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THE GLOBAL BURDEN OF BREAST CANCER
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There will be an estimated 626,679 deaths worldwide in 2018 and an

estimated 805,116 by 2030, representing a 43% increase in absolute
number of deaths from BC*
@) Soissoats

FIGURE 5. Global Maps Presenting the Most Common Type of Cancer Incidence in 2018 in Each Country Among (A) Men and (B) Women.

1 out of 8to 10 women . InEurope:
will have BC during their lifespan 1 diagnosis every 2,5 |:n|nutes
About 1/3 EBC will relapse 1 death every 6,5 minutes
MBC at diagnosis: 10-15% developed to More than half a million deaths
50-60% developing countries worldwide every year
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HOW MANY MBC PATIENTS EXIST?

MNumber of new cases in 2018, both sexes, all ages

Lung
2093876 (11.6%)

Other cancers

7753 046 (42.9%) Colorectu
1849 518 (10,29

h

orostote 5-year Prevalence
1276 106 (7.1%)

Cervix uteri s

569 B47 (3.2%) 1033 701 (5.7%)

If 1 third would be MBC: about 2.2 million MBC patients

Incidence

BUT it is just a very rough estimation

|| g

Lumn

1761 007 (18.4%) Lung
Stomach 2129 964 (4.9%)
1589 752 (3.6%)

Other cancers

3422 417 (35.8%)

B Phased implementation TARGET: prioritise management
of metastatic patients as we can not ignore them and
only concentrate on curative cases

Total: 9 555 027 deaths

cancers in 185 countries. CA Cancer J Clin, 2018.
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180,000 Estimates and projections of MBC
prevalence in the United States, 1990 to
160,000 2020

154,292 in 2017

140,000

120,000

100.000
The number of women living with MBC increased 4% from 1990

to 2000, 17% from 2000 to 2010, and is projected to increase by
31% from 2010 to 2020.
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40,000
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Projections

Prevalence

——— MBC Incidence cases (de novo or recurrence)
BC Deaths
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OVERALL SURVIVAL AND SEQUENTIAL
TREATMENT OF PATIENTS WITH MBC

* 134 sites, 298 oncologists, all over Germany
* > 3,700 pts/1409 MBC pts
* (goal: 4,500 BC pts/2250 MBC pts by end 2015)

Luminal is the most frequent subtype in MBC as well.

* If a drug/class of drugs improves OS, it will change
substantially the median OS of MBC

B Phased implementation TARGET: ensure proper diagnosis and
treatment for luminal cancers

Oral Presentation, ABC 2
Marschner, N, et al, TMK Registry Group
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GOALS OF THE TREATMENT IN MBC

* Goals of treatment:
Improve survival (very few agents achieve it!)
Delay disease progression
Prolong duration of response
Palliate symptoms
Improve or maintain quality of life Quantity Quality

. . . of of
Transform into a chronic disease Life T

Phased implementation TARGET: ensure palliation and pain
control, focus on QOL
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Resource-stratified guidelines: BHGI

Incremental allocation & implementation

» Basic level: Core resources or fundamental services Livelol
resources
necessary for any breast health care system to
function.

Limited level: Second-tier resources or services that

Lacal-Regional Troatmont Systamic Treatment (Palliative)

Surgeny Radiation Tharapy Chomoterapy Endociing Therapy  Supportive Therapy Process Metrics

produce major improvements in outcome such as
survival.

Enhanced level: Third-tier resources or services that

are optional but important, because they increase
the number and quality of therapeutic options and
patient choice.

Enhanced

Maximal level: Highest-level resources or services
used in some high resource countries with lower

Maximal

Total mastoctomy
Copnorectamy I8 | Noncpisid and | Pain control provided (min 80%, target 95%)
x premenopausal | npinid analgesics
recurre women ard symptom Hormone ix for all patients with ER+ ca 120d
ai Tamoxifen® management of diagnosis (min B0% target 90%
surgery
Classical CMF* Palliative XRT for CNS mels
Palliative P i (min 70%, targe! 80%)
radiation therapy monolherapy or First line paliative chemo if ER- ca
in combination* (min 80%, targel 90%)
Sequential - .
single agent Second line chemo, if visceral metastasis and
or combination good performance stalus
chemotherapy |  ATCTAIEE | 5o oschonates (min 90%, targe! 95%)
Trastuzuna Bisphosphorasfor tic ic bone
) disease (min 80%. target 95%)
Lapatinb
Maximal category process metrics
determined based upon standards of care in
hgh-income countries

Anderson et

Eniu A et al, Cancer: 113 (8 suppl), 2008
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What has changed in 10 years?
...addition of CDK4/6 inhibitors

il Practice Guidel : -
INO@INE 5ceony 25008 | Invasive Breast Cancer

TREATMENT OF RECURRENCE/STAGE IV DISEASE
ER andlor PR POSITIVE: HER2 NEGATIVE OR POSITIVE

Ovarian ablation or
Premencpausal* » | suppression, plus endocrine
’ therapy as for postmenopausal
women®

Prior eandocrine
therapy within 1y

4
" Visceral crisis ———* Consider initial chemotherapy **

ER andior PR positive;

HER2 negative®
Ovarian ablation or

suppression, plus endocrine
Preméenopausal” therapy as for postmenopausal
women®

ER andior PR positive; | |
HER2 positive®

\ ; b
2 / Antiestrogen
No prior endocrine / Aromatase inhibitor

v e
therapy within 1y i el zt..stmgm

"
Visceral crisis - Consider initial chemotharapy ™

Moke: AD rcommendatons s calegery ZA uniess olbwred e ind cbed
Ciinical Triaks: NCCM beallovis that fos be-st management of amy Cancer patient i in 3 clnical trisl. Participation in clinical trials s speclally encouraged

v I A DTHEH € P00 M o St et A it T g aad 15 St s g ot ot g S e i of WECN

PerEen Ly Beeae s Abdemin 53 8 T34 PR Box parsonm b vy MO aSOeTed B MEEuSce CopungR NECra Comprenestes Cance Neteorn, o AL RGHS Sesern:

o ensve NCCN Guidelines Version 2.2017
NCCN IS Invasive Breast Cancer
Network® NCCN Framework™: Enh
SYSTEMIC TREATMENT OF RECURRENT OR STAGE IV DISEASE
ER andior PR POSITIVE; HER2 NEGATIVE OR POSITIVE

| Ovarian ablation or suppression, plus
 Premenopausa®®™® ———s | endocrine therapy as for p
J | womeneee.ddd

Prior endocrine 4 o 21332.bbb,
therapy within 1 y 3

Consider initial (llél]lulllﬂﬂl}\'ddd'm

(See BINV-21 and BINV-22)
ER andior PR positive; | Ovarian ablation or suppression,

5 b /
HERZ negative 4 | plus endocrine therapy as for
/ 1 wismen ot ddd

4 * Visceral crisis ——————=

ER andior PR positive; | Selective ER modulatorstec.ddd See Follow-up
333 \ -
HERZ positive Aromatase inhibitorees-d9dd. M Thmtabs Ll
\ / or ol une
A Selective ER modulators of selective ER Ireatment of
f down-regulator®es.ddd BecurrentStage IV
Disease (BINY-73)

No prior endocrine | 232.bbb.
L n al or
therapy within 1y i |

Visceral crisis ———————»
See

resulted in pr
that patients

All recommangation: category 14 unisss olherwine indicated
Clindcal Trists: NCC 7$8 T3 0 DeNE man, t of 2y

Al WILD CANCH! B8 I 8 CARICAl UM PArDCipation in can
BINV-20
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What has changed in 10 years?

...palliative & supportive care more structured

Practice Guidelines

in Oncology — v.2.2008 ‘ Invasive Breast Cancer

o By ORISR ARSI 04 1110210 20043 AL For BArIcRal i oA, N3N S00REVES Y SIFEUNSA. COEvnORt € Z310 MIBEAS COTENIARIIE CORCI Mtetn, NG 0 GRS Riseree

ok NCCN Guidelines Version 2.2017
Invasive Breast Cancer

ymprehensive

TREATMENT OF RECURRENCE/STAGE IV DISEASE
ER and PR NEGATIVE, OR ER andior PR POSITIVE AND ENDOCRINE REFRACTORY; HER2 NEGATIVE

Consider trial of

Soe Endocring
endocrine therapy® -
or

Yos—
ER/PR negative, Bone or soft | Chematharapy®® Noresponseto3 |
or ER'PR positive lissue only sequential regimens Consider no further
and endocrine —=|or —*| cytotoxic therapy;

Asymptomatic| \
viscaral

or
ECOG performance
status > 3

refractory;
HERZ2 negative®

u transition to palliative care¥

No —= Chemotherapy **

¢ Recument o Mata:

tatic Breast Cancer [(BINV-M

| pote: A8 e omun andations are catagery 2 wnkes s otherwt s indicated
Ciical Triaks: MCTN belleves that e best mansgemant of any cancer patiend i in 8 cinicel sl Participation in cinicsl il i specsly sncoursged

T4 UTHCHE e gr s Comprsapm Tgvms Mot M agss nanst Thane gidelnns o 1o St spton sy st e sgionad B sy b bt Bhe $9sm o ien pupmemaon of WOCH

NCCN st
Network®

NCCN Framework™: Enhanc

SYSTEMIC TREATMENT OF RECURRENT OR STAGE IV DISEASE
ER and PR NEGATIVE; or ER and/or PR POSITIVE and ENDOCRINE REFRACTORY; HER2 NEGATIVE

Consider additional line
of endocring therapy, if

Yes * [ not endocrine

ER and PR

negative; of ER Bone or soft ..‘ ::"-TCIOW"':“'nh"

i | w4 Chemotherapy™=th —s |No benefit ater 3
endocrine Asymplomatic | \ sequential lines of
refractory; andb visceral I\ :J::nmlrn.-: apy
e Ng ———= Chemotherapy™®hhh — |ECOG performance

status 23

ary and meLastato tumors)
ical charactenstics predicting

4.5

AH TPCOMMENGaTons are Calegory 24 Unkess oihermine Ingicated
Clnkcal Trisls NCCN beBeves thal the best of amy patient with cancet Ia In 3 clinkcal irisl

I clinical trisls ks sspeciaily sncous

e L. Sl i — A T e s e o g ek b s o e Pl BINV-21
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What has changed in 10 years?

...addition of new anti-HER2 therapies

AR ARSETION 24 B B21A2 L For AFICRSI S0 SRy, NIT S0CRTVID Y SITBUBON. CoBrene MISEAE COTEMAESIE CONI et IR A7 GRS Resree

& NCCN Guidelines Version 2.2017
Invasive Breast Cancer

Network® NCCN Framework™: E

rehensive

Bl Practice Guidelines | ;
NGO 7 ooy 25008 | Invasive Breast Cancer

TREATMENT OF RECURRENCE/STAGE IV DISEASE

1anced R

SYSTEMIC TREATMENT OF RECURRENT OR STAGE IV DISEASE

ER and PR NEGATIVE: HERZ POSITIVE ER and PR NEGATIVE; or ER andior PR POSITIVE and ENDOCRINE REFRACTORY; and HER2 POSITIVE

See Endocrine Therapy (BINV-20)

Consider trial of —
. ondocrine therapy® It

apy (BINV-17)

ER and PR Yes(
negative; or ER Bone or soft p |
ER and pR: :IBI:::QD;nﬁ“ No response andlor PR . tissue only " " o v
ative; | R to 3 sequential Poslive an ol \ | . No benefit afier
:;9“2 — or Prior therapy with it Consider no ) FREPEREIIVY Asymptomatic] \ | [trastuzumab + taxane 1 sacasetiel further
| Asy T + anthracycline, taxane, o L further eytotaxic =hiel . . 1 |(preferredy**eihh cytotoxic
Itive® 5 — of =3 refractory; and visceral 2 fines of targeted
positive Iviscaral it ¥t bb oo and & ECOG therapy; transition HER2 positived of Continue i therapy;
No —| capacitablng + lapatinib rmancs to palliative care” I = —» |HER2-targeted — Py —= | transition to
:ﬂ“ .3 therapy*®e-hhh-in i :;.‘,OG palliative care
Trastuzumab + Ef::::n:in”
|chemotherapy®eehhhid ,

the primary and metastatic
visceral lumors. espe:

targeted chemotherapy for metastate breast cancer. The optmal duration of trastuzumak in

n combinaton with

2 is associated with significant cardiac tosicity, Concurrent use of trastuzy with an
be avoided
. T i Frame C C B
Note: AN i cumen aredaf e e Calegory 2A unke s s Dt rd ne il cated
afy o : . T AN recommendations are calegory 24 uniess oiherwive Indicated
Lcn-.ul '“lff" B::'n Ehart e bl management of sny cancer patiert is in 8 clini r_|l||u|- _Pr:T:_ dinical b -::-um‘"'“wﬁ | CHinical Trisls NCCN beSleves that the best of any patient with cances s in 3 clnical trial i clirdcal trisly ks sspecially snc,
e P P — - BINV-22

9T B s Doy Cpns Mot s 8 s st Thas iduloans, ood 110, St mebom may et b sgresbinsnd 6 vy Moo bt P o8 wrimes purmmion of NCCH BINV-19
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...new preference, new anti-HER2 therapies

Practice Guideli . J—
in Oncology - v.2.2008 | Invasive Breast Cancer .

PREFERRED CHEMOTHERAPY REGIMENS FOR RECURRENT OR METASTATIC BREAST CANCER' (page 1 of 6)

P
= Daxorublcin

r L]

=« CAFIFAC (cyclophosphamide/doxorubi cin/

+ Epirubicin fluorouracil)

« Pogy [ ! in +FEC (fiuor pirubicin/cy

» Paclitaxel *AC (doxor yclophosp )

+ Docetaxe| «EC (ep yelophosp )

« Capecitabine +AT (doxor I; <
+ Vinorelbine « CMF (cyclophosp de i )
« Gemcitabine « Docetaxel capec itabine

+ Albumin-bound paclitaxel »GT (gemcitabine/paclitaxel)

Other Active Options
« Cisplatin

= Carboplatin

» Etoposide (po)«mmmm

* Vinblastine h
= Fluorouracil continuous infusion

» [xabapilona

= Ixabepilone + capecitabine (category 2B)

Proferred Agents with
* Paclitaxel?

A

PREFERRED CHEMOTHERAPY REGIMENS FOR
USE IN COMBINATION WITH TRASTUZUMAB
(HER2 positive metastatic disease)

Paclitaxel £+ Carboplatin
Docetaxel
Vinoraibing

PREFERRED CHEMOTHERAPY REGIMENS FOR
USE IN COMBINATION WITH LAPATINIB
(HER2 positive metastatic disease)

Capecitabine

Mo AN reommendatons ar Categony DA unies s ol rwd s Indi Gated.
Clinical Triaks NCCH bsfieves thal e barsd m arsgarment of any canced paliend b in s el il Partic ipation in dinkal triak b s pecialy sne ourmged

2008 b P S Nt e Al s et Thama gy i S by e b g b 1 vy e o 4 e s

vackrumab pus pacitixel compansd with packtaxel slone for first

H

Compreh
NCCN getss
Network®

| e PR —

NCCN Guidelines Version 2.2017
Invasive Breast Cancer
NC rk™: E

CN Frame

CHEMOTHERAPY REGIMENS FOR RECURRENT OR METASTATIC BREAST CANCER!

Ereferred single agents:
Anthracyclines

» Doxorubicin

* Pegylated liposomal doxorubicin

Taxanes

= Paclitaxel

Anti-metabolites

« Capecitabine

+ Gemcitabine

Other microtubule inhibitors
= Vinorelbine

« Eribulin - —

phosphamide
= Carboplatin
» Docetaxel

= Albumin-bound paclitaxel
= Cisplatin

« Epirubicin

+ Ixabepilons

of bevas
agents modes

response rates but does not improve overall survival. The time-to
Progression impact may vary among Cylotoxic agents and appears
greatest with bevacizumab in combination with weekly pacitavel

scal taks in metastatc breast cancer document

Chemotherapy combinations:

« CAFIFAC {eyclophosphamide/doxorubicinfMuorouracil)
» FEC {fluorouraciliepirubicin/cyclophosphamide)

= AC |[doxorubicin/cyclophosphamide)
» EC {epirubicin/cyclophosphamide)

= CMF (cyc J

« Docetaxelicapecitabine

* GT {gemcitabine/paclitaxel)

» Gemcitabine/carboplatin

1

luorcuracil)

Other agents for HER2-positive disease:
<

» Trastuzumab + paclitaxel + carboplatin

* Trastuzumab + docetaxel

» Trastuzrumab + vinorelbine

= Trastuzumab + capecitabine

Agents for trastuzumab-sxposed HERZ -positive dissase:
= Lapatinib « capecitabine

» Trastuzumab + capecitabine

combination regimens are + Trastuzumab + other agents®3.6

nome frate o second-dre *Trastuzumab grven in combination with an anthracychine i sssccated with wgnificant cardiac

roves bme 10 progresson and 1o Concurrent use of trastuzumab with an anthracyckne should be
avoided

#Trastuzumab may be safely combined with all

agents sted above for recurrent or meta

nthracycline containing prefered and other
breast cancer

43 recommendations are calegory 24 unisss oiherwise indicated

Ciinical Trisly. NCCM beleves thal

4.5}

bewt management of sy patient with cancer v in 3 clnical irial In clinical trisly b sepeciaily encouraged BINV-O

v, 7. 0 AR s oo T O Poumowasir, DU Gnuminas, e e a4 PR Iy o i Sy v i B AP 10F7
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CLEOPATRA: First-line Trastuzumab + Pertuzumab vs.
Trastuzumab (mFU 50 mos)

w
£

Hazard ratio, 0.68 (95% C1, 0.58-0.80)
P<0.001

- E
i

an-free Survival (3]

Owerall Survival (%)

Progressi

| Hazard ratio, 0.68 (95% CI, 0.56-0.84)
109 peooot

TR
oo B 508 S o
I W S W

Control, 320 events

G0OD SCIENCE

~~.MCBS SCORE-= 4

BEST PRACTICE

80.2% 69.3% 0.0001
18.7 months 12.4 months <0.0001

56.5 months 40.8 months 0.0001

Most common adverse events 2Grade 3 in the pertuzumab+trastuzumab+docetaxel group:

Neutropenia (48.9%), febrile neutropenia (13.8%), leukopenia (12.3%), and diarrhea (7.9%)
Long term cardiac safety maintained

1. Baselga et al, N Eng J Med 2012; 2. Swain S et al, NEJM 2015
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First-line Metastatic ER+/HER2- Breast Cancer

PALOMA-2, MONALEESA 2, and MONARCH 3

600D SCIENCE

BEST PRACTICE

Probability of Progression-free

Survival (%)

A Investigator Assessment

100-

Y

Wﬁldb Letrozole

.
. " \—“—‘L
"

Hazard ratio, 0.58

(95% Cl, 0.46-0.72)
Two-sided P<0.001

L —
15 18 21 2
Months

T T T T
] 3 6 9 12

T
Placebo-Letrozole
1.0
0. 51

ree Survival

Ribociclib Placeba »

ne242

fulvestrant.
484

Probability of PFS (%)

210 (43.4) 151 (62.4)

0.5 1.8
18.5-23.5) (10.9-16.3)
0.593 (0.480-0.732)
0.00000041

6 8 i0 12 14 16
Time (months)
24 05 W 29 1S

156 144 134 16 106 9

“1

~"v-.

155
53

FALOMA 2
(Falbociclib)

MOMNALEESA 2
(Ribociclib)
MOMNARCH 3
(Abemaciclib)

MOMALEESA-3
{R1bo¢i¢lib1l

Y27 pu3.29x10° for superiority

20 24

7 2 13 ]
7 14 4 ]

HT alone  HT+CDK4/6
0.58 14.5m 24.8m
0.56 14T m Mot Reached
0.54 147 m MNot Reached
18.7

R|boc1d b group

"= MCBS SCORE= 3

Placcbo

= The hazard ratio of 0.593 corresponds to a 41% reduction in risk of progression in the ribociclib vs placel]

October 15 -17, 2018

A | Censored observations
100 4 — Abemaciclib arm: median, not reached
\ Placebo arm: median, 14.7 months
© 90
@ _ 80
R 70
&= 60
‘®» > 50
@ =
o 2 40
i
g’ o 304
&= 20 -1 HR (95% CI): 0.54 (0.41 10 0.72)
10 4 Log-rank Pvalue = 000021
T T T T T T T
0 4 8 12 16 20 24 28
Time (months)
No. at risk:
Abemaciclib arm 328 an 234 205 125 25 1 0
Placebo arm 165 127 105 82 45 7 0 0

ORR: 59.2%
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Second line: Fulvestrant vs CDK4/6 inh

Primary Endpoint: PFS (ITT Population)

Palboclelib+  Placebo +
Fulveswrant  Fulvestrant
100 - =347 =174

MedianPFS, months. — 82— 38 MONARCH 1: Response Summary

(36% 1) (7.5, NE) (15,55) Abemaciclib 200 me
" .. g

HR (B5% CI) 0.422 (0.348, 0.560) Investigator A: Response®

2-sided P value <01.000001

Confirmed Obje: e Response Rate (ORR = CR + PR)
(95% CI)

CR
PR
| Stable Disease 2 6 months
IHH I_H_l Clinical Benefit Rate (CBR = ORR +SD 6 mos)
| [ TT—

FFS Probability (%)

6
Humbér of patients i!l‘ik Tims(Manth)
PAL+FUL 47 ] m ]
POBSFUL 078 18 a2 16

Ci=ronfigence interval, HR=hazard ratio, \TT=ment (o freat; NE=not estimable; PFS-progression frea sunival.

6OOD SCIENCE 00~ i = A based on independent review mparable

- MCBS SCORE= 4

BEST PRACTICE

placebo + fulvestrant: 9.3 months MONALEESA 3' Second Iine

HR (95% Cl): 553 (449, 661) Second line + early relapsers*
P<.0000001

Probability of PFS (%)
N & I o =)
o o =} =} a

(=]

Time (months)
236 188 167 159 143 132 117 104 91

100 83 &7 &1 54 47 s 19 5

PFS benefit confirmed by blinded independent central review (HR: .460; 85% CI: .363, .584; P<.000001)
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Event-free Survival, %

Is Getting CDKi 15t Line Important?

PALOMA-2 Progression-free survival'

Hazard Ratio=0.56,
(95% CL 0.46-0.69), P<0.000001

Palbociclib + letrozole
mPFS 27.6 mo

Placebo + letrozole e
mPFS 14.5 mo

T T
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One-sided log-rank test; /<0.0001*

Palbociclib + fulvestrant
mPFS11.2 mo

i
HR=0.50 (95% CI: 0.40-0.62) Placebo +
mPFS 4.6 mo

PALOMA-3 Progression-free survival?

ulvestrant :
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PFS over BOTH LINES:

CDKi 2nd line PFS:
25.7 months

A 6.5 months -

seems clinically
significant
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CDKi 1st line PFS:
32.2 months

Is Getting CDKi 15t Line Important: Ribociclib

MONALEESA-2 Progression-free survival?

(95% Cl, 13.4-18.2)

Ribociclib + letrozole (n=334)
Median PFS, 25.3 months
(95% Cl, 23.0-30.3)

Placebo + letrozole (n=334)
Median PFS, 16.0 months

HR, 0.568 (95% Cl, 0.457-0.704)
P=9.63x 10*

No. of patients at risk
Ribociclib +

334 294 27
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Placebo+ let 334 279 265 239 219 196

Second line + early relapsers?

Ribociclib+fulvestrant (n=236)

Median PFS 14.6 months

acebo+fulvestrant (n=109)
edian PFS 9.1 months

8 10 12 14 16 18
Time (months)
236 188 167 159 143 132 117 104 9
109 83 67 63 54 47 3 29 25

PFS over BOTH LINES:

Ribociclib 2nd line
_ PFS 30.6 months

A 3.8 months

Ribociclib 1st line:
PFS 34.4 months
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AVAILABILITY OF (WHO) ESSENTIAL MEDICINES
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B Several essential, old and inexpensive drugs (tamoxifen,
e w  doxorubicin, cisplatin, 5-FU, bleomycin...) are in shortage -

B Not always an issue of resources!
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B Phased implementation TARGET: prioritise access to essential
medicines

. Free <25% cost . 25-50% cost Discount »50% and < 100% . Full cost . Notavailable Missing data . European Data

Cherny, Sullivan, Torode, Saar, Eniu_Ann Oncol. 2017 Nov:28(11):2633-2647
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Metastatic breast cancer
(formulary inclusion and cost to patients): Anti-Her2 therapy

Trastuzqmab ¥ ﬂ TOM-1 - " k

Trastuzumab SRR W 1 R %
S _ > ¥ -
B Phased implementation TARGET: next step is to prioritise access to
“valuable” new agents

B No “new miraculous” medicine can correct for bad management or
unavailability of essential interventions

W Free <25% cost ] 25-50% cost Discount =50% and<100% ] Fullcost ] wWotavailable Missingdata  [JJl] European Data

Cherny. Sullivan, Torode, Saar. Eniu_Ann Oncol. 2017 Nov:28(11):2633-2647
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GOOD SCIENCE
BETTER MEDICINE
BEST PRACTICE

Formulary a and Cost | F i Tiabi e
Country Codelne [MolR MoCR MolINJ 0OcIR MethPO _|FentTD . ormulary availability and Cost
Anguilla Country Codeine |MolR MoCR MolNJ OclR MothPO  |FentTD
Argentina | | |Algeria

Botswana

B Phased implementation TARGET: prioritise access to pain medicines

[South Africa
Sudan

Trinidad & Tobago

Urugua:
Venezuela

Many governments are failing patients with cancer in the
delivery of adequate pain relief ! st

—— e e £ -—rwst

Cherny et al, Ann Oncol 2013; 24 (Supplement 11): xi7—xi13. B Fuiicost
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The management of ABC is complex and, therefore, involvement of all
appropriate specialties in a (including but not restricted to

medical, radiation, surgical oncologists, imaging experts, pathologists, gynecologists,
psycho-oncologists, social workers, nurses and palliative care specialists), is crucial.
(LoE/GoR: Expert opinion/A) (100%) B Pl TARGET: multidisciplinarity

All ABC patients should be offered comprehensive, culturally sensitive, up-to-date and
easy to understand about their disease and its management.
Following a thorough assessment and confirmation of MBC, the

. Patients should be told that MBC is incurable but treatable,
B Pl TARGET: patient information

From the time of diagnosis of ABC, patients should be offered appropriate

as a routine part of their care.
The approach must be personalized to meet the needs of the individual patient.
(LoE: Expert opinion/A) (100%)

(LoE/GoR: 1/A) (97%)

B Pl TARGET: psychosocial/supportive
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The medical community is aware of the problems raised by .
Balanced decisions should be made in all instances; patients’ well being, length of life and
preferences should always guide decisions.

(LoE/GoR: Expert opinion/A) (100%) B Pl TARGET: resource-appropriate,
value-based decisions

We strongly recommend the use of , such as the

, to evaluate the real magnitude of benefit
provided by a new treatment and help prioritize funding, particularly in countries with
limited resources.

(LoE/GoR: Expert opinion/A) (88%) B Pl TARGET: value frameworks

The ABC community both for treatment of breast
cancer (i.e. trastuzumab) and for supportive care (i.e. growth factors).

To be used, the biosimilar must be approved after passing the stringent development and
validation processes required by EMA or FDA or other similarly strict authority.

(LoE/GoR: I/A) (90%) B Pl TARGET: biosimilars
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Minimal includes a history and physical examination, hematology
and biochemistry tests, and imaging of chest, abdomen and bone.
(LoE/GoR: 1I/A) (67%) B Pl TARGET: scale-up resource-appropriate
radiology /lab availability ( LABC vs M1?)
Endocrine therapy (ET) is the for hormone receptor positive disease,
, unless there is visceral crisis or concern/proof of
endocrine resistance. B Pl TARGET: scale-up availability

(LoE/GoR: I/A) (93%) endocrine treatments

Many trials in ER+ ABC have not included pre-menopausal women.
Despite this, we recommend that young women with ER+ ABC should have
and then be treated in the same way as post-
menopausal women with endocrine agents with or without targeted therapies.
(LoE/GoR: Expert Opinion/A) (95%) B Pl TARGET: focus on endocrine treatment
for PREMENOPAUSAL
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Supportive care allowing safer and more tolerable delivery of appropriate treatments
should always be part of the treatment plan.
(LoE/GoR: I/A) (100%)

Early introduction of expert palliative care, including effective control of pain and other
symptoms, should be a priority.

(LoE/GoR: I/A) (100%)

Access to effective pain treatment (including morphine, which is inexpensive) is necessary
for all patients in need of pain relief.

(LoE/GoR: I/A) (100%) B Pl TARGET: ensure palliation and pain control, access
to morphine, focus on QOL

Alternative therapies (i.e. therapies used instead of scientifically based medicines) are
not recommended in any phase or stage of cancer treatment.
(LoE/GoR: NA/E)

B Pl TARGET: educate on lack of efficacy of alternative treat.
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Implementation does not equal copying

Many patients are treated as we speak with very limited resources
In the process of Pl ( A-->B) situation analysis is key ( =A)

Stake holders involvement

Setting the goals (=B)

Numerous target/goals for phased implementation

Lots of work to do in the afternoon panel!
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