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Kvinna 61 ar;

invasiv duktal cancer 17x18x16 mm;
histologisk grad 3; tubuli 3; karnatypier 3;
mitoser 2/10;

ingen karlinvaxt;

Ostrogenreceptor 99 procent;
progesteronreceptor 50 procent;
HER2-negativ;

Ki67-index 37 procent;

Nottingham prognostic index (NPI): 4,36;
tva benigna portvaktskortlar.
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Multidiciplinar konferens rekommenderade
cytostatikabehandling, sekventiellt med E90C féljt av
taxaner.
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@+\ Comparisons between different polychemotherapy
regimens for early breast cancer: meta-analyses of long-term
outcome among 100 000 women in 123 randomised trials

Early Beeast Cancer Trialists"Collaborative Group (EBCTCG)

Lancet 2012;379:432-444
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Breast cancer mortality

507 11167women  100% N+

RR 0-86 (95% C10:79-0-93)
404 Log-rank 2p=0-0005
8-year gain 2-8% (SE 0-9)

304
Anthracycline control
23.9%
211%
Taxane+anthracycline

Breast cancer mortality (%)

Otherfunknown 21878031 (15:2%) 085(s£004)
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Adjuvant Chemotherapy Guided by
a 21-Gene Expression Assay in Breast Cancer

J.A. Sparano, R.J. Gray, D.F. Makower, K.1. Pritchard, K.S. Albain, D.F. Hayes,
C.E. Geyer, Jr, E.C. Dees, M.P. Goetz, J.A. Olson, Jr., T. Lively, S.S. Badve,
T.J). Saphner, L.I. Wagner, T.J. Whelan, M.J. Ellis, S. Paik, W.C. Wood,
P.M. Ravdin, M.M. Keane, H.L. Gomez Moreno, P.S. Reddy, T.F. Goggins,
ILA. Mayer, A.M. Brufsky, D.L. Toppmeyer, V.G. Kaklamani, J.L. Berenberg,
J. Abrams, and G.W. Sledge, Jr.

NEJM2018; 379111121 TA]LORXx-studien: Trial Assigning
Individualized Options for Treatment
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Figura 1. Panel of 21 Genes and the Recurrance-Score Algorithm.
ale from 010 1 the reference.
normalized expression me3 surements in four steps. First, expression for each

21-gene expression
assay (Oncotype DX):

gene iy

the gene encoding 3-actin). GAPDH, GUS, RPLPO, and TFRC). Reference-nor-
from 010,15, with 2

reflecting approximately a doubling of RNA. Genes are grouped on the basis.

Testet mater uttrycket av it i
vissa gener i bréstcan- :fl",f'.\:’:f?;fT‘ff%?g;é:;;?323;7‘):'2?.?.'73:1;;;5?5
cervavnad och ett RS- o €53 o o s e 3]
varde (recurrence score) TS ok
fran 0—100 beraknas. iy o ¢ i gy e

s associated with an increased risk of recurrence, and 3 minus sign indicates
that increased expression is associated with a decreased risk of recurrence,

Fourth, (RS)is §
score, a5 follows: RS=0 if RSy;<0; RS =20x (RS,1-6.7) if 0= RS, 5100; and

Paik et al. 2004. NEJM 351:2817-2826  #s-10o0issy» 10
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For testet Oncotype DX hade tidigare studier visat att
det fanns anledning att tro att vid RS=25 minskar
cytostatikabehandling risken for aterfall medan vid
RS<11 ar risken for aterfall liten och nytta med
cytostatikabehandling saknas.

Huvudsyftet med TAILORXx-studien var att undersdka
om det finns nytta med cytostatikabehandling vid RS11-
25.
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Adjuvant Chemotherapy Guided by
a 21-Gene Expression Assay in Breast Cancer

METHODS

We performed a prospective trial involving 10,273 women with hormone-recep-
tor—positive, human epidermal growth factor receptor 2 (HER2)-negative, axillary
node-negative breast cancer. Of the 9719 eligible patients with follow-up informa-
tion, 6711 (69%) had a midrange recurrence score of 11 to 25 and were randomly
assigned to receive either chemoendocrine therapy or endocrine therapy alone. The

NEJM 2018; 379:111-121
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Table 2.

— =
and Assigned Treatment in the Iniertion o-Treat Papulation.*

End Point and Treatment Group

Invasive disease-free survivalt
Score of =10, endocrine therapy
Score of 11-25, endocrine therapy
Score of 11-25, chemoendocrine therapy
Seore of 226, chemoendocrine therapy

Freedom from recurrence of breast cancer
atadistant site

Score of 210, endocrine therapy
Score of 11-25, endocrine therapy
Score of 11-25, chemoendocrine therapy
Score of 226, chemoendocrine therapy

Freedom from recurrence of breas cancer
ata distant or local-regional site

Score of 210, endocrine therapy
Score of 11-25, endocrine therapy
Score of 11-25, chemoendocrine therapy
Score of 226, chemoendocrine therapy

Overall survival
Score of 510, endocrine therapy
Score of 11-25, endocrine therapy
Seore of 11-25, chemoendocrine therapy
Score of 226, chemoendocrine therapy

RateatSYr Rateat9Yr

pescernt

940406
928:05
931405
876110

993402
980403
982402
930:08

983403
96.9:0.3
970403
910:08

980:04
980202
981402
959,06

840213
833209
843:08
757422

968207
945505
95.0:05
268217

95,008
922:06
929506
848217

937208
93.9:05
938505
89314

# Plus-minus values are Kaplan-Meier estimates SE

Tinvasive disease-free survival was
recumence, second primary cancer, or deat

as freedom from invasive disease
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Clinical and Genomic Risk to Guide the Use
of Adjuvant Therapy for Breast Cancer

J.A. Sparano, RJ. Gray, P.M. Ravdin, D.F. Makower, K.I. Pritchard, K.S. Albain,
D.F. Hayes, C.E. Geyer, Jr., E.C. Dees, M.P. Goetz, J.A. Olson, Jr., T. Lively,
S.S. Badve, T.J. Saphner, L.I. Wagner, T.). Whelan, M.J. Ellis, S. Paik, W.C. Wood,
M.M. Keane, H.L.G. Moreno, P.S. Reddy, T.F. Goggins, |.A. Mayer, A.M. Brufsky,
D.L. Toppmeyer, V.G. Kaklamani, J.L. Berenberg, ). Abrams, and G.W. Sledge, Jr

N Engl J Med. 2019;380:2395-2405.

Table 1. Distant or Locoregional Disease Recurrence, Second Primary Cancer, or Death, and Distant Recurrence at 9 Years, According to Use

or Nonuse of Adjuvant Cherotherapy, Stratified Accordi

and Clinieal Risk (Intention-to-Treat Population).”

Clinieal No. of

Variable Risk Patients
Patients >50 yr 6469
Low recurrence score (0-10}

No chemotherapy High 281

No chemotherapy Low 879
Intermediate recurrence score

(11-25)

No chemotherapy High 577

No chemotherapy Low 1605

Chemotherapy High 603

Chemotherapy Low 1568
High recurrence score (26-100)

Chemotherapy High 542

Chematherapy Low 414

N Engl J Med. 2019;380:2395-2405.

Estimated Hazard Ratio
Prabability for Recurrence,  Estimated  Hazard Ratio
of Recurrence,  Second Primary  Probability for Distant
Second Primary  Cancer, or Death  of Distant  Recurrence
Cancer, or Death 195% CIf Recurrence  (95% CI)
pescent percent
272445 2,09 (1.47-2.96) 74:34  220(0.95-5.08)
133:15 26:08

1.56 {1.21-2.00) 261 (165-4.11)

136211 35206
161 (1.27-204) 249 (160-387)

157203 40207

32.0a4.4 185(1.28-266) 193239  335(182-6.14)

19.3:38 70:24

* Plus—minus values are Kaplan—Meier
estimates+SE.
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Figur 10. Indelning av bréstcancer | molekylira subtyper.

ER-positiv

NHG =
Nottingham
Histologic
Grade

Genexpressionsanalys bd geas hos kvinnor > SO 3¢ om resltatet komamer att
=] viedprogiam

1 ERpositivitet definieras som ER 2 10%

Nationellt vardprogram brdstcancer 201022
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Hilsoekonomisk bedémning av Oncotype DX vid brostcancer

TLV har tagit fram en hilsockonomisk bedsmning till regionerna fér den medicintekniska
produkten Oncotype DX. Oncotype DX ir ett test som uppskattar risken fér att cancern
sprider sig till andra delar av kroppen hos patienter med bréstcancer. Testet ger dven
information om den férvintade nyttan av cellgiftsbehandling.

P4 bestillning av regionemas medicintekniska produktrid, MTP-ridet, har TLV utfort en hilsoekonomisk
‘bedomming av Oncotype DX Bestillningen frin MTP-radet togs fram 1 samrad med Nationella

for cancer del och N ide for medicinsk diagnostik inom det

nationella kunskapsstymingssystemet for hilso- och sjukvard. TLV:s hilsoekonomiska bedomning ar en av
TLV:s tva forsta leveranser till MTP-radet och ingar 1 beslutsunderlaget infor MTP-radets kommande

nationella rekommendation fér Oncotype DX.

TLV 12 juli 2021

Medicintekniska produktradet, MTP-radet, startade
januari 2020.
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1 det svenska virdprogr for bro k deras genexp lys for en sirskild

undergrupp av patienter dir det ar svirt att bedoma risken for att cancem sprider sig och om patienten
darmed ska behandlas med cellgifter. Rek d:
vetenskapligt underlag”. Oncotype DX ir en av de produkter som omnimns i virdprogrammet.

‘bedoms 1 vardprogrammet ha “matiligt starkt

q 2

Patientgruppen som ingar 1 TLV:s huvudanalys ar vald for att avspegla rek 1V e

.
s4 nira som mojligt

Analysen visar att anvandning av Oncotype DX 1 tilligg till Klinisk-patologisk bedmning leder till 0,24

vunna k j i och att behandlingskostnaden minskar med cirka 50 500

kronor i jamfa med enbart klinisk isk bedd Anal i den hil
bedémningen pekar diirmed p att anviindningen av Oncotype DX ger stdrre nytta éin jimforelsealternativet,

dessutom till en ligre kostnad.

TLV 12 juli 2021




