gemcitabine 27 30 mins dl, 4 QW 4 20

U RS il

Low-dose Gemcitabine for consolidation therapy

& mg/m’ e |
Gemcitabine 27 30 mins dl, 4 QW 2.5% 20
* Gemcitabine 27 mg/m2 delivered twice a week on days 1, 4, 8, 11, and 15 during consolidation therapy
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(BRENEEYERES])
Adjuvant Chemotherapy
Clear cell histology

Pl mg/m2 e il

Pembrolizumab 200 mg > 30 mins dl Q3W Max 17 1

& mg/m’
Sunitinib 50 mg PO QD d1~28 Q6W Max 1 year 2

& mg/m’
Pazopanib 800 mg PO QD 3

2430k

1. Choueiri TK, Tomczak P, Park SH, KEYNOTE-564 Investigators, et al . Adjuvant Pembrolizumab after Nephrectomy in Renal-
Cell Carcinoma. N Engl J Med. 2021 Aug 19;385(8):683-694.

2. Motzer RJ, Ravaud A, Patard JJ, Pandha HS, et al. Adjuvant Sunitinib for High-risk Renal Cell Carcinoma After Nephrectomy:
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3. Sternberg CN, Hawkins RE, Wagstaff J, et al. A randomised, doubleblind phase III study of pazopanib in patients with advanced
and/or metastatic renal cell carcinoma: final overall survival results and safety update. Eur J Cancer 2013;49:1287-1296.
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Systemic Therapy for Relapse or Stage IV Disease
First-line Therapy for Clear Cell Histology

&

Risk: Favorable #
Preferred Regimens 7,}%
#

I . %
Axitinib + pembrolizumab %
ik mg/m’ b LR u

Pembrolizumab 200 mg > 30 mins dl Q3W Max 35 1 ﬁ
Axitinib 5 mg PO BID ]

Cabozantinib + Nivolumab

TR s

Nivolumab 240 mg > 30 mins dl Q2W Max 52 2 52
Cabozantinib 40 mg PO QD E
=]

5

Lenvatinib + Pembrolizumab

LIRS ]
Pembrolizumab 200 mg > 30 mins dl Q3w Max 35 3
Lenvatinib 20 mg PO QD dl Q3W



Ipilimumab + Nivolumab

Pl mg/m’

Nivolumab 3 mg/kg

Ipilimumab 1 mg/kg
Followed by

Nivolumab 3 mg/kg

Other Recommended Regimens

Axitinib + Avelumab

fERE R

> 30 mins dl Q3W 4 6
> 30 mins dl Q3W 4

> 30 mins dl Q3w

7 mg/m’

Avelumab 10 mg/kg
Axitinib 5 mg PO BID
Cabozantinib

Bk
1 hr dl QW 4

Cabozantinib

Pazopanib

60 mg PO QD

Pazopanib

800 mg PO QD
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Sunitinib

Sunitinib 50 mg PO QD d1~28 Q6w 9 8

Useful in Certain Circumstances

Active surveillance

High-dose IL-2

(e e 80 e S el S B R RS KS )

Pl mg/m’ g IRE ]
600,000 IU/kg .
1L-2 IV Q8H > 15 mins dl~5, 15~19 QI2W Max 3 10
Axitinib

Axitinib 5 mg PO Q12H 9

U e Q8 Pt



Risk: Poor/intermediate
Preferred Regimens

Axitinib + pembrolizumab

i IR ]
Pembrolizumab 200 mg > 30 mins dl Q3W Max 35 1
Axitinib 5 mg PO BID

Cabozantinib + Nivolumab

kIR ]
Nivolumab 240 mg > 30 mins dl Q2w Max 52 2
Cabozantinib 40 mg PO QD

Ipilimumab + Nivolumab

v EIRE ]
Nivolumab 3 mg/kg > 30 mins dl Q3W 4 6
Ipilimumab 1 mg/kg > 30 mins dl Q3w 4
Followed by
Nivolumab 3 mg/kg > 30 mins dl Q3W

Lenvatinib + Pembrolizumab

P mg/m’ e il
Pembrolizumab 200 mg > 30 mins dl Q3W Max 35 3
Lenvatinib 20 mg PO QD dl Q3w
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Cabozantinib

Cabozantinib 60 mg PO QD 5

Other Recommended Regimens

Axitinib + Avelumab

kIR ]
Avelumab 10 mg/kg 1 hr dl Q2w 4
Axitinib 5 mg PO BID
Pazopanib
PR mg/m’
Pazopanib 800 mg PO QD 7
Sunitinib

& mg/m’
Sunitinib 50 mg PO QD d1~28 Q6W 9 8
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Useful in Certain Circumstances
Axitinib

& mg/m’
Axitinib 5 mg PO Q12H 9

High-dose IL-2

2

i e mg/m
600,000 U/
kg IV Q8H

1IL-2 > 15 mins di1-5, 15-19 QI12W Max 3 10

Temsirolimusb

P mg/m’ iR IRE RS
Temsirolimus 25 mg 30-60 mins dl QW 11
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Systemic Therapy for Relapse or Stage IV Disease
Systemic Therapy for Non-Clear Cell Histology

Preferred Regimens

Cabozantinib

B mg/m’
Cabozantinib 60 mg PO QD 1

(e e 80 e S el S B R RS KS )

Nivolumab + Cabozantinib

filit mg/m’ kIR ]
Nivolumab 240 mg > 30 mins dl Q2W 5
Cabozantinib 40 mg PO QD

Pembrolizumab + Lenvatinib

U e Q8 Pt

LR ] #i%EH
Pembrolizumab 200 mg > 30 mins dl Q3W Max 35 3
Lenvatinib 20 mg PO QD dl Q3w



Other Recommended Regimens

Lenvatinib + Everolimus

& mg/m’ HhEEH

Lenvatinib 18 mg PO QD 2
Everolimus 5 mg PO QD
Nivolumab

& mg/m’ gk I R
Nivolumab 240 mg or 3 mg/kg > 30 mins dl Q2w 3,4
Pembrolizumab

kIR ]

Pembrolizumab 200 mg > 30 mins dl Q2w 6
Sunitinib

FlE mg/m’
S 50 mg PO QD 128 Q6W 9 7
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Useful in Certain Circumstances

Axitinib

Axitinib 5 mg PO Q12H 8

Bevacizumab

Bevacizumab 10 mg/kg >1hr dl Q2w 9

Bevacizumab + Erlotinib

#lit mg/m’ kIR
Bevacizumab 10 mg/kg >1hr dl Q2W 10
Erlotinib 150 mg PO QD

Bevacizumab + Everolimus

& mg/m’ iR RS
Bevacizumab 10 mg/kg >1 hr dl Q2W 11
Everolimus 10 mg PO QD
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Everolimus

Pl mg/m’
Everolimus 10 mg PO QD 12

Ipilimumab + Nivolumab

kIR ]
Nivolumab 3 mg/kg > 30 mins dl Q3W 4 13
Ipilimumab 1 mg/kg > 30 mins dl Q3W 4
Followed by
Nivolumab 480 mg > 30 mins dl Q4w Max 2 years
Temsirolimus

kIR ]
Temsirolimus 25 mg 30-60 mins dl QW 14
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