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New drug developments [ new challenges

® More effective treatments (prolong O.S | PFS)
®Easier /less invasive routes of administration (oral / subcut/ IM) =2

U S

® Patients living longer with unique complex supportive care needs
® Shift of treatment to outpatient settings

4

®Less interaction and clinical time to monitor pt’s condition and level of
adherence

@ Difficult for patients to access supportive care resources
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Managing patients on anticancer therapies
In an outpatient setting —topics to cover

Identify common oral (and subcut/IM) anticancer therapies
prescribed for MBC

Challenges and goals
Promoting adherence and improving outcomes

Ideal resources and processes for assessing, educating,
monitoring and managing patients

Roles of significant health professionals in the MDT

Emphasize the importance of having a contact person (BCN)

Discuss BCN knowledge required
\ Elaborate on 3 specific medications commonly used
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(Oral) anticancer therapies to treat MBC
(in an outpatient setting)

Endocrine therapies Targeted therapies Cytotoxic/chemotherapy | Immunotherapy

Tamoxifen (daily) Everolimus (daily) Capecitabine bd (14 days
on, 7 days off, 21/7 cycle/
or continuous bd,)

Letrozole (daily) Palbociclib (21 days on, 7 Vinorelbine (weekly; or day
days off) - FDA approved/ 1and day 8 21/7 cycle)
not yet TGA approved
Anastrazole (daily) Lapatinib (daily) Cyclophosphamide
Exemestane (daily) Denosumab (monthly s/c) Methotrexate

Fulvestrant (loading dose Trastuzumab (3/52 s/c) —
then monthly IM) —special  TGA approved but not yet
access scheme [ not yet on the PBS

PBS approved

Goserelin acetate (monthly
s/c)
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Combination hormone therapy/targeted
therapy options for ER+/HER2- MBC

Cytotoxic/chemotherapy

Capecitabine bd (14 days on, 7 days
off | or continuous)

Endocrine therapies Taraetad therapies

Everolimus (daily)

Letrozole (daily) Palbociclib (212 days on, 7days off /| Vinorelbine (weekly; day 1 and day 8

Tamoxifen (daily)

FDA approval [ not yet TGA 21/7 cycle)
approved)

Apnz \PWLEY Lapatinib (daily) cyclophosphamide

Exemestane (daily) Denosumab (monthly s/c), methotrexate
ibandronate (daily)

Fulvestrant (loading dose then Trastuzumab (3/52 s/c)

monthly IM)

Zolodex (monthly s/c)

b post menopausal ER+/HER2- MBC
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’ Combination hormone therapy / targeted
therapy options for ER+/HER2- MBC

Targeted therapies Cytotoxic/chemotherapy

Tamoxifen (daily) Everolimus (daily) Capecitabine bd (14 days on, 7 days

off | or continuous)
‘ I Letrozole (daily) Palbociclib (21 days g
FDA approval / ng

Anastrazole (daily) Lapatinib (daily) cyclophosphamide

7days off/  Vinorelbine (weekly; day 1 and day 8
TGA 21/7 cycle)

Exemestane (daily) Denosumab (monthly s/c), methotrexate
ibandronate (daily)

Fulvestrant (loading dose then Trastuzumab (3/52 s/c)
monthly IM)

Zolodex (monthly s/c)

Paloma 1 study: post-menopausal ER+/HER2- MBC
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' Combination hormone therapy / targeted
therapy options for ER+/HER2- MBC

Targeted therapies Cytotoxic/chemotherapy

Tamoxifen (daily) Everolimus (daily) Capecitabine bd (14 days on, 7 days

off | or continuous)
Palbociclib (21 days Oy
FDA approval / ng

dDpPpIroveyu

7days off/  Vinorelbine (weekly; day 1 and day 8
TGA 21/7 cycle)

Letrozole (daily)

Anastrazole (daily) Lapatinib (daily) cyclophosphamide

Exemestane (daily) Denosumab (monthly s/c), methotrexate
ibandronate (daily)

Fulvestrant (loading dos@then Trastuzumab (3/52 s/c)
onthly IM
Zolodex (monthly s/c) _ Add if pre/peri menopausal

N Paloma 3 study: post-menopausal ER+/HER2- MBC setting
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Combination oral targeted therapy / oral
chemotherapy option for HER2+ MBC

Endocrine therapies Targeted therapies Cytotoxic/chemotherapy

Tamoxifen (daily) Everolimus (daily) Capecitabine bd (14 dafy on, 7 days
off / or continuou
Letrozole (daily) Palbociclib (212 days on, 7days off /| Vinorelbine (weekly; day 1 and day 8

FDA approval [ not yet TGA 21/7 cycle)

Anastrazole (daily) Lapatinib (daily) cyclophosphamide
Exemestane (daily) B gmonthly s/c), methotrexate

ibandronate (daily)

Fulvestrant (loading dose then Trastuzumab (3/52 s/c)
monthly IM)

Zolodex (monthly s/c)
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Endocrine therapies

Tamoxifen (daily)

Letrozole (daily)

Anastrazole (daily)

Exemestane (daily)
Fulvestrant (loading dose then

monthly IM)
Zolodex (monthly s/c)

MonashHealth
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Combination oral chemotherapy treatments

Targeted therapies Cytotoxic/chemotherapy

Capecitabine bd (14 dafy on, 7 days
off | or cantinuou

Vinorelbine (weekly; dd%1 and day 8
21/7 cycle)

cyclophosphamide

Everolimus (daily)

Palbociclib (21 days on, 7 days off
FDA approval [ not yet TGA
approved)

Lapatinib (daily)

Denosumab (monthly s/c), methotrexate

ibandronate (daily)
Trastuzumab (3/52 s/c)



Tamoxifen (daily)

Letrozole (daily)

Anastrazole (daily)

Exemestane (daily)
Fulvestrant (loading dose then

monthly IM)
Zolodex (monthly s/c)
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' Combination oral chemotherapy treatments

Targeted therapies Cytotoxic/chemotherapy

Capecitabine bd (14 days on, 7 days
off | or continuous)

Everolimus (daily)

Vinorelbine (weekly; day 1 and day 8
21 :

cyclophosphamide
methotrexate

Palbociclib (21 days on, 7 days off/
FDA approval [ not yet TGA
approved)

Lapatinib (daily)

Denosumab (monthly s/c),
ibandronate (daily)

Trastuzumab (3/52 s/c)



Combination oral chemotherapy and
endocrine therapy options for ER+ MBC

®?nilinc

ications for this combination (except zolodex)

® An ET/chemo combination is controversial and uncertain

® Can have a synergistic effect —increased severity of side
effects of both therapies
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® Conflicting mechanism of action: cytotoxic drugs are
active on cycling cells vs hormone therapies prolong the

\Go phase



Biggest challenge?

Promoting adherence:

Definition adherence: "The extent to which a person’s behaviour coincides
with medical or health advice” WHO 2003

In an outpatient context:
Right

® Drug

® Dose

® Time: before, after or with meals / frequency

® Route

® Duration

MonashHealth
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Non-adherence affects outcomes

Under adherence (not enough drug)
® Drugresistance

® Suboptimal response

Over adherence (too much drug)
® Increased or severe toxicity

® Premature cessation of therapy due to toxicities

Overall potential outcomes:
® Earlier disease progression

® Decreased overall survival rates
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5 interrelated factors for Non-Adherence (WHO)

Health-care
system/team
factors ‘
Social and Patient-related
economic factors
factors

5 Y

Condition-related l Therapy-related

factors factors

MonashHealth
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http://apps.who.int/iris/bitstream/10665/42682/1/9241545992.pdf

Lifesaving
Pills

Price };u
of reach
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Ibandronic .
acid: take 2
hours before take before

food, remain ood

£ 70
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Ondansetron:

t“ (ﬂnorelbine: ﬁCaPECitabine:

Dexamethasone: take whole Take bd 30
Take with food with food once mins after
per week (no food, 14 days

ewing or , 7 day off |
' ) cking) ) very 3 weeks



"We combined all your medications
into ONE convenient dose.”

Z

—
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Goals of adherence?

® To identify and address factors affecting adherence

® To ensure patients are adhering to taking medication as
prescribed

® To prevent, detect, report and manage adverse events early and
effectively

® To keep patients on their prescribed treatment for as long as
possible
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So how do we overcome these challenges
and reach our adherence goals?

Consider your resources, systems and processes:
1) Assess

2) Educate

3) Monitor and manage

|ldentify:
No 7
nat?
nere?
nen?

=S ===

\
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1. Initial assessment process

At start of new treatment
assess and address:

e Supportive care needs Physical
e Factors affecting ‘
adherence

Information

S

Social

Five inter-related domains

of supportive care ‘
Spiritual - Psychological
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Supportive care screening tool

MonashHealth P MonashHealth R

Gumaww Bumama:

[ candencrgiaspital [ Monash Medical Centre Clayton [ pend=nong Hosptal ] Morash Medical Cantre Clayion
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O sezsie acPherson O commenity Heatth Services Adduas: [0 sessie Mcenerson [ communzy Hesith serdces v
[ casey Hospital [] cranbioume rtegrated Care Centre: [ casey Hospeal [[] crantiourne imegrated Care: Cantre
=== | Screening Date: Ward/Clinic: How supported c Jetel (== How much help
— - - - omplete! i
==/ | SCREENING TOOLS FOR MEASURING Second, please indicate if any of the following has beena ?° y.f“ "e;' il pletely ?E::gﬁz:g Extreme help
. | DISTRESS problem for you in the past week including today. f:m'; ?,n or B
=—— | Instructions: First please circle the Be sure to check YES or NO for each =nast
—
===~ | number (0 - 10) that best describes Practical Problems Physical Problems
= | how much distress you have been YES NO ——
. fcﬂ}:nenclng in the past week including O O Chid Care O ClAppearance
m - 0 O Housing 00 DlBathing / dressing
— // O Olnsurance / financial O OBreathing
== extrome tistrssz | 10 _Q 0 O Transportation O [ Changes in urination
pr— 0O O Weork f school O O Constpation Mot at all Ho help
- O O Treatment decisions [ [ Diarhhosa
L . O DiEating MALNUTRITION SCREENING TOOL (MST) (FOR OUTRATIENT LISE GHLY)
8 Family Problems 0O OFs=tigue To help the distiti tritional needs, CIRCLE fo the followi
4L O CIDesing with chidren [ (1 Fasing swolen o help the diatifian assess your nutritional needs. C your answers io the following
O O Dealing with partner O OFevers Have you lost weight in the last 3 months without trying?
s 1 L 0 O Ability to have chidren [ [ Getting around No 0
; 5 e Unsure 2
O OFamilyhealthissues O Cindigestion ) ]
s L ) If yes. how much weight (kilograms) have you lost?
. O OMemory | concentration
E | Probl 15kg 1
‘motional Problems O OMeuth
4= - O O Depression sores 6-10 kg 2
O OFears O ONausea 11-15 kg 3
3 | L O CIMose dry/ congested =15 kg 4
oo Eewuusness O OPain Unsure 2
e O O Sadness 0O OSexual Have you been eating poorly because of a decreased appetite?
O Dwomy ) O OISkin dry / itchy No ]
T 0O OlLoss of interest in usual = Yes 1
activities 0 Diseep TOTAL:
Modistress | 0 — — O O Spiritual | religious o EISuDs.lan.ce abuse > —
concems O D Tingling in hands / feet FOR STAFF ONLY
-, e Fravens Staftmamber
Ward/Unit: ing offered but declined O
epradacal wits pamimics o f b Srical Fractice (rsidefnes in Groiegy (WOCH Ouidtecoll) e Distros Mimageest (V2 2013, © 3013 i . - o
bl 1 i ot e KIS CHond o L vy HECH G - i 13 Vitioend T Date of D

Have you been given enough information:
To help you understand your condition? OYes OMo
To be actively involved in your treatment plan? OYes O Mo

Have you previcusly had freatment for emotional concemns? (eg. anxiety / depression) OYes ONo

Have you had a fall in the last 12 months? OYes OMNo

Please tell us your three maost important concems:

JYVO JAILHOddNS ADOTOINO

ONCOLOGY SUPPORTIVE CARE

Have you discussed the patient's distress and concems? O Yes O No
Information provided:

O Verbal information T Written informaticn

Referral required:

If patient’s distress =4 with Practical, Family or Emoti did you a referral to
Social Work? O Yes O No
If patient’s distress 22 with Emot did you a referral to Psycho-Cncology?

O Yes OMNo
If MET =3, did you recommend a referral to a Dietitian? O Yes O Mo

1. Completed by: Patient ! Health Professional / Both
Referral required [ Yes 0 No Patient: Consented / Declined
z Refer to:
3
= o [Motes:
MRD31 a E
P g E
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Supportive care requirements

All need education about their medication,
supportive care screening and a contact
number

Many need follow up education and
assistance with supportive care needs

Some require ongoing monitoring outside
scheduled reviews

Adapted from Fitch,M. 2000



2. Education process

Key points

® Involve patients and their families/significant others

® Check: their existing knowledge / perceptions and information requirements
(ask before you tell)

® Keep it simple and continually reinforce important messages
® Use variety of techniques: written/verbal/drug company resources
® Encourage questions and reinforce importance of adherence

eviGi

Cancer Treatments Online
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2. Education process continued

Drug: what, rationale for, aim of treatment

Dosing details: how much, frequency, how to take, how to store, what to do
if miss a dose or overdose.

Any other specific counselling: drug/food interactions
Baseline tests and ongoing monitoring required

Potential adverse effects: prevention, expected timeframe, detection, early
management

Contact person details: when to contact

MonashHealth
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3. Monitoring and management processes

® Teach pts to self monitor, identify and report AE’s early

® Encourage use of a diary (record adherence / side effects)

® Monitoring and Mx process
* Rx/patient specific
® Via phone and via clinic reviews

® Ongoing monitoring of adherence (any missed doses/any
0.D?)

® Blood tests before each cycle, restaging every 2-3 cycles




Cancer Treatments Online

Resources

Information and support

® Community based resources (CCV, BCNA)

EVIQ website

Pharmaceutical company resources

Promote adherence

® Individualized blister packs or dosette boxes

Alarms on mobile phones

MedicineList+ Smartphone app - NPS website

Medication diaries [ charts

e-pill medication reminders

MonashHealth
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Cancer and
Your Finances

A guid s for paophe with e,
Hjt Twam s and Trisreds

Breast
Cancer
Network
5756 Australia

MedicinelList* App

The smart way to manage

medicines for yourself and

the people you care for p
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Integrating the process using a MDT approach:

MDT presentation/ Rx recommendations

Medical oncology consultation

e

Patients referred to BCN /NP

é

Screening for supportive care needs

4.

Oncology Pharmacist
¥
Engage the patient’s G.P

Accessible contact person is allocated

4.

Telephone monitoring one week after initiating Rx

ot

Clinic review 2 weeks after initiating Rx

MonashHealth Ongoing clinic/phone review: Rx and/or patient specific
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Role of the Medical Oncologist

Consults with the patient after MDT presentation
Medical assessment

Provision of written information for patient and GP
Obtains informed consent

Chemotherapy referral form detailing treatment plan
Prescription of oral anticancer therapy and supportive care medication
Referrals

Letter written to GP
Review 2 weeks after commencing therapy

\ Ongoing regular review in clinic of disease and response to therapy

MonashHealth
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Role of the pharmacist

Specialised oncology pharmacist

Review of current medications for compliance and interactions with the
prescribed oral anticancer therapy

Independent review of the doses and regimen —identify any interactions
Counselling of the safe and efficacious way to take medications

Resource for other health care professionals

MonashHealth I ‘




Role of the G.P

® Long term existing rapport and trust

® Help patients with decision making re treatment options

® Reinforce information
® Administer medications (zolodex, denosumab, fulvestrant)

® Assistance with assessing, monitoring and management of side effects

® Management of other co-morbidities

MonashHealth
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Role of the BCN / NP

Meet patient at diagnosis and throughout disease and treatment trajectory

Provide ongoing information, support, continuity of care and care co-
ordination

Educate patients on their Rx’s

Administer Rx’s (zolodex, denosumab, fulvestrant)

Provide ongoing monitoring and symptom/ side effect management
Point of contact for questions [ concerns

Communicate and make referrals to other health professionals (acute care
and community)

MonashHealth
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Additional BCN knowledge required

Advanced communication and counselling skills
Established relationships with the MDT team
Advanced assessment skills — especially telephone triage

Sound understanding of the MBC oral (IM/subcut) anticancer medication
regimens

Knowledge of when side effects are likely to occur and monitor accordingly
Knowledge of how to manage symptoms and side effects

eg: capecitabine, everolimus, denosumab — management tips.

MonashHealth
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Oral capecitabine

Chemotherapy: anti metabolite

Dosing regimen options:

MOOLOO
‘l ¥ A

® bd14/7 on/7 days off, 21/7 cycle
® bd continuous, 28/7 cycle

® Take 30 mins after food
Common (significant) adverse events:
HFS Mucositis Diarrhoea Myelosuppression

Mild N/V  Cardiotoxicity Elevated LFT's DPD deficiency

osing, education and monitoring considerations

MonashHealth
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Everolimus

Targeted therapy: mTOR inhibitor for ER+/HER2- MBC

Dosing:
® Administered daily —empty stomach/or fat-free meal (do not crush or chew)
® Regimen includes exemestane (after food)

Common (significant) adverse events:
Stomatitis Skin rash Fatigue Diarrhoea

Hyperglycemia Hyperlipidemia Non infectious pneumonitis

Baseline tests, education, monitoring and early management AEs important

MonashHealth
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Denosumab

MCA: RANK ligand inhibitor given monthly s/c to MBC with bone
mets to decrease SRE’s (pain, fractures and hypercalcaemia)

Significant side effects: hypocalcaemia and ONJ (affects QOL)

Key management strategies BCNs can help enforce:

Baseline dental assessment and clearance before starting Rx
Ongoing assessment for loose teeth

Counselling of patient/GP (re avoiding invasive dental procedures, Ca+ levels)
Cease denosumab 1 month prior to invasive dental work; recommence once healed
Ensure on Calcium/vitamin D supplements and high calcium diet

Check calcium (corrected) and vitamin D levels pre-administration

MonashHealth
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Conclusion: Keysto @YCCESS

3
Work as a team to use available resources and establish processes to
effectively assess, educate, monitor and manage patients on oral anticancer
therapies.
Screen for distress and address supportive care needs and factors affecting
adherence prior to commencing Rx.
Early detection and management of toxicities promotes adherence, best
outcomes from therapy and better QOL.
Need to establish an accessible contact person for the patient to call to report

concerns (BCNs ideal).
Knowledgeable BCN's can work with the MDT to help effectively manage
patients on oral anticancer therapies.

MonashHealth
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