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Neoadjuvant chemotherapy

{EEAMH iy = s gt RN . - 5

B S B P (mg/m?) R IR RE B BEY Rk
Oxaliplatin 85 IVD 2h D1

C001-1 mFOLFOX Leucovorin 400 IVD 2h D1 Q2w 12 16 ‘1 ;7 ’
Fluorouracil 2400 IVD 40h D1
Oxaliplatin 135 IVD 2h D1 26

C001-3 CapeOX Q3W (With' RT) 3
Capecitabine  1000-1250 PO BID D1-14
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Adjuvant chemotherapy

{EEAR% - HE s N .
\ = P B e b 53R BT g
ESRTE B 7 (mg/m2) e R R SRR BEEY SRk
Oxaliplatin 85 IVD 2h D1
C001-1 FOLFOX Leucovorin 400 IVD 2h D1 Q2w 12 16 ‘1 237 )
Fluorouracil 3000 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
FOLFOX in . 16~ 17 ~
C001-2 P I= Leucovorin 400 IVD 2h D1 Q2w 12 18
Fluorouracil 3000 IVD 40h D1
Oxaliplatin 135 IVD 2h D1
C001-3 CapeOX Q3w 6-8 3
Capecitabine ~ 1000-1250 PO BID D1-14
Leucovorin 400 IVD 2h D1
C02-0 HDFL Q2w 12 19
Fluorouracil 3000 IVD 40h D1
; Leucovorin 400 IVD 0.5h D1
Coz1 et Q2w 12 19
i Fluorouracil 3000 IVD 40h D1
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Adjuvant chemotherapy
LR m» w7 ) BE WEBE XM wE omEH X#
Xeloda Capecitabine 1000-1250 PO BID D1-14 Q3W 6-8 13
M‘l’JdF”}ed UFUR 300 PO BID-TID 6 mo 14
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Neoadjuvant chemotherapy for rectal cancer

o=

ETE

==

B S B BmE (mg/m?) patd HERRE PN RS B2 Rk
UFUR UFUR 350 PO BID D1-14 Q28D 40
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LB E R F RS
CCRT(Concurrent chemoradiotherapy) for rectal cancer
o #e oy B wERE X e omEN XA
Fluorouracil Fluorouracil 220-225 IVD 24h 5-7 Qw With RT 23
Capecitabine  Capecitabine 825 PO BID D1-5 Qw With RT 31-32
UFUR 200 PO BID D1-28
Leucovorin 45mg/d PO BID D1-28
UFUR 12
UFUR 250 PO BID D36-43
Leucovorin 45mg/d PO BID D36-43
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LI R E iRl
Chemotherapy for advanced and metastatic disease (1st-line)
EERR 2 ElS 12 1T o X
N 7 B % % 7 D B ft = Z )
B e BH =P (mg/m?) pat [apediSiE| ¥ EES =53 Xk
Oxaliplatin 85 IVD 2h D1
C002-1 FOLFOX Leucovorin 400 IVD 2h D1 Q2w 12 12
Fluorouracil 2400 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
C002-2 ';g%';?)z(é] Leucovorin 400 IVD 2h D1 Q2w 12 12
Fluorouracil 2400 IVD 40h D1
Oxaliplatin 135 IVD 2h D1
C002-3 CapeOX Q2w 6-8 3
Capecitabine 1000-1250 PO BID D1-14
Irinotecan 180 IVD 1.5h D1
coe FOLFIRI Leucovorin 400 IVD 1.5h D1 Q2w 12 67
C003-8 ’
Fluorouracil 2000 IVD 40h D1
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Chemotherapy for advanced and metastatic disease (1st-line)

o= - i< s PN v g o
ESRTE B3 P (mg/m2) pagE R E RE HRER BZR STk
Irinotecan 180 IVD 1.5h D1
C003.1 Bevacizumab+ | eucovorin 400 IVD 1.5h D1
C004-0 FOLFIRI Q2w 9-18 8
B (B—2R) Fluorouracil 2000 IVD 40h D1
Bevacizumab 5mg/kg IVD 1.5h D2
Bevacizumab 5mg/kg IVD 1.5h D1
C003.2 Bevacizumab+ rinotecan 120, 180 IVD 1.5h D1
C004-1 FOLFIRI Q2w 9-18 8
B (BZR) Leucovorin 400 IVD 1.5h D1
Fluorouracil 2000 IVD 40h D1
Bevacizumab 5mg/kg IVD 0.5h D1
C003.5 Bevacizumab+ rinotecan 120, 180 IVD 1.5h D1
c FOLFIRI Q2w 9-18 8
004-2 . sem—poq  Leucovorin 400 IVD 1.5h D1
Fluorouracil 2000 IVD 40h D1
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Chemotherapy for advanced and metastatic disease (1st-line)

{EEAGH 5% HE . O e N -
B BH Eod (mg/m?) I RS XE FRER BIZE SR
Irinotecan 180 IVD 1.5h D1
; Leucovorin 400 IVD 1.5h D1
C003-3 E(r)b't“’” Q2w 5-10 9
FOLFIRI Fluorouracil 2000 IVD 40h D1
Cetuximab 500 IVD 2h D2
Cetuximab 250, 500 IVD 2h D1
Erbitux+ Irinotecan 180 IVD 1.5h D1
C003-4 FOLFIRI in Q2w 5-10 9
EEK2H Leucovorin 400 IVD 1.5h D1
Fluorouracil 2000 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
; Leucovorin 400 IVD 2h D1
C002-4 Egb't“g' Q2w 9-18 20
FOLFOX Fluorouracil 3000 IVD 40h D1
Cetuximab 500 IVD 2h D2
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Chemotherapy for advanced and metastatic disease (1st-line)

{EEZR% . H 2 s s s 5 . .
B B E2E (m’:'g/mg) B Epadi S| K& BER EIZE SRR
Oxaliplatin 85 IVD 2h D1
Vectibix+ Leucovorin 400 IVD 2h D1
C03-6 FOLFOX Q2w 6-12 10
(B—=R) Fluorouracil 3000 IVD 40h D1
Panitumumab 6mg/kg IVD 1h D2
Panitumumab 6mg/kg IVD 1h D1
C03-7 Vectibix+ Oxaliplatin 85 IVD 2h D1
p FOLFOX Q2W 6-12 10
038 (m—xpl%)  Leucovorin 400 IVD 2h D1
Fluorouracil 3000 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
©003-9 L i 400 IVD 2h D1
- i eucovorin
gggj 3 Bevacc):lzucr)nab+ QW 9-18 21
5 FOLFOX Fluorouracil 3000 IVD 40h D1
C004-6
Bevacizumab 5mg/kg IVD 1.5h D2
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Chemotherapy for advanced and metastatic disease (1st-line)

{EEZR% 5% HE g o e o £
BRI B EE (mg/m?) B 5 5 RS K& B EIZE SRR
Bevacizumab 5mg/kg IVD 0.5h D1
Irinotecan 165 IVD 1.5h D1
Q2w 24
FOLFOXIRI* - o\ covorin 400 VD 2h D1
bevacizumab
Fluorouracil 3000 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
Irinotecan 165 IVD 1.5h D1
Leucovorin 400 IVD 2h D1
C006 FOLFOXIRI Q2W 34
Fluorouracil 3000 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
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Palliative/ Subsequent-line chemotherapy

- - i< 340 12 PR s 3o 5
EHRIE B3 P (mg/m?) b R E RE RER BER Sk
Irinotecan 120, 180 IVD 1.5h D1
C003.1 Bevacizumab+ | eucovorin 400 IVD 1.5h D1
C004-0 FOLFIRI Q2w 9-18 8
B (B—=R) Fluorouracil 2000 IVD 40h D1
Bevacizumab 5mg/kg IVD 1.5h D2
Bevacizumab 5mg/kg IVD 1.5h D1
C003.2 Bevacizumab+ frinotecan 120, 180 IVD 1.5h D1
C004-1 FOLFIRI Q2w 9-18 8
B (BZR) Leucovorin 400 IVD 1.5h D1
Fluorouracil 2000 IVD 40h D1
Bevacizumab 5mg/kg IVD 0.5h D1
C003.5 DBevacizumab+ rinotecan 120, 180 IVD 1.5h D1
c FOLFIRI Q2w 9-18 8
004-2 . sem—poq  Leucovorin 400 IVD 1.5h D1
Fluorouracil 2000 IVD 40h D1
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Palliative/ Subsequent-line chemotherapy

BERR 2 il s I : a0 .
BRI B BZ (m’:'g /m2) 7BE EpedliSiE P iES R X Rk
Oxaliplatin 85 IVD 2h D1
Vectibix+ Leucovorin 400 IVD 2h D1
C03-6 FOLFOX Q2w 6-12 10
(B—=R) Fluorouracil 3000 IVD 40h D1
Panitumumab 6mg/kg IVD 1h D2
Panitumumab 6mg/kg IVD 1h D1
C03-7 Vectibix+ Oxaliplatin 85 IVD 2h D1
C03-8 FOLFOX Q2w 6-12 10
- (BBZRIUE) Leucovorin 400 IVD 2h D1
Fluorouracil 3000 IVD 40h D1
Oxaliplatin 85 IVD 2h D1
_ ; Leucovorin 400 IVD 2h D1
C004-4  Bevacizumab+ Q2w 0-18 21
C003-9 FOLFOX Fluorouracil 3000 IVD 40h D1
Bevacizumab 5mg/kg IVD 1.5h D2
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Palliative/ Subsequent-line chemotherapy

EEY iy £ o L o .
R m» #e oz E8 wEEm Rm e omEE XM
Irinotecan 120, 180 IVD 1.5h D1
c007 Vectibix+ Leucovorin 400 IVD 1.5h D1 QW 612 35
€007-1 FOLFIRI Fluorouracil 2000 IVD 40h D1
Panitumumab 6mg/kg IVD 1h D2
Oxaliplatin 135 IVD 2h D1
C002-31 é‘;?)itg; Capecitabine 1000 PO BID D1-14 Q3w 6-8 36
Bevacizumab 5m°é /Eés IVD 1.5h D2
Irinotecan 200 IVD 1.5h D1
) Avastin+ Capecitabine 1000 PO BID D1-14
C003-10 CAPIRI .5 Q3w 38
Bevacizumab ’ IVD 1h D2
mg/kg
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Palliative/ Subsequent-line chemotherapy

{EEZR% - H 2 . D p s - -
EHRIE B #H (mg/m?) w1 R E ¥ R EEY gk
Oxaliplatin 85 IVD 2h D1
Erbitux+ .
C003-10 CAPOX Capecitabine 1000-1250 PO BID D1-14 Q2w 37
Cetuximab 500 IVD 1.5h D2
Irinotecan 180 IVD 1.5h D1
; Leucovorin 400 IVD 1.5h D1
C003-3 Ebllt:l’gl Q2w 5-10 9
0 Fluorouracil 2000 VD 40h D1
Cetuximab 500 IVD 2h D2
Cetuximab 500 IVD 2h D1
Erbitux+ Irinotecan 180 IVD 1.5h D1
C003-4 FOLFIRI in Q2W 5-10 9
rEs2H Leucovorin 400 IVD 1h D1
Fluorouracil 2000 IVD 40h D1
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Palliative/ Subsequent-line chemotherapy

B4 e 8 sy . . )
i #e oy B WERM X e mER X
Encorafenib 180 IVD 1.5h D1
Encorafenib+ Oxaliplatin 85 IVD 2h D1
C003-3 FOLF.O X Leucovorin 400 IVD 2h D1 Q2w 39
Cetuximab
(BRAF V600E+)  Fluorouracil 2800 IVD 40h D1
Cetuximab 500 IVD 2h D2
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Palliative/ Subsequent-line chemotherapy

R E5 ®E  EEmgm) B WL X EE mEE W
ESRTE EA B Kl (mg/m?) gl EIpERiSI BRER iz e
Capecitabine  Capecitabine 1000-1250 PO BID D1-14 Q3w 6-8 33
Modified UFT UFUR 300 PO BID 6 mo 14
Regorafenib Regorafenib 160 mg PO QD 21 Q28D 15

Trifluridine + D1-5,
Lonsurf tipiracil 35 PO BID D8-12 Q28D 22
TS-1 TS-1 50-75 mg PO BID D1-28 Q42D 30
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First-line Immunotherapy

B4 " £ s N o :
gffﬁg 5 w5 (m”;/ﬁg) BT IS xH BE mEY XK
Pembrolizumab - oo brolizumab  2mgkg IVD 0.5h D1 Q3w 25
(MSI-H)
. 3mg/kg Q2w
Nivolumab — \iyolumab IVD 0.5h D1 26
(MSI-H) 240mg Q3w
Nivolumab 3mg/kg IVD 0.5h D1
Nivolumab + . Q3w 4
Ipilimumab Ipilimumab 1mg/kg IVD 0.5h D1 27
(MSI-H) Followed by 3mg/kg,
Nivolumab 240mg VD 0:3h b1 QzW
Pertuzumab/ PEF LD 840mg VD ih b1 Q3w Cycle1
Trastuzumab  Trastuzumab 8mglkg IVD 1.5h D1
(HER2- 28
amplified and Pertuzumab 420mg IVD 1h D1
Q3w Cycle2~
RAS WT) Trastuzumab 6mg/kg IVD 1h D1
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Stage groups

TNM

Tis

NO

Nla

N1b

Nlc

N2a

N2b

Mla

M1b

Mlc

IVB

VB

IVB

V8

IVB
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* % (T)

TX Primary tumorcannot be assessed VR R R SERaT

TO No evidence of primary tumor LF R Ry

Tis Carcinoma iv situ,intramucosal carcinoma(involvement of laminapropria with no (R ARV
extension through muacularis mucosae) () FF A, A RPIp &)

T Tumor invades the submucosa (through the muscularis mucosa but not into the R R AR T K
muscularis propria) (Lo ek A0 e 3 @B roep &)

T2 Tumor invades the muscularis propria R B e e A

T3 Tumor invades through the muscularis propria into pericolorectal tissues T S KRN A B E SRR
Tumor invades through the visceral peritoneum (including gross perforation of the R T REEL A &

T4a | bowel through tumor and continuous invasion of tumor through areas of inflammation | ( # 3£ 7 B ¥Rk 5 % % § frid BB F 5§ &
to the surface of the visceral peritoneum) TP

T4b Tumor directly invades or adheres to adjacent organs or structures BT AR AT OET A
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f%

#= %(N)
NX Regional lymph nodes cannot be assessed
NO No regional lymph node metastasis
N1a One regional lymph node is positive (tumor in lymph nodes measuring >0.2 mm)
N1b Two or three regional lymph nodes are positive (tumor in lymph nodes measuring
>0.2 mm)
No regional lymph nodes are positive, but there are tumor deposits in the
*subserosa
N1c
*mesentery
+or nonperitonealized pericolic, or perirectal/mesorectal tissues.
N2a Four to six regional lymph nodes are positive
N2b Seven or more regional lymph nodes are positive
=45 (M)
No distant metastasis by imaging, etc.; no evidence of tumor in distant sites or
MO . : : :
organs (This category is not assigned by pathologists.)
M1a Metastasis to one site or organ is identified without peritoneal metastasis
M1b Metastasis to two or more sites or organs is identified without peritoneal
metastasis
Mic Metastasis to the peritoneal surface is identified alone or with other site or organ
metastases
1 52 M J5 5

o
3
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Mitomycin/5-FU+R/T

or
Mitomycin/Capecitabine+R/T
or

SFU/Cisplantin +R/T

FHRRS M

>

A1

—>

5-FU/cisplatin + R/T

or
Carboplatin/paclitaxel+R/T
or

FOLFOX + R/T

or

FOLFCIS + R/T

or

Modified docetaxel/cisplatin
/fluorouracil (DCF)

Nivolumab
—> or
Pembrolizumab
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;;1;’5/ ESA L or 5FU/cisplatin
XTG4 . Mitomycin/5-Fu+R/T

- . £ p T ek TINOA i* 7 2 or ) o
§'i)|;? o —> i bmné & —> ‘k;@ e > T2-4,NO or Mitomycin/Capecitabine+RT —>
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PRI B R AR~

B = & R =
e g h ‘f LA T R ‘f
(4o % PEIREH = 2R HE)
SFU/cisplatin
or Carboplatin/paclitaxel Nivolumab
or FOLFOX > or
or FOLFCIS Pembrolizumab
or Modified DCF

8-12i%
&7 —-ﬁ #F }—>‘ 4F € ATt

Lk FHREDEIB T EA5ER F—ﬂ ER JC
- = — & ”""K‘ff‘gffkf‘fi,{ﬁﬂr"i’” g_#w“ixiuf
¥EH D Fa 3R4R % ) E—
*ﬁzg%W% i (b % SR EH = S BB
Bl KA T x%
2> I e B L X4 & 54455 4 £5FU/mitomycin or capecitabine/mitomycin
>, ;%; —> *Chest-pelvic CT iéé CEX P USY B oI D) —
“ or Chest CT + v *carboplatin/paclitaxel or
abdominal/pelvic SFUl/cisplatin (3 & % 5 JLRE & B st aliog)
*]X[RI D g SFU/cisplatin
i W BO i e or Carboplatin/paclitaxel Nivolumab
BRI A or FOLFOX or
or FOLFCIS Pembrolizumab
or Modified DCF
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Localized cancer: CCRT(Concurrent chemoradiotherapy)
EEZ4% 75 HIE s I e o &
B IE B BmH (mg/m?) B LpERiSin| K& s ERE SRk
: Mitomycin 10,20 IVD 0.5h D1
C005-1 M.5 FU+ Q4w 2 1-2
itomycin Fluorouracil 1000 IVD 20h D1-4
Capecitabine+ Capecitabine 825 PO BID D1-5 - QW*4
Mitomycin Mitomycin 10 IVD D1,D29 With RT
3-4
Capecitabine+ Capecitabine 825 PO BID D1-5 aw QW*6
Mitomycin Mitomycin 12 IVD D1 With RT
_ Fluorouracil 1000 IVD D1-4
S-FU* Q4W  WithRT 5
Cisplatin Cisplatin 75 VD D2
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Metastatic cancer: Palliative chemotherapy

tRe® &y " oomy  BE WERE  xE BE  mEN X
5.-FU+. Fluorouracil 1000 IVD D1-4 Qaw 5
Cisplatin Cisplatin 60 IVD D2
Carboplatin + Carboplatin AUCS IVD D1 o 6
Paclitaxel Paclitaxel 175 IVD D1
Cisplatin 40 IVD D1
Leucovorin 400 IVD D1
FOLFCIS Q2w 7
Fluorouracil 400 bolus D1
Fluorouracil 1000 IVD 24h D1-2

*Cisplatin and leucovorin are given concurrently
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At
Metastatic cancer: Palliative chemotherapy
CREE  m» " oomy  BE WERE  xm BE @R X8
Oxaliplatin 85 IVD D1
Leucovorin 400 IVD D1
mFOLFOX Q2w 8
Fluorouracil 400 bolus D1
Fluorouracil 1200 IVD 24h D1-2
Docetaxel 40 IVD 2h D1
Modified DCF Cisplatin 40 IVD BID D1 Q2w 10
Fluorouracil 1200 IVD BID D1-2
Nivolumab 240mg IVD D1 Q2w
Nivolumab Nivolumab 3mg/kg IVD D1 Q2w 1
Nivolumab 480mg IVD D1 Q4w
Pembrolizumab 200mg IVD D1 Q3w
Pembrolizumab Pembrolizumab 2mg/kg IVD D1 Q3w 12
Pembrolizumab 400mg IVD D1 Q6w

;m
RS
s

51



SRELIERR o HREPPRTS

24

1.

R S

Ajani JA, Winter KA, Gunderson LL, et al. (2008) Fluorouracil, mitomycin, and radiotherapy vs fluorouracil, cisplatin, and radiotherapy for carcinoma of the anal canal: a randomized controlled trial.
JAMA,299:1914-1921.

James RD, Glynne-Jones R, Meadows HM, et al. (2013)Mitomycin or cisplatin chemoradiation with or without maintenance chemotherapy for treatment of squamous cell carcinoma of the anus (ACT II): a
randomised, phase 3, open-label, 2 x 2 factorial trial. Lancet Oncol,14:516-524.

Goodman KA, Rothenstein D, Cambridge L, et al.Capecitabine plus mitomycin in patients undergoing definitive chemoradiation for anal squamous cell carcinoma. Int J Radiat Oncol Biol Phys2014 (in press).
Thind G, Johal B, Follwell M, & Kennecke HF. Chemoradiation with capecitabine and mitomycin-C for stage I-III anal squamous cell carcinoma. Radiation Oncology 2014;9:124.

Faivre C, Rougier P, Ducreux M, et al. 5-fluorouracil and cisplatin combination chemotherapy for metastatic squamous-cell anal cancer.Bull Cancer1999,86:861-5.

Kim R, Byer J, Fulp W1J, et al. Carboplatin and paclitaxel treatment is effective in advanced anal cancer. Oncology 2014;87:125-32.

Mondaca S, Chatila WK, Bates D, et al. FOLFCIS treatment and genomic correlates of response in advanced anal squamous cell cancer. Clin Colorectal Cancer 2019;18:¢39-e52.

Matsunaga M, Miwa K, Oka Y, et al. Successful treatment of metastatic anal canal adenocarcinoma with mFOLFOX + bevacizumab. Case Rep Oncol 2016;9:249-254.

Rao S,Sclafani F, Eng C, et al. InterAACT: A multicentre open label randomised phase IT advanced anal cancer trial of cisplatin (CDDP) plus 5-fluorouracil (5-FU) vs carboplatin (C) plus weekly paclitaxel (P)
in patients (pts) with inoperable locally recurrent (ILR) or metastatic treatment naive disease - An International Rare Cancers Initiative (IRCI) trial. Ann Oncol 2018;29:Abstract LBA21.

Kim S, Francois E, Andre T, et al. Docetaxel, cisplatin, and fluorouracil chemotherapy for metastatic or unresectable locally recurrent anal squamous cell carcinoma (Epitopes-HPV02): a multicentre, single-
arm, phase 2 study. Lancet Oncol 2018;19:1094-1106.

Morris VK, Salem ME,Nimeiri H, et al. Nivolumab for previously treated unresectable metastatic anal cancer (NCI9673): a multicentre, single-arm, phase 2 study.Lancet Oncol 2017;18:446-453.

Ott PA, Piha-Paul SA, Munster P, et al. Safety and antitumor activity of the anti-PD-1 antibody pembrolizumab in patients with recurrent carcinoma of the anal canal. Ann Oncol 2017;28:1036-1041.

fIE 52 & 15 5|

Clinical Practice Guidel ines i Oncology



", TREERERERLD A SRELIERR o HREPPRTS
LEEER

#8555 (T)

TX | Primary tumor cannot be assessed R R TR

TO | No evidence of primary tumor RGO Ry
High-grade squamous intraepithelial lesion (previously termed carcinoma in situ, ® R B LN p% (R, Bowen disease,

Tis | Bowen disease, anal intraepithelial neoplasia II-1ll, high-grade anal intraepithelial anal intraepithelial neoplasia II-1ll, high-grade
neoplasia) anal intraepithelial neoplasia )

T1 Tumor<2 cm ¥R <2 O A

T2 Tumor >2 cm but<5 cm ¥ 2~5 o i

T3 | Tumor >5 cm R >5 0 A

T4 | Tumor of any size invading adjacent organ(s), such as the vagina, urethra, or bladder | &= #8418 » blde A ~ FRi ~ B2k

# 7 & (N)

NX | Regional lymph nodes cannot be assessed REHT GEZTE

NO | No regional lymph node metastasis EREBEHT ZBES

N1a | Metastasis in inguinal, mesorectal, or internal iliac lymph nodes BUEE,E % A0 g T RS

N1b | Metastasis in external iliac lymph nodes g T R

N1c | Metastasis in external iliac with any N1a nodes A 2 Nlaiz e g = B @8

BEERES

49




.- FREUATEERIWEA AR o MR
LETER

P A #4550 AJCC 8

%45 (M)
MO | No distant metastasis 24 B A
M1 | Distant metastasis i et A
stage groups NO N1 M1

Tis 0

Tl I 1A \Y

12 1A 1A \Y

13 1B [IC \Y

T4 IIB IC V)
g
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