BOMWER $£59%-%565 2013&£128 677(91)
x5 WP EREE
Wezxmner Score (All patients: Median) N=9%4
2y Over by
Wexner score 9 8
year .
Score 2y Over 5y
Distribution
0to 10 64% 70%
11to 15 17% 19%
16 to 20 19% 11%
Kirwan Grade (All patients) N=94
year Clarification Grade T Grade T Grade Wl Grade Grade V
2y 6.3% 12.5% 68.8% 12.5% 0
Over 5y 14.6% 6.3% 62.5% 13.6% 3.1% ¥
Within Grade II: 83% (Over 5y) % : CRT

£ 6 fiTEPEEEE LT Wexner Score (Median)—

Type of ISR N=94 2000~2007
Type i -
year Partial Subtotal Total p-value
2y 75 10 10 0.005
Over b5y 8 9 9 0.415

(E}ender
Gender ‘ .
year male Female p-value
2y 10 7 0.008
Over 5y 9 5 0.002
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(1) MOS 36-Item Short-From Health Survey
(SF-36) v2TM HAREM (BAT SF-36) &b
7 ¥ — b &R R QOL FHE 2 i,
ISR it 2 &, BLUS5FLE, D 3 EITHfT
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PCS : Physical component summary
MCS : Mental component summary

PCS, MCS were improved at 5 years after ISR surgery
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A Multicenter Phase II trial of Anus-Preserving Operation with Intersphincteric Resection (ISR)for Very Low
Rectal Cancer: Akagi Y*, ito M#2, Saito N*2, Shirouzu K*!, Maeda K*3, Kanemitsu Y*4 Koda K*5, Hase K*6, Yamana-
ka T*7 and Moriya Y*® (*1Department of Surgery, Kurume University, **Department of Colorectal and Pelvic Surgery,
National Cancer Center East, *3Department of Surgery, Fujita Health Univercity, **Colorectal Surgery Division, Nation-
al Cancer Center, *Department of Surgery, Teikyo University Chiba Medical Center, *$Department of Surgery, Nation-
al Defense Medical College, *7Section of Translational Medicine and Development, National Cancer Center, *Japanese
Red Cross Medical Center)

Background: The aim of this prospective, single-arm study was to evaluate the feasibility of intersphincteric resection
(ISR) in patients with very low rectal cancer, located close to the anus.

Patients and Methods: A total of 110 cases treated with ISR were enrolled from Japanese 8 centers between April
2005 and April 2008, Primary endpoint was the local recurrence rate at 3 years. Secondary endpoints included the dis-
ease-free survival (DFS) rates at 3 years, the anus-preservation rate, and anal function as assessed using the Wezner in-
continence score.

Results: The median age at the time of surgery was 60 years. The mean distance between the distal edge of the tumor
and the anal verge was 3.4 cm. Partial ISR was performed in 31 patients (28%), subtotal ISR in 42 patients (38%), and
total ISR in 37 patients (349). The median operation time was 350 min (180-660 min) . No hospital deaths occurred in
this study and 98% of cases were curatively resected. The stomas were closed in 105 patients (95%) at 3 years. The 3
years cumulative local relapse rate was 13.2%. The 3 years DFS rate in all cases was 72.8% and that of each stage was
stage I : 87.5%, stage 1 ; 78.7%, stage Il ; 51.9%, respectively. The Wexners’ score at time after stoma closure was
getting better over time such as 3 month; 11.4, 6 month; 10.3, 12 g;onth; 9.7, 24 month; 8.5.

Conclusion: ISR can be a surgical treatment option for very low rectal cancer located close to the anus, which could
offer safe short-term outcomes, avoid a permanent colostomy, however may not yet justify its use without preoperative
treatments in T3 patients. .

Key words: Rectal cancer, Intersphmcterzc resection, Anus preserving operation
Jpn J Cancer Clin 59 (6): 643~649, 2013

1 ABRRERLEABEME *2 EXNAMEYE 5 —RRbiENE *3 BHRREREREHENR
* ENARTEE > - PIIERAIBAR 5 WRARELEREERE 5 IR 6 BIERKRERI R
7 BN ABIFE T Y —RIREFEE 5 —EYRErE 8 HRERE 5 —RIGILFR



644(58) WDMEK #o9%4%-B6% 20134124

FLBHIC

TFESE IS I B ARRE N 20 R
RBIhEExBAERUE® (Abdomio
Perineal Resection; APR) ASHR7E T 2T &
LTHWLENTWS, ZOMRIIREME &g &8
AR ANTHIPE R &0 5 Feli DR 2 4
iz aha, 20 Bk ECRFHFREOomE
PEMOMFI XD, KDENOERIR - W&
(AL B H U ERHT, Low Anterior Resection;
LAR) 7SH[RE& 720 APR 2 [ T & 2R A
ATW3BD,

I 51T 1990 FEMRz D, IMICHERIGEVWE
B ONABERE LT, ThETOHERELS
PUAL P 5K M SO R % 4 5 AL PR FE A& =
722, AT R & 0 ILMRNC URER = B
&, N - SIS 2 L TER 2B
5 7% (Intersphincteric resection; ISR), JLF§
ER S RTRE SN ERE L BEETES
EVNIHDTHD, ZOISRIFI—TwRRY
VT e HICIRAICEEL TETHS, APR »
LAR DORIRIIIEE OFEEA, ETHE OMITIE
&, ERIOZEZFCREBRICE > THERS., —F
ISR VAfiRHIZERY, BRI SR L Bl B
FRINSEWMRTH S, UL s kiR
2 & DARIA M S HIEIRT & WO M T % HIOAHE
RO TENL, AAATIMZRER SN
TELBETH L TORBOBREIMEA D &
IZie5.

Z T, Gtk APR OFh & S T ERE LE
fext UT ISR I8 7 I8 & 72D S 528
EMNICT BdIC, ISR OEeM EAEMEDHM
POVNETERRNEERNSEALTEL 81
BROILFE TITo 89,

@
10 WREFTE
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MEJ% T %A NLFf% (Anal verge; AV) M5 5
cm PAPE 72138k (Dentate line; DL) 225 3
cm PAPIZTE1E U ARG SRR AYH] B 7 ELIG 8 % o 4%

EUk. EREEEEERLCRT. XL
RCPIRE RO AL P2 IR D e, APl
BOTRAEM 31, 4 BOARIMOEITR
ShUje. FE7MRD 5 ILFIREER S5 5 b D,
MATIETE CBURBAIE, (L3R frEhk
FERBIRA L. 20054 4 BB 2008 £ 4 B
I 8 Jigkr 5 110 BIAERERE N, &MICBEET
ISR AT &Nk,

205 &
EEFEEEE 3 FRURFERE, BRI
WEEE 3 FRERASE (DFS), & /AIM
B X OH IS L 1.

3 R DEH

ML RN &, EMEIMo
BEIC L > TREEDREREUIRT 2 P
E Y Il%ﬁﬁ (AbdomioAnal resection; AAR) I
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(1) NALP#EMG 2k (Total ISR) @ ALFY4
METEEDSFRAR M S BT DA S, WAL RS
=2 YR B

(2) WILMERNHESUER (Subtotal ISR) :
T PaMIETRE S FE#iH FE0% & DL OO TR g
SE0AA, PINLFHERIE &7 B iRE T 2
.

(3) WALPIERIHIER WKk (Partial ISR) : fiT
PREIEDRESS DL & D O 2 cm LA O RLPT IR
NoWASL, WILFHERE 28I kks 2
=

Lo T, ISR &I3ERBEN - SHERIH O
THML, HRBOR%K 2 cm THREL, 5515
CHLMZEMET B EEEKRT S, HROMK
“Colo-Anal Anastomosis (CAA)”9 & 3 —# % [
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line A ISR
line B : ISR+PESR

lie A
line C: APR ,->

Deep part

Superficial ES
part

Subcutaneous

part

' line C

B1 BWHNichia506 - UEET 4
IS: Internal sphincter, DL: Dentate line, ISG: Intersphincteric groove, LAM: Le-
vator ani muscle, ES: External sphincter, AV: Anal verge

(Total Mesorectal Excision; TME) #% ALF9%545
BEHT S L IVETHS. RBEBTEERE
DEREHEEL, W - SMIFHERBOMIZAD,
FIRE2BR 0 ALPIc o THEE 2 ED TH <.
ITF I S OiRfEIici > CEBNEMEL, LM
ETORPMYIER 2RET 5. Mefid 2 Distal
Margin }ZERIE LT 10mm Bl k& L, JTM
RIRGAE b % S R ICOIRES, NI FSIEHE 2 4
BEL T - MERBIRICA D, Rk Oz
M & TEA RIS 5. FHOEMN
EQ eyt T

YA BRI PTE ER 5 S, KB L ALFY
R EEFHATTS. 2MYE %R W R
ERBRICITRE TERN, —R A TSR
U, BASMRRERIMIEH 3~6 LN E L.

@
208 B

1) BEEE

110 AR dg Nz, BM 665 (60%), X
44 B, EEOFRRIEL 60 5 (32~T55) T
Bole. PSIEAHI0THY, LBIRMEE I
BEBRIFTHoT. AV HSEE TRE TOEN
WEHRE 3.4 cm T, WATOEEEZE (dinical
) 1 TL/T2/T3FnFh 19 (17%) /23 (21%)/
68 (62%) THole.

2| FAHRER & EOHE (Table 1, 2)

JifT & 17 ISR @A R partial/subtotal/total
WENFN 31 (28%)/42 (38%) /37 51 (34%)
Thot. N5 ORITIHALIEENT S EHY
Franiz22 4] (20%) BREENTVWS, HiEEh
1L 97 il (88%) 1T straight W&/ E Nz,
diverting stoma 13 £FICEREIN, T0DSE 85
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Table 1 Operative resulis
No. of patients (%)
Type of ISR
Partial 3128
Subtotal 42 (38)
Total 37(34)

Dulation of operation time

Median (range) 350 (180~660) min
Blood loss

Median (range) 599 (75~3,921) m/
Blood transfusion 22(20)

Table 2 Morbidity and mortality

No. of patients

Postoperative complications® with Gr le-3 or 4

Thrombosis

Fever

Fistula 1(0.9%)
Anastomotic leakage 1(0.9%)
Urinary retention 7(6.4%)
flréﬁaéiggxﬁh\g%xnxgormal absolute 7(6.4%)
Hemorrhage during surgery 6(5.5%)
Urinary frequency 1(0.9%)
Pelvic abscess 1(0.9%)
Others*™* 000.0%)
Hospital mortality 0(0.0%)
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Table 3 Pathological results

No. of patients

Parameters (%)

Histologic type

Well 43(39)

Mod. 59 (54)

Poor. 8(7
Pathological T stage

T1 ) 16(15)

T2 43(39)

T3 50(45)

T4 (D
Pathological N stage

No 71(65)

N1 27(25)

N2 ) 12(10)
Status in Lateral Lymph node

Not dissected 49 (45)

Negative 52(47)

Positive . . 9( 8
No. of positive nodes T

Median (Range) 2(1 to 20)
Residual tumor

RO - 108(98)

Rlor2 2(2)

* National Cancer Institute-Common Toxicity Cri-

teria, Version 2.0
** QOthers: melena, wound infection, bowel obstruc-

tion.

W (77%) V3 ileostomy TH o7z, HifEDEH
o7z 224 (22%) idifiAfrbniz. fEY
ONETERI L 61 4 (55%) ITHEff Sz, G3
LLEOf - i S 0HEDFESRE 10% LT T
EERD OO, MEdahok. ERE6
EVRPERRESE, RO RHIm T, ISR ICRERY
KELCEEEZLENDSBORRMN .

3| IEEPRYHER & Al (Table 3, [X2)

U NS A, MEREDT 396
(35%) kK@HwL Nk, TOSBE UNHEEE
BT >Nz 94l (8%) Rwieat, TFIEM
IEDIRAREIIIRRD o fo. ISR R

Well;, Well differentiated adenocarcinoma, Mod.;
Moderately differentiated adenocarcinoma, Poor; Poor-
ly differentiated adenocarcinoma

(pathological T; pT) X T1/T2/T3/T4 #=nF
1116 (15%)/43 (39%)/50 (45%)/1 (1%) T
BHY, MFRREYER RO) 13108 4] (98%)
KBTS e, — R0 A TALFT 0 BISARIE 3 42
RBFER T 10561 (95%) Klifrahiz, ki
HOERRRIMEREILD2YREMAETH -
7z,

2RO 3 EEERBETFRIT 72.8% T, stage T
& T, stage 1 /U /MASFNFh 87.5/78.7/
51.9%, SHERPIBBRRIILHATI32%
stage T & TIX, stage I/0/WBEFNFN 6.7/
12.9/21.0% ThH oz, Fi=, T-stage TEIZHFRF
BRRE2RETS &, pT1/pT2/pT3 I3 ENEN
0/6.9/21.6% Tk - 7.

4)) [TF44HE (Table 4)
Wexner 2 371, i1 CIRIE & A& DEFIN
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< 1004 DFS
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.§ 80_-1\\\___\_\5—‘ rates
g 60- All 72.8%

= J

2 407 Stage | 87.5%

& 207 Stage |l 78.7%

8.
% 0 T T ¥ T 1 o,
£ 0 1 o 3 Stage Hi 51.9%

Years from surgery

<
:9’ 100

@ ’ 3 year local

% 80—_ Local relapse rate relapse rate
T 60- Al 13.2%
= |
S 40 Stage | 6.7%

» R
£ 20- Stage Il 12.9%

35 K ;_”.___:—'-““_’“

E o — Stage Ill 21.0%
3 0 1 2 3

Years from surgety
2 RUBTHERE, EEREHES
Table 4 Functional results (Wexner score)
Pre-operative 3 months 6 months 12 months 24 months
(n=95) (n=85) (n=85) (n=284) (n=83)
Mean (Range) 2(0 to 13) 11.4(3 to 20) 10.3(0 to 20) 9.7(1 to 20) 8.5(1 to 20)
Distribution of Wexner score

Otob 86(91%) 12(14%) 15(18%) 24 (29%) 25(30%)

6to 10 7(7%) 24(28%) 32(38%) 24(29%) 33(40%)
11to 15 2(2%) 29(34%) 2327%) 23(27%) 19(23%)
16 to 20 0(0%) 20(24%) , 15(18%) 13(15%) 6( 7%)

Date stands for time after stoma closure following ISR.
BiF Q0 EDR) Thol, —RBATLILMZ
L BERILMEERED 3 HA/6 WR/12 A/ 3 & B

24 N ADOBRTOAITIRENTN 11.4/10.3/
0.7/8.5 LIERHIC R A ICHE LT, W3 HA
T severe incontinence (Wexner A I 7 16 s 2L
b)Y BM2%IZEBD 5N, IhdbhallhsE
SNMB 2 ATATRIBICETEA LE, —F
BRI RIF & SN S PR EHEE (Wexner 237
10 ALI) B 70% ETIZEEL &

DHETOEBEICHT 5 APR MifFEAITE
ERBSAEE (RKIBEFES) £45& 1980
FERTIE 40~50% TH > /=48 1990 ERITIY
20% WA UTe. HMMIBIZL D LAR OERA
BME5LTWsEEbNS. LA LIMIENIE
KEET SEBEICH L Tik4 723 APR /M
FMIMLBOT 5N TS EBDNS. IMEE

T 31213+ 472 distal margin & radical margin
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Ok ) sy Y= S KA R praYANE
NTWBY, Fab BN T#H DL 2l A ixn
EIRE T, W - SMEREEECIEM2 N2 &0
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N, [LPIRSEBE D RN R TOMERE~ DL R
WBEnEnl%, 2% Thoiz. £k, xWES
DGR BT B ISR AFMOESZ % 207z
RETH, BFTERIL3.5%, EERAFERIT 83
% & BIFISHERTH 7210,
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B0 RFERERIIEI T 20~30%1012, s
BTk 15~20% W EETOHWRH D H DD
BMEEEIZELTWS, 20 3T LER
NN &P APR O LS IKILMBEIO YR~ —
CERTATHREL TS, BFFEROMENTNT
LBFELRBWI E2RRLTHS, SEDER
RBICBI BB SERMBFERRZ
13.2%C, RF—IPETT2IDONTEDHE
HEL T, EED ISR O EEMEE LD
72HE TIE®, ISRBOREFTEREIX 0~22% &
BRBo/., HABAT—VBEATVNDZD L
Bbindd, SEOBRIFNELEL THHE
R EBbNS. APR E ISR #A57—V &
IZHLE U TR TS, A FER, RTE
HREFREBICERRDoEEVDIWEND
5. UL, EREERORFBERELRE pTS LUE
T pT2 ORI 3 EHEDEN, IEMBEHRER
BH AT —YOHETEEBIVERITRo TS,
L EORBRO RATEFERMIEY R TIaho
ZEMB, Din< &b surgical margin 2317
WRTE2 ISR OFHETHNERFOI > I
O—)VEHEEINS DD EEDN S,

TERE B O BESHRNICRDRICT BT L1
BRI RRETELNENTH S, SEDER
ZBWT—RA TILPI OBAHIZ 95% IcfTh N
7o, REISEOERFRIFZOMATEICLZY
BERAEE NI EHHEIC LB HOTH . BHR
ILFAOBRENEHECIDERTERN I &
RARWICRETREET, BREFHEOML, &
PHEZZ<TIR, I5ITHSOBERNHHBET
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