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shortcomingsS3 guideline

ICD-10

C21.0 - Anus, nicht näher bezeichnet

C21.1 - Analkanal

(inkl.: Sphincter ani)

C21.2 - Kloakenregion

C21.8 - Rektum, Anus und Analkanal, mehrere 

Teilbereiche überlappend

C21.2 - Analrand
Antrag beim DIMDI/BfArM eingebracht!

C44.50 – Perianalhaut (inkl. Analrand)



S3-Leitlinie Analkarzinom etiology

► Anal cancer is induced by persisting HPV infection (89-100%)

► 90-95% associated with high-risk HPV-16 and 18

prevention:   vaccination STIKO empfiehlt prophylaktische Impfung gegen HPV für 

    alle Mädchen und Jungen im Alter von 9 - 14 Jahren

►  precursor lesions (AIN)

Secundary prevention: screening of risk patients



S3-Leitlinie Analkarzinom Incidence and risk

Siegel R, Werner RN, […], Aigner F. Diagnostik, Therapie und Nachsorge von Analkanal- und Analrandkarzinomen. Dtsch Ärzteblatt Int 2021

!! Doubled incidence 
from 

1999 - 2016 !!
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► .

diagnostics

►History taking (immunosuppression, smoker, MSM, HPV) 

►Clinical assessment of anogenital and groin region

►Digital-rectal examination, anoscopy, rectoscopy, EAUS, colposcopy



Treatment of anal cancer

mutilitatingToxicity
neutropenia
thrombocytopenia
dermatitis and skin ulceration
proctitis
incontinence
fecal urgency
anal stenosis
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Anal carcinoma
anatomy

Anocutaneous line

Perianal skin

Dentate line
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Chemoradiation – gold standard stage II and III
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Anal canal cancer – stage I

chemoradiation or local excision
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Anal carcinoma
local excision when?

Leitlinienprogramm Onkologie (Deutsche Krebsgesellschaft, Deutsche Krebshilfe, AWMF): Analkarzinom (Diagnostik, Therapie und Nachsorge von 

Analkanal- und Anal-randkarzinomen), Kurzversion 1.1, 2020, AWMF Registernummer: 081/004OL, https://www.leitlinienprogramm-

onkologie.de/leitlinien/analkarzinom/, (Zugriff am 30.11.2024)

Suspicion of anal margin cancer up to 2cm (UICC I) without 
sphincter infiltration or adjacent tissues should be excised 
with 0.5cm resection margin.

Suspicion of anal canal cancer up to 2cm (UICC I) without 
sphincter infiltration and mobile can be excised with 0.5cm 
resection margin.

Suspicion of anal cancer with sphincter infiltration or 
adjacent organs should not be excised but only biopsied.

only expert consent in GDG!
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Anal carcinoma
local excision when?

Leitlinienprogramm Onkologie (Deutsche Krebsgesellschaft, Deutsche Krebshilfe, AWMF): Analkarzinom (Diagnostik, Therapie und Nachsorge von 

Analkanal- und Anal-randkarzinomen), Kurzversion 1.1, 2020, AWMF Registernummer: 081/004OL, https://www.leitlinienprogramm-

onkologie.de/leitlinien/analkarzinom/, (Zugriff am 30.11.2024)

anal margin
(primary tumour)

stage I – without sphincter infiltration  

stage IIA - without sphincter infiltration (individual dec.)

„should“

   „can“

anal canal 
(primary tumour)

stage I <2cm, no sphincter infiltration (individual dec.) „can“

Recurrence
(post CRT)

anal canal or margin, local excision or „salvage“ APR „should“

only expert consent in GDG!

depending on the same criteria as for primary tumours!
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… update ongoing

Werner RN, […] Aigner F. State of the art treatment for stage I to III anal squamous cell carcinoma: A systematic review and meta-analysis. Radiother Oncol. 2021 
Apr;157:188-196.

• Recommendation based on three observational studies 

(registry-based study (n=2243), two retrospective cohort studies 

(n=57; n=25) 

• Serious risk of bias

• LE vs. CRT: no sign diff OS [HR 1.07 (0.80–1.44) or PFS [HR 0.94 

(0.09–9.44) -> less than 1cm diameter

• LE vs. RT alone: no significant differences in OS were found [HR 

0.46 (0.20–1.08),

GRADE based – grade of recommendation, assessment, 
development and evaluation



no recommendation for LE 
in the anal canal (R1 rate)!



29minimum safe margin of excision still unknown adjuvant CRT offered in margins <=1mm

SISCCA (superficially
invasive squamous cell carcinoma of the anus)

defined by an invasive lesion completely excised with
≤3 mm stromal invasion and ≤7 mm superficial spread
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Anal carcinoma
Case #1

anal margin cancer

Siegel, Aigner. Chirurgische Therapie des Analkarzinoms. CHAZ (2020) 21: 88–91

55 years old male pt
cT2 cN0 cM0

primary local excision

pT2 R0
Moderately differentiated squamous cell carcinoma of the anal margin ( 22mm  diameter, 7 
mm tumour invasion)

pt recurrence free since 5 years
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Anal carcinoma
Case #1

anal margin cancer

Siegel, Aigner. Chirurgische Therapie des Analkarzinoms. CHAZ (2020) 21: 88–91

Suspicion of anal margin cancer up to 2cm (UICC I) without 
sphincter infiltration or adjacent tissues should be excised 
with 0.5cm resection margin.

RG A

Alternatively local excision can be performed in UICC IIA (T2 
N0 M0) with 0.5cm resection margin 

only expert consent in GDG!
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Anal carcinoma
Case #2

anal margin cancer

45 years old male pt, post excision of a perianal venous thrombosis,
skin tag at 6 o‘clock position

day case surgery -> skin tag removal in local anesthesia

well differentiated squamous cell carcinoma (horizontally 5mm, deep invasion 
3mm), non in sano in depth, pT1 G1 R1

staging (MRI, CT): no mets, locally no residual tumour detectable

MDT: CRT vs. residual excision 
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Anal carcinoma
Case #2

anal margin cancer

Residual resection Pathology: no 
residual tumour
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Anal carcinoma
Case #3

anal canal cancer

83 years old female pt, haemorrhoids bothering 

pT1 L0 V0 G1
multifocal microinvasive well differentiated squamous cell carcinoma (invasion depth up to 0.2 mm) p16-positive

DRE + EAUS: no sphincter infiltration, T1 MRI: T1-2, N0
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Anal carcinoma
Case #3

anal canal cancer

RG 0

GRADE: very little confidence in the effect estimate: The true effect is likely to 

be substantially different from the estimate of effect. 

Suspicion of anal canal cancer smaller than 2cm (UICC I) 
without local and distant mets can be excised with 0.5cm 
resection margin.

no sign diff in OS, PFS, LRR (LE vs. CRT)

Chai CY et al. Management of Stage I Squamous Cell Carcinoma of the Anal Canal. JAMA Surg. 2018 Mar 1;153(3):209-215.
Deshmukh AA et al. Clinical and Economic Evaluation of Treatment Strategies for T1N0 Anal Canal Cancer. Am J Clin Oncol. 2018 Jul;41(7):626-631.
Kynaston, JWF et al. Management of early anal squamous cell cancer: Observational cohort study. Colorectal Dis 2018. 20 (Supplement 4): p. 105.
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Pedersen TB et al. Outcome following local excision of T1 anal cancers-a systematic review. Int J Colorectal Dis. 2020 Sep;35(9):1663-1671.
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S3-Leitlinie Analkarzinom treatment

Progress/Residual disease following CRT



S3-Leitlinie Analkarzinom treatment

42jähriger Patient

ausgedehnter Progress
5 Monate nach Beginn der RCT
mit Infiltration von Peniswurzel, Prostata 
und Harnblase

Beckenexenteration mit Penisamputation 
sowie Prostatovesikulektomie und 
Zystektomie

mit primärem plast. Verschluß (VRAM-
Lappen und VAC/NPWT suprapubisch) und 
sekundär Gracilis+Spalthaut

Siegel, Aigner. Analkarzinom. In: Manual Für Koloproktologie Band 2, de Gruyter 2019 

Progress/Residual disease following CRT
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Lymph node metastasis inguinal, metachron or rec
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40jährige Patientin, singuläre LK-Metastase inguinal

16 Monate nach Beginn der primären Radiochemotherapie wg. eines Analkanalkarzinoms
(initial cT2 cN1a cM0; klinisch komplette Remission 26 Wochen nach RCT)

Chirurgische Resektion (inguinale LK-Dissektion), R0

Siegel, Aigner. Chirurgische Therapie des Analkarzinoms. CHAZ (2020) 21: 88–91

Lymph node metastasis inguinal, metachron or rec



S3-Leitlinie Analkarzinom Response assessment
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Vergleich verschiedener Zeitpunkte der Responsebeurteilung – Testgenauigkeit (Referenz: OS)
(Tabelle 89, S3-LL Analkarzinom Evidenzbericht 1.1, 2020

Response assessment
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InterAACT-Studie * (nach Erstellen der LL erschienen):

Kombination von Carboplatin und Paclitaxel als mögliche Alternative 
(zur Kombination Cisplatin und 5-FU)

* Rao S et al. J Clin Oncol. 2020
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Surgical treatment – guideline indications for local excision

Anal margin
(primary tumour)

Stage I - without sphincter infiltration  

Stage IIA - without sphincter infiltration (selected cases)

„should“

   „can“

Anal canal
(primary tumour)

Stage I – small tumours (T1), only superficial (selected cases, 
SISCCA)

„can“

Rec, progress
(post RCT)

Anal margin and anal canal, local exc or „salvage“ APE „should“

Ln locoregional  
(metachron, Rec)

inguinal/iliac Ln Mets, M0 „should“

Distant mets Ln non loco-regional or liver mets (selected cases) „can“

Palliativ situation Local resection, colostomy „can“

Pretreatment Colostomy pre CRT (rarely necessary) „reluctant“

gold standard stage II/III = CRT
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Aigner/Proktologie BHB Graz – Charité Universitätsmedizin Berlin

Update 2025
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