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SACT Protocols
The How and Why of Different Countries
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Objectives of the session

1. Explore how SACT protocols are created and provided in six different
countries around the world.

2. Learn the similarities and differences between the countries
3. Discuss the strengths and weakness of each model

#ISOPP2023 @ISOPPorg
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Introduction

* Session plan

* Includes
* Introduction to countries healthcare system
e SACT protocol information

* Excludes
* Treatment decision trees / algorithms
* Guidelines determining treatment choice

#SOPP2023 WWWw.isopp.org @ISOPPorg
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Definitions and terminology

* Regimen
* Collection of medicines for a treatment (SACT and supportive)
* Terminology used in UK, USA, Spain, Africa, Pakistan

* Protocol
 More detailed medicines information resource
* Terminology used in UK, USA, Spain, Africa, Australia, Pakistan

* Order Templates

* USA, Spain - General guidance on SACT and doses needed. Also used as template for
building on eP system.

 Australia, Pakistan - proforma paper script
e UK, Africa - not used

* Order Set / Final Prescription / Treatment Sheets / Chemo Sheet
* Final order and doses of all medicines that is prescribed for a patient.

#ISOPP2023 wWww.isopp.org @ISOPPorg
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Presentations from Countries

 Pakistan * Rukhsana Yusuf
* Kenya * Irene Weru

e Spain * Cristina Ibanez

* United Kingdom * Netty Cracknell

 Australia * Shaun O'Connor
* United States of America * Evelyn Handel

#SOPP2023 WWwWw.isopp.org @ISOPPorg
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Pakistan

Rukhsana Yusuf

Clinical Pharmacist Pediatric Oncology/BMT
University of Child Health Lahore Pakistan
PhD Fulbright Scholar
School of Pharmacy & Pharmaceutical Sciences
University of California Irvine USA

#SOPP2023 WWWw.isopp.org @ISOPPorg
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Rukh Yusuf

* Clinical Pharmacist pediatric
Oncology/ BMT

e Total Parenteral Pharmacist
Children Hospital Lahore

#1SOPP2023 WWWw.isopp.org @ISOPPorg
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@ NETWORK —

Research Education Series (Part 1)

Prevalence of COVID-19 among pediatric
oncology population in Middle East and
Pakistan.

() 14th December, 2020 © 19:00-20:00 GMT+3 @ Zoom

Objectives Study Design

"Rukh Yusuf is M.Phil. in Pharmacy and have Pharm D. L[]
Cross degrees. She has over eight years’ experience in . F u I b rI ht P h D SC h O I a r
sectional/Observational Pharmacy Practice and over five years’ experience in
1) To rule out Pediatric study Pharmaceutical Research. She has published g

oncolog.y. .population's manuscripts and abstracts in international and national
susceptibility towards journals. Some research articles are presently under

L L L
Covid-19 infection. Setti - publication process. She has received trainings for, and
ettings has experience in Pharmacy Practice, TPN, BMT,

2) To assess Severity of All pediatric Oncology e Research Projects and hands-on Training of
COVID infection among Centers in Middle East Pharmacists and Doctors. She had a stint at the well-

pediatric oncology and Pakistan known 57357 cancer hospital, Egypt and she is currently O O
e A o : . a I O r n I a
v o 3 o jum aigs p

3) To assess mortality
rate/morbidity due to R " "
Covid Infection among Eligible Criteria

cancer patients. Pediatric oncology Children’s Cancer Hospital Foundation 57357
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Backeround of health system in Pakistan

HEALTHCARE SYSTEM: DELIVERY

Healthcare system in Pakistan
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HEALTHCARE SYSTEM:
ORGANISATION

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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Background of health system in Pakistan
Health workforce per 10 000 population as of 2018

* Physicians - 9.8

* Nurses/midwives - 5.1

* Pharmacists- 1.6 ---in. 20237

Few cancer centres across the country.

* Mostly private in each big city, Some public sector

e 231,954,224 population as of February 2023,

e 131 Pharmacy schools, 8102 pharmacists in Pakistan,
e App 3000 work in the public sector

* 5000 in private settings

#ISOPP2023 wWww.isopp.org @ISOPPorg
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* Majority of healthcare is fully funded by the Govt (Federal/Provincial)
* Free at the point of delivery for everyone
* Working population taxed

* Health Card ‘approved list” of SACT treatments with specific

indications
* Cancer was not included initially in Health card approved list
 Later Cancer has been included with free treatment everywhere (pvt/pub)

e Private healthcare is available
 Self pay
* All licensed indications/ evidenced treatments available

#1SOPP2023 WWwWw.isopp.org @ISOPPorg
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Current Status of SACT protocols

National

« No national protocols

* Institutes decide their protocols

* Few National societies have started developing national protocols
Approval process

* Department head initiates, Physicians team

Individual bodies/ societies realized need of uniform protocols
Initiation of different Oncology Societies e.g. PSPO

PSPO started developing national protocols for six cancer types initially
ALL, Low grade GLIOMA, RB, Hodgkins, NHL, Wilms

How widely used

Initially large cancer centres, later nationally.

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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A B c D E F G
Baby Abdul Rehman AGE Tyrs MR # 3850 Tx#
Weight - 20 Kg Height - 117cm 0.79m2 Diagnosis: BTM
Day Date REMARKS

Day-16 TO Day -12

Wed 6 Jan to Sun 10 Jan 2016

IV hydration with 1/2st D/S 30mi/hour,

Fludarabine (20 mg/m2) 16 mg in 100mil 5% DW IV X OD FOR 5 days

Syp.Acyclovir 5ml 8hrly, Enziclor MW x QID

Syp. Notocan 50 mg x OD Nilstat MW 2.5 ml x QID

Dexamethasone All patients should receive dexamethasone starting on day 1.
Oral dexamethasone 6mg/m2/day (maximum dose 10mg/day in
induction only) for 28 days starting on day 1 and then tapered
over the next 7 days. The steroid should be divided into two doses
per day.
NB. For severely ill patients, it is permissible to use
intravenous dexamethasone.

Vincristine 1.5mg/m? (maximum single dose 2mg) intravenous weekly for five
weeks starting on day 2 and continuing on days 9, 16, 23 and 30.

Pegaspargase 1000iu/m? intramuscular on day 4 and day 18

(Oncaspar)

Intrathecal On days 1, 8* and 29,

methotrexate Dose by age:
<2yrs: 8mg
2yrs: 10mg
=3yrs: 12mg.

NB Patients who have CNS disease at presentation should
receive weekly doses until two clear CSF samples are obtained
(see section 7.4.1).

Do not schedule vincristine on the same day as the
intrathecal methotrexate

+ Regimen A patients can receive day 8 intrathecal
methotrexate with a day 15 bone marrow, if appropriate

Day 42 Sun 10 Jan 2016 Syp Phenytoin mg 20 ml x BID (Loading)
Tab Busulphan 3.5mg/kg/day (70mg) 9+9+9+8
Day-11toDay-8 |Mon 11 Jan to Thur 14 Jan 2016 Syp Phenyton 10l XBD
IV hydration with 1/2st D/S 40mi/hour,
Inj.Endoxan 800 mg in 200 ml 5% D/W over 2 hour x OD for 4 days
Day-7toDay-4 (Fri15Janto Mon 18 Jan 2016 Inj.Mesna 500 mg before endoxan x IV infusion over 4 hours
Inj.Mesna 100 mg x IV infusion over 1 hour x 6 hourly for 5 days
Inj. Onset 2 mg x 8hrly , Inj Gravinate 25 mg IV x 8 hrly
Day-3 toDay-1 | Tue 19 Janto Thur 21 Jan 2016 REST DAY (for plasmapharesis)
Inj Sandimumm 60 mg in 50 ml 5% DW over 10 hours
-2
b Wed 20 Jan 2016 Tab Deltacort 5mg 2+ 0+ 2, Syp Polypep 5ml OD
0 Fri 22 Jan 2016 BMT DAY
+1 Sat 23 Jan 2016
+2 Sun 24 Jan 2016

Mercaptopurine

75mg/m2/day orally once a day starting on day 29 (beginning
week 5) (if neutrophils >0.75x10%L and platelets >75x10%/L) and
continuing to day 21 of consolidation (4 weeks from the start in
week 5 of induction). If necessary, give extra doses between
induction and consolidation to ensure continuity of therapy.

Dose adjustments are described in section 8.8.1.

#1SOPP2023

Co-trimnxazanle

This drua is aiven as PCP nranhvlaxis arallv twice a dav (hd) nn 2

Downloac

WWwWw.isopp.org
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History

How did Pakistan get to current status

* Early 2000, few Cancer hospitals in major cities

* Both public and private cancer centres

* Philanthropists, Charity based centres, Private set ups

* Practitioners (Oncologists) brought protocols from their institutions
they were trained from.

St Jude, UK, Malaysia etc
* International guidelines like NCCN, CCLG, COG

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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Approval processes of a SACT protocol

* In the absence of National protocols, hard and fast approval process is

missing.
* Some regional or institutional protocols
* Individual hospitals/Trusts or private groups
* Oncologist team
* Approved by consensus
* Pharmacist role is minimal
* Cost benefit analysis
* Availability / drug registration is an issue

lllllllllllll

Children’s
Cancer and
Leukaemia
Group

UK Acute Lymphoblastic

Leukaemia (UKALL) 2019
Interim Guidelines

#ISOPP2023 WWwWw.isopp.org

@ISOPPorg
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Where is the Pakistan going?

With regards to SACT protocols

* Keen to have national SACT protocols for Pak
» Keen for medicines availability /registration

* Ensure clinical staff have access to high quality information to be able
to safely treat patients

* In developing phase of building uniform protocols e.g PSPO
* Implementation is the next challenge

#ISOPP2023 wWww.isopp.org @ISOPPorg
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Kenya

Irene Weru

Senior Specialist Pharmacist, Kenyatta National Hospital, Nairobi

#ISOPP2023 WWW.isopp.org @ISOPPorg
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Background of health system in country

Level of Care Scope of Services
Level 1 (Community) Health promotion; Prevention

Level 2( Dispensaries) Health Promotion; Screening; Early

detection

Level 3 (Health Centres) Health Promotion; Screening; Early
detection

Level 4 (Primary Referral
facilities)

Health Promotion; Screening; Early
detection; Treatment (Surgical,
Chemotherapy, Supportive); Palliative care

Health Promotion; Screening; Early
detection; Treatment (Surgical,
Chemotherapy, Radiotherapy, Supportive);
Palliative care

Level 5 (Secondary Referral
facilities)

Level 6 (Tertiary Referral Centres of excellence

facilities)

#ISOPP2023

WWW.isopp.org

Chemotherapy Services:

Public sector
.2 National referral hospitals
.11 county referral hospitals (Mombasa, Meru,
Nyeri, Embu, Garissa, Nakuru, Kisumu, Kakamega,
Machakos, Makueni and Bomet)

Private Sector
-Widely available in faith-based and private
facilities

Financing:

NHIF is main financier with limits for first line/basic
chemotherapy and complex/second line
chemotherapy

Other Insurance

Out of pocket

@ISOPPorg
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Map of Cancer Centres Location in Kenya

13/47 counties with
public cancer centres

X, Garissa

Key
[ Lakes

@ Cancer Centres
[] Other Counties
[] Counties with Cancer Centres

0 100 200 300

@ISOPPorg
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Current Status of SACT Protocols

e Institutional
* Available for some cancers
e Shared across facilities

 National

* Available but no details on doses; Process led by National Cancer Control
Program

* NCCN harmonized guidelines for sub-Saharan Africa - available

* How widely used
* In Kenya National and Regional protocols - moderately used
* Prescriber and institutional differences exist

#ISOPP2023 WWwWw.isopp.org @ISOPPorg




I International Society of gedefo * sath
Oncology Pharmacy Practitioners Grupn doformoc W Sommomn

Sooedod £spanao
da Farmeoa Hospiokarc

History

N at | ona I —_ TWG S fo rme d fi rst e d it i on 20 1 6’ SPECIAL ARTICLES | Cancer Prevention and Control

Toward Optimization of Cancer Care in Sub-Saharan

Africa: Development of National Comprehensive

Regio nal Cancer Network Harmonized Guidelines for Sub-
Saharan Africa

JCO Global Oncology > Listof [ssues > Volume6& >

review 2019

* Partnership between different organizations:
e African Cancer Coalition (ACC) e e e At o, S5
* American Cancer Society (ACS) {5707, Kz Abdlle M, MPw: Ol Coer (5, MBS sl olowle, MBBS%
» Clinton Health Access Initiative (CHAI) i
* |IBM

 NCCN and members of ACC adapted the NCCN Guidelines and NCCN Framework for Resource

Stratification of NCCN Guidelines (NCCN Framework) to create the NCCN Harmonized Guidelines
for Sub-Saharan Africa

e ACC was formed in 2016

* Harmonization for each guideline completed by a group of 6-10 African cancer experts from a
range of specialties with representation across resource levels. Each working group chaired by
African oncologist and included a member of the appropriate NCCN guidelines panel.

1) Check for updates

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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To standardize care — improve access and outcomes (especially as cancer care is
decentralized)

To streamline financing/reimbursement by NHIF

#1SOPP2023 WWWw.isopp.org @ISOPPorg
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Example - Institutional

Table 13: INTERIM MAINTENANCE FOR STANDARD RISK ALL (Start 7-10 days after consolidation).

Sooedod £spanao
da Farmeoa Hospiokarc

#ISOPP2023

DRUG ROUTE | DOSING . DAYS COMMENTS OBSERVATION
Vincristine v 1.5mg/m? 1&29 Maximum 2mg with a. History and
extravasation Physical
precautions b. CBC w/diff
prednisolone PO 40mg/m? 1-5,29-33 Don’t taper c. Liref & renal
6 PO 60mg/m? 1-50 Reduce dose by 50% if | Pane _
mercaptopurine D Al:;C <750/ pL & d. CSF Cytospin and
gm: STANDARD RISK ACUTE LYMPHOBLASTIC LEUKEMIA
orpk Table 11:INDUCTION CHEMOTHERAPY FOR STANDARD RISK ALL.
Give
even | DRUG ROUTE DOSAGE DAYS COMMENTS OBSERVATIONS
‘;"];I;: Prednisolone PO 40mg/m2 per day 1-28 Taper from day 29 over 7 | a. History aJ‘1d Physical
drink (divided BD) days. b. EBC \;:’dlﬂ' | 1
Methotrexate | PO 20mg/m> 1,8,15,22,29, | Hold | Vincristine v 1.5mg/m? 1,8,15,22 Maximum 2mg with - ; Bll‘;rd glr::; ep ane
36, 43, 50 meth " Tz D2 D4.D6 E&ﬂﬁvzsilg:nsp‘ife}:::tmns e.. Bone marrow biopsy and
Methotrexate T Age Dose 29 Reco | L-asparaginase | IM 6000L.U/m , D4, clay on days aspirate
befor D9, DI1, D13 vincristing 1s given. f. CSF Cytospin and cell
1-1.99 | 8 mg (rems D16, D18, D20 count
2-2.99 | 10 mg least (total 9 doses) _ g. Calcium and phosphates
3-9 12 mg | bead | Methotrexate IT Age Dose 1, 15,29 Eefl‘:ous;gut‘e to 5-!01111 the zlnjbose studlc?_arlld lc;ther
i trat can be done as clinica
>9 15 mg f::su: 1-1.99 | 8 mg (rZr?'ll:ve g]Sul;lio?ul:lg at indicated. Y
2-2.99 10 mg least half the volume to Tapering prednisolone. Half
3-9 12 mg be administered. Let dose for 1* two days, half
=9 15 patient lie down for at again for the next 2 days,
mg least 30 minutes). then half again to the 7"
day.

WWW.isopp.org

@ISOPPorg
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xample of Protocol — National

Treatment Algorithm for Histologically Confirmed Breast Cancer

KENYA NATIONAL
CANCER TREATMENT
PROTOCOLS

#1SOPP2023

[ Confirmed histological diagnosis report ]
1
[ Idantily Histopathological type, Grade, ER/PR/HER 2/KiGT ]

{Her-2 in in sifu indicates invasion)
']

Regional node assessmant (Clinical, US +/- FNAC)
Appropriate tests to rlo metastasis i.e CXR & Liver US, CT chest, abdomen and
pelvis, bone scan, lab tests as guided by clinical evaluation

v v v

Stage 0 (DCIS, Stage | Stage Il (T2-3, Staga Il (T1-3, Stage IV Any
Paget's, LCIS) (THUNORD) NO-1, M) N1-2, MO) T. Any M, M1
LIS nois BCS OR e
AD/SLNEMastecn ""“c;;:'r'v”” moeerts 1 o Treatment
my+ ALND clearance for | bie reseclable Algarithm for
NI atage IV
! . ! .
RT to chest wall or L J Neoadjuvant
Dreast+- boost 1o Adjuwant systemic chematherapy
umer bed chemo (3-deycles)
Sirmple l —_— I No
mastectomy | RT 1o breast & axilla | | Response | respanse
BCS (WLE, 5LNE) |
by spacialist than .*
Local breast RT * *
I ER negative | | ER positive |
-I Long term follow g I Hormonal Tharapy (Al in
v postmenopausal &
Tamoxgifentpophoreciomy in
premenopausal)

WWWw.isopp.org

HER2 negative disease

o Doxorubicin/Cyclophosphamide x 4 cycles. Repeat cycle every 21 days.

o Docetaxel/Cyclophosphamide x 4 cycles. Repeat every 21days.

o Cyclophosphamide/Methotrexate/5-Fluorouracil x 6 cycles. Repeat
every 28 days.

o 5-Fluorouracil /Epirubicin /Cyclophosphamide. Repeat every
21 days x 6 cycles

o Doxorubicin/Cyclophosphamide x 4 cycles every 21 days followed by
Taxane x 4 cycles every 21 days.

o Doxorubicin/Cyclophosphamide x 4 cycles followed by 12 weekly
paclitaxel

o Doxorubicin/Docetaxel/Cyclophosphamide for 6 cycles

HER 2 positive disease

o Doxorubicin/Cyclophosphamide x 4 cycles followed by
paclitaxel/trastuzumab + pertuzumab x 4 cycles followed by
trastuzumab + pertuzumab x 18 cycles (9 cycles of trastuzumab + pertuzumab
can be used as an alternative)

o Docetaxel/carboplatin/trastuzumab + pertuzumab x & cycles followed
by trastuzumab + pertuzumab for 12 cycles

0 Paclitaxel and trastuzumab x 4 cycles followed by trastuzumab x 18 cycles

If using anthracycline and trastuzumab based chematherapy, baseline echocardiograph
will be required.

@ISOPPorg
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Example - Regional

. . . ™ As part of & joint project with the African Cancer Coalition {ACC), American Cancer Saciety (ACS),
N C C N H a rmO ﬂ | Zed G U | d el | ﬂes the Clinton Health Access Initiative (CHAL), and IBM, NCCN and members of ACC adapted the
NCCN Guidelines® and NCCN Framework for Resource Stratification of NCCN Guidelines (NCCN
Framework ") to create the NCCN Harmonized Guidelines” for Sub-Saharan Africa.

NCCN Harmonized Guidelines™ for Sub-Saharan Africa

.
NCCN Guidelines are used by clinicians around the world as a standard resource for clinical

Global Program T .
decision-making. The NCCN Harmaonized Guidelines ™ are targeted regional resources created as
Global Clinical Resources - part of a collaborative effort to combat the skyrocketing cancer rates and unique circumstances
Clinical Guidelines of cancer care. They represent both the optimal care that resource-constrained areas aspire to NCCN Harmonized Guidelines™ (Sub-5aharan Africa) - Guidelines for
Translations provide and pragmatic approaches that could be used to improve the availability of effective Treatment of Cancer by Type
treatment options. Acute Lymphoblastic Leukemia version 2.2019

Guidelines for Patients
UraElpiE Using the Harmonized Guidelines ) Anal Carcinoma version 22020

Distress Thermometer Recommendations within the NCCN Harmanized Guidelines” are represented as follows: B-Cell Lymphomas version 5.2022
Tool Translations

Acute Myeloid Leukemia version 3.2020

» Black Text: Generally available standard of care Bladder Cancer version 5.2020

International Adaptations o Gray Text: Highly advanced/optimal care that may be costly, technically challenging, and/or Bone Cancer version 2.2022
have a lesser impact on oncologic outcome Breast Cancer Varsion 4.2021

e [talicized Blue Text: Regional options that may be considered when availahility precludes
general standard of care

Harmonized Guidelines e Gray Text with Strikethrough: Indicates care options that are not feasible or available at
this time Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma version 3.2022

Framework for Resource

Stratification Central Nervous System Cancers version 1.2019

Cervical Cancer version 1.2021
Global Subsort Chronic Myeloid Leukemia Version 3.2020

Colon Cancer varsion 4.2020

Esophageal and Esophagogastric Junction Cancers Version 4.2020
Gastric Cancer version 3.2020

Gestational Trophoblastic Neoplasia Version 3.2020

Head and Neck Cancers version 1.2021

Hepatobiliary Cancers version 5.2020

= -
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Approval Process for SACT Protocol

* |nstitutional
* Protocol committee appointed by the Medicines and Therapeutics Committee Chair
Committee develops protocols
Internal review
* External review
 Ratification by MTC
* Order sheets approval by hospital documentation committee

* National / Regional
 TWGs for each cancer
* Consensus amongst members of ACC
* Countries not obligated to implement or adapt
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Where is the Country going

* Special interest groups e.g. Paediatrics, Hemato-oncology, Breast Ca
* Working on specific SACT

* Working with NHIF to standardize protocols — will ease funding
approvals

* The region continuous to work on harmonized guidelines for SSA

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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Catalonia (Spain)

Cristina Ibanez Collado
PharmD, BPS-BCOP

Catalan Institute of Oncology
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SPAIN
47.3 million people
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" 4 @ 4’ UTA MELILLA
=
i

Qo
Salut/ ‘o!€........

#1SOPP2023 WWWw.isopp.org @ISOPPorg




N . ~.:::.:,:,‘ o — y ’
I International Society of gedefo se oml::vamg ‘ ot o ..::;;:j a0 - | , 403
Oncology Pharmacy Practitioners Gt B L'n| | (aregyﬁloballyq - e o EERET
Onekdgpea th ko R ki e ' ¥ i A
e ., E N

Catalan Institute of Oncology created in 1995 by Catalan Health
Service as a comprehensive multicenter cancer center.

To work to reduce the impact of cancer in
Catalonia.

ICO network

over 4.5 million adult people living in Catalonia.

"
@‘ Currently working as a multicentric network and serving

Qo
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Available from: https://ja.cat/ICO
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Different CPG available, although applicability sometimes difficult

NCCN Guidelines

Treatment by Cancer Type

ESMO

OncologyPRO

G000 SCHNCT
BUTTLR MLDICING
BEST PRACTICE

COVID-19 Resources

Treatment by CancerTYP® =\ Ciinical Practice Guidelines in Oncology (NCCN Guidelines®) are posted with the latest

update date and version number.

Detection, Prevention,

and Risk Reduction
Acute Lymphoblastic Leukemia

Supportive Care Version: 2.2021

Myelodysplastic Syndromes

Version: 1.2022

ESMO

GUIDELINES

ESMO Guidelines Committee

WY,
Y % Helping hemstologists conguer bicod disesses woridwide

CLINICIANS

Specific Populations
Guidelines for Patients

Guidelines With Evidence
Blocks

Framework for Resource

Acute Myeloid Leukemia

Version: 3.2021

Anal Carcinoma
Version: 2.2021

Basal Cell Skin Cancer

Version: 2.2021

Stratification B-Cell Lymphomas

version: 5.2021
Harmonized Guidelines

Bladder Cancer

Version: $.2021

International Adaptations

¥ AMERICAN SOCIETY OF
CLINICAL ONCOLOGY

Meetings & Education » Research & Data ~

Guidelines °

Home Practice & Patients

Myeloid/Lymphoid Neoplasms with
Eosinophilia and Tyrosine Kinase Fusion
Genes

Version: 42021

Myeloproliferative Neoplasms
Version: 22021

Neuroendocrine and Adrenal Tumors

Version: 32021

Non-Small Cell Lung Cancer
Version: 62021

Practice & Patients v
e —

AMERICAN SOCIETY OF HEMATOLOGY ~ EDUCATION  CLINICIANS  GUIDELINES AND QUALITYCARE  CLINICAL PRACTICE GUIDELINGS

Guidelines, Tools, & Resources

ASH Clinical Practice Guidelines

Qo
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Continued expansion of the ICO Guidelines

ICO
Guidelines

(2000)

Oncoguies |CO-ICS Praxis

(2008) (2017)

Adhesion of

Local guidelines Oncology Catalan Oncological
ﬁ
(Conemorg  Networkof new catafan
Catalonia hospitals
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ICO_ICSPraX| S %o Guideline -Multidisciplinary

9 selection
){o -Multicentric
Definition of ; Authors
s Evaluation selection -Hospital Pharmacist leadership
indicators
-Evidence-based.
ESPO"QQ -Disclosures of conflicts of interest.
e dassi Implementation Methodolo . ) o
| P | 9y -National reimbursement criteria.
e-prescription -Final recommendations according to
level of evidence.
P&T
Edition and Committee
communication approval
External
review
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PACIENTE:

b Indicacion:

= Cancer de pulmon na microcitico estadio ll o IV en monoterapia o en combinacion con carba-
platino o cisplating.

» DOSIS RECOMENDADA:

=  Primeras tres administraciones: 60 mg/m? de superficie corporal, administradas una vez por
SEMaEna.

= Siguienies administraciones: Se recomienda incrementar |a dasis a B0 mg/m? una ver por s&
mana, exceplo en aquellos pacientes cuyo recuento de neutrdfilos haya descendido uns vez
par debajo de 500/mm3 o se situe mas de una vez entre 500y 1000/mm3 durante las tres pri-
meras administraciones de 60 mg/m=.

[ awstesoevoms | DOSE MODIFICATION

= Para cuslquier administracion en que se ha previsto administrar 80 mg/m?, si el recuenio de
neutrafilas desciende por debajo de 500/mm3 o se sitda mas de una vez entre 500 y
1000/mmi3, la administracian deberia retrasarse hasta |a recuperacion y la dosis reducirse de
80 a 60 mg/m? por semana duranie las siguienies 3 administraciones.

= Es posible incrementar nuevamente la dosis de 60 a 80 mg/m?® por semana, si el recuento de
neutrofilos no ha descendido par debajo de 500/mma3, o no se ha situado mas de una vez entre
500 v 1000/ mm3 durante las 3 administracicnes en dosis de 60 mgfm®, segin se ha espeacifi-
cada previamente respecto de las primeras 3 administracionas.

MUST BE CHECKED

= Superficie carparal = 2 m? 3 Dosis total nunca deberia exceder de 120 myg /semana a la dasis
de 60 mg/m? y 160 mg por semana a 80 ma/m?.

»  Insuficiencia hepatica moderado (bilirrubina entre 1,5y 3 x LSN, independientermente de los ni-
veles de ALT y AST) < Administrar & una dosis de 50 ma/m?/semana.

= Insuficiencia hepatico grave 3 Mo administrarse.

CANCER DE PLLMON E
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EFECTOS ADVERSOS:
ADV 5
EFECTO ADVERSO RECOMEMDACIGN
ALTERACIOMES HEMATOLOGICAS = Lavarse [As manos irsouenlsmenls, Sempre s ussr of ko,
[ANEMLA, LEUCOPENIA, TROMBOCITOPENIAY = Cuidar [ piel y [a boca,
HEUTROPEN1A, RIESED DE = Evilar aglomerationss de personas y o corlacho con personss enfermas.
INFECCIDNES

= Aol a wrgencias S lisme hisbne mayor de 3BC

TRASTORMOS NEURDSENSORIALES,

HEURDMOTORES = Precaintion & manipula cosss que estin calientes o miy fifas.

MUCDEITIS = Utilizar un cepillo denial blardo,
= Cepllar los denles ra< cada comida
= Enjuager la cavidad bucal con cokutoria sin alochel.
= Evilar lomar bebidas o abmentas muy cabentes, picanles o dcidos.

YINORELBINA ORAL

+ No debe administrarse concomitantemente con radioterapia si el campo de tratamiento incluye el
higado.

+ Debe tenerse especial cuidado al prescribir este farmaco a pacientes.
* Con antecedentes de cardiopatia isquémica.
* Con bajo estado funcional.

» Contraindicacion: Recuento de neutréfilos < 1500/mm3 o infeccion grave actual o reciente (en pe-
riodo de 2 semanas). Recuenta de plaguetas < 100000/mm?

EDUCACION AL PACIENTE:

HIPERTENSION, HIPOTENSION = Control de la bersice frecuente
= Dieta sin <al ni caleira
= Consullar al médicn

HAUSEAS, ¥OMITOS = Tomar la medicacién prescrita para o mangjo de las nissess.
= Tomar alimenios igeras y dé sabores suaves.
= Macer comidas Irecuentes, pero de pequeia cantidad
= Beber sulicientes liquides, en pequetas canlidades

ESTRERIMIENTD = Beber liguida abandante duranle & dia
= Ejercicia suave dario [andsr).
= Tomar alimening riocs en fibea (= no kay comraindicaciin).
DIARREA = Hidratacion adecuada
= Dieta blandx arro2, came y pescado a ke plancha
= Evitar Tibea (fnata y verdura, ésceplo manzana, Fanahoria y platana).
= Utilizar atickamecos [por ejemplo, lopsrarmida).
= 5 apanece dolor sbdominal, presencia de meeo o sanges en heces, soudinal médion.

ALOPECIA LEVE = Bl pedi vuthee & crecer cuando e lemiing el ralamisnlo
= Usar un champi suave y un cepila Banda
= Evilar linles: o cuabguer product agreia para o cabella

ARTRALGIA, MIALGILA, DOLOR DE = Consullar al médicn. Puede probar a lomar paracetamol cada &8 horas (rdcimo 4
CABETA grames 2l dia)

MALESTAR GEMERAL, CANSANCIO, = Hio conducin o maneja maguinaria
ASTENIA = Hacer gjercicio suzve (Ej caminar 15 minddia).

» Explicar como guardar y como eliminar el tarma
« Conservar en nevera (entre 2°C y 8°C). Mantener el blister perfectamente cerrado
* Para abrir el envase:
= Cortar el blister a lo largo de I linea punteada negra.
*  Quitar la l3mina de plastico blando.
= Empujar I capsula a través de fa lamina de aluminio.

+ Las capsulas alteradas no deben tragarse y deben devolverse a la farmacia o al médico para que
sigan el procedimiento habitual de destruccion de la vinorelbina.

» Educacian antitabaquica.

» Las mujeres en edad fértil deben utilizar un método anticonceptivo efectivo durante el tratamiento
y hasta 3 meses después de finalizar el tratamiento.

»  Interrumgpir la lactancia antes de iniciar el tratamiento.
» En hombres: riesgo de infertilidad irreversible 5 Buscar asesoramiento para conservar esperma.

» Se aconseja a los hombres no que no conciban un hijo durante el tratamiento y hasta 3 meses
como minimo después de finalizar éste.

¢+ Sobredosis 3 Hipoplasia de médula dsea 3 veces asociada con infeccion, fisbre, ileo paralitice y
trastornos hepaticas.

¢ Conducir y utilizar maguinas, debido a sus efeclos adversas.

¢ Encaso de vamito a las pocas horas de la torma del farmaca, no repetir nunca la administracion
de esla dosis.

CANCER DE PULMON m

WWW.isopp.org

ADHERENCIA:

» Valorar el grado de comprension ce cacs
dicacién) __

» (Es necesario un refuerzo de la informacion en futuras visitas? Si/No.
+ Valorar el grado de adherencia al tratamienta:

* Recuento de medicacion sobrante (real) versus tedrico.

* Seguimiento de visitas.

* Preguntar directamente al paciente.

122 | REVISION DE FARMACOS
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Catalan Institute of Oncology

Home The Institute The cancer patients professionals research News

Home > professionals > Guidelines and protocols

Guidelines and protocols 000060

|[COPraxis

The ICO, as a center of excellence and reference in cancer prevention, treatment, research and training, produces different documents, guides and clinical practice protocals.

Important changes are currently taking place in the world of oncology treatment, with the introduction of new drugs and new therapeutic targets. The great current challenge
is the evaluation of these new therapeutic and technological strategies with efficiency criteria, together with a continuous effort to evaluate the results.

One of the aims of the ICO is to provide evidence-based care, using a fundamental tool such as clinical practice guidelines (CPGs). These guidelines help us maintain
therapeutic equity between patients and are a fundamental tool for therapeutic discussion with the patient, allowing for shared decision-making. In our area we will call them
ICO therapeutic guides (ICOPraxis).

The starting point for the ICO therapeutic guidelines work is obviously and naturally the OncoGuidelines, due to the great involvement of the ICO professionals in their
development. Based on them, adaptation and concretization will be made to the reality of our institution, concentrating efforts on the part of the treatments, both

Q
pharmacological and radiotherapy. Sal u't/ (@) ICO

Institut Catala d'Oncologia

Available from: https://ico.gencat.cat/ca/professionals/guies i protocols
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.:.gencat contact

Catalan Institute of Oncology

Home The Institute The cancer patients professionals research News

) . Para cualquier comentario o sugerencia de las ICOpraxis puede ponerse en contacto a través del correo electrénico: praxis@iconcologia.net
Home > professionals > Guide

Guidelines Atencion al final de la vida v o 6 @ @

Cabezay cuello v
Languages:

I CO P a Xl S Colorrectal v
Spanish & Catalan

The ICO, as a center of excel practice protocols.

Dolor oncolégico v

Important changes are curre at current challenge
is the evaluation of these ne
. , Eséfago v o
One of the aims of the ICO i s maintain
therapeutic equity between rea we will call them
ICO therapeutic guides (ICOl  Factores estimulantes de colonias granulociticas v
The starting point for the IC( onals in their
development. Based onther  Gastrico y de unién esofagogastrica nts, both oy
. : Salt oICO
pharmacological and radiott \» I'e Institut Catala cOncalogia
Leucemia linfatica crénica Available from: https://ico.gencat.cat/ca/professionals/guies i pgotocols
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ICO - IC S D. Radmtempl.a en el cincer de mama 104 IC0-1C5Praxis para =] tatamiento médico y con irradiacidn
D.1. Tratamients adyu!.rante del cincer de mama
PRAXI S D.1.1. Irradiacién de la mama después de tratamiento conservador
{carcinoma infiltrante e in sity)
ICO-ICSPraxis para el tratamiento médico [.1.2. Irradiacién de la pared tordcica después de la mastectomia
y con irradiacién del cancer de mama (carcinoma infiltrante e in sitw) ) N U RSI NG CARE
D.1.3. Irradiacidn parcial de la mama E.6. Cuidados de enfermeria
itk D.1.4. Radioterapia de las dreas ganglionares E.6.1. Rol asistencial
D.1.5. Cirugia encopldstica y radisterapia E.6.2. Gestion de casos
P [n.1.6. Radioterapia adyuvante después de quimioterapia E.7. Oncogeriatria GERIATRICS
INDICE necadyuvante
A. Tratamiento adyuvante 14 D.2. Trataemients neondywnmnte Anexo 1. Seguimiento del céncer de mama 154
"I, Carcinoma ductal n sitd D.3. Tratamiento radical de £ 156
A.2. Carcinoma infiltrante D.4. Enfermedad metastisiea y recurrencias Anexo 2. Esquemas .
A.2.1. Carcinoma infiltrante con receptores hormonales positivo D.4.1. Radioterapia en recaida local Anexo 3. Propuesta de drcuito de valoracion geridtrica 161
A'2_2.%$§‘,{:i::[g::;;uvame en tumores triple negativo D42 Rar_iioteral_:nia local en pgci&ntes con oligometdstasis Anexo 4. Herramientas de cribado geridtrico 162
A.2.3. Tratamiento adyuvante en tumores HER2 positivo D.4.3. Rdioterapia local paliativa Anexo 5. Escalas més utilizadas en la valoracién geriatrica 164
D.4.4 Tratamiento de las metdstasis
. X B Anexo 6. Calculadoras de riesgo para la decisidn del tratamiento adyuvante
B. Tratamiento neoadyuvante I 52 D.5. Generalidades del tratamiento en cancer de mama 165
B.1. Tratamiento neoadyuvante en tumores luminal y HER2 negativo
B.2. Tratamiento neoadyuvante en tumores triple negativo E. Situaciones especiales 135 Anexo 7. Areas de u:radmuﬁn para radioterapia 'E“_f‘hm d‘-'mm
B.3. Tratamiento neoadyuvante en tumores HER2 positivo . Propuesta de indicadores para la evaluacién y seguimiento
B.4. Hormonoterapia necadyuvante - de los resultados 166
E2. Cancer de mama y embarazo CANCER DURING PREGNANCY|  gijiograsia 169
C. Tratamiento de la enfermedad metastdsica 67 E.21. Diagndstico del cancer de mama durante el embarazo
atamiento de la eniermedad metastasica con receptores E.2.2 Tratamiento del cincer de mama durante el embarazo
hormonales positivo y HER2 negativo z 2
C.1.1. Tratamiento hormonal del cidncer de mama luminal y HER2 ks PE!:??ZE&&;::;: ;‘:::-LlﬁimfEEI!EI;&I‘LdPEIEESmEJ}EYATION
negauvo ) R o .
C.1.2. Tratamiento quimioterapico del cancer de mama luminal E.3.2. Técnicas de preservacion de la fertilidad en el hombre
y HER2 negativo E.3.3. Opciones reproductivas
C.2. Tratamiento de la enfermedad metastdsica en tumores triple E.4. Consejo genético G EN ETIC COU NSELI NG
negauv.o X E.4.1. Derivacitn ala Unidad de Consejo Genético
C.3. Tratamiento de la enfermedad metastésica en tumores HER2 . . . .
positivo E 4.2 Deteccion precoz de tumores primarios en pacientes con
C.3.1. Primera linea de tratamiento cancer de mama y mutacién germinal
C.3.2. Segunda linea y posteriores E 4.3 Alteraciones genéticas como biomarcadores terapéuticos
A YO RN L 0 PRI 2 - E.5. Atencién paliativa Available from: https://ico.gencat.cat/ca/professionals/guies i _protocols/
C.5. Tratamiento locorregional del tumor primario en enfermedad
metastésica

C.6. Tratamiento quirtrgico de las metastasis pulmonares o hepéticas
C.6.1. Cirugia de las metastasis hepaticas

C.6.2. Cirugia de las metdstasis pulmonares AATTAY'R iso p p- (@] rg @ I S 0 p po rg

C.7. Tratamiento de las metdstasis cerebrales
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Recomendacién de tratamiento hormonal adyuvante en tumores luminales HER2
(nivel de evidencia V' para el algoritmo, los esquemnas tienen un nivel de evidencia LA)

Como primera opcién hay que valorar incluir a la paciente en un ensayo clinico. -> First option, tr

Para indicaciones de quimioterapia adyuvante de plataformas ver el capitulo correspondiente.

PACIENTE PREMENOPAUSICA

» Si pT1-2 y pNO-N1mi: tamoxifeno 20 mg/d x 5 afios
-5l menopausia a los 2-3 afios®: cambiar a IA hasta completar 5 afios (nivel de evidencia [A).

* 51 > 45 afios y pT3-4 o = pNla: tamoxifeno 20 mg/d x 5 afios y después:
-5 premenocpausia después de 5 afios: completar 10 afios de tamaoxifeno 20 mg/d.
-51 menopausia después de 2-3 afios* o 5 afios de tamoxifeno 20 mg/d, continuar 1A 3-5 afios
(nivel de evidencia [A).

» Si= 45 afios y pT3-4 0 = pNla: tamoxifeno 20 mg/d x 5-10 afios + analogos GnRH x 5 afios o bien
IA + analogos GnRH x 5 anos (nivel de evidencia [A). Valorar de forma individualizada prolongar
el tratamiento con tamoxifeno o IA x 2-5 afios mas, en funcién del riesgo y estado menopausico.

PACIENTE POSMENOPAUSICA
* [Ax 5-10 anos (letrozol 2,5 mg/d o anastrozol 1 mg/d) (nivel de evidencia [A).

s En tumores de bajo riesgo: tamoxifeno 20 mg/d x 2 afios seguido de IA hasta completar
5 afios (nivel de evidencia [A).

s En caso de carcinoma lobelar: letrozol 2,5 mg/d x 5-10* afios (nivel de evidencia [A).

* Hay que tener especial precaucion cuando se inicia un IA en pacientes con amenorrea inducida
por quimioterapia. No hay que iniciar IA en mujeres con amenorrea inducida por quimioterapia si
tienen < 50 afios (es preferible prolongar el uso de tamoxifeno el tiempo necesario). Se recomienda
evaluar en conjunto los niveles de estradiol, FSH, edad y tiempo de amenorrea, asi como el recuento
de foliculos antrales mediante una ecografia transvaginal antes de realizar el cambio a [A.

**Segin riesgo clinico y tolerancia.

Adjuvant hormonal treatment in luminal HER2 breast cancer

y to include patient in a clinical trial.

Available from: https://ico.gencat.cat/ca/professionals/guies i protocols/

Salut/ *®

ICO

Institut Catala d'Oncologia

#1SOPP2023
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ICO-ICSPraxis downloads and visits in 2022

o 5,608 (32 countries)

O 6,480 (38 countries)

NORTH AMERICA

Q 12 (1 country)

@) 24 (2 countries)

SOUTH AMERICA
Q 128 (15 countries)
@) 125 (13 countries

o) 1 (1 country)

#ISOPP2023 WWWw.isopp.org

€®) 1 (1 country)
@ISOPPorg
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Facilitating elements

v'Institutional project.

v'Multidisciplinary and multicentric project.
v'Evidence-based guidelines.

v'Commitment and leadership of professionals.

v'Real and practical implementation.

Barrier elements

v'Invested time (updates and elaboration).

v'Need for resources.

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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Cristina Ibanez Collado
@ cibanezc@iconcologia.net

u @cribanec
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United Kingdom

Netty Cracknell MPharm, PGDip, MSc, FRPharmsS (IP)
Lead Cancer Pharmacist, Ramsay Health Care UK
ISOPP Secretariat Member
ISOPP Engagement and Communications Committee Chair
BOPA Digital Subcommittee Chair
UK SACT Board Member

#SOPP2023 WWWw.isopp.org @ISOPPorg
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e~ Country Boundary
Road
River
Y% Sovereign State Capital
%  Country Capital
e  City or Town
London & the capital of both the country of

England and the sovereign state of the UK.

] 50 100 KM

0 20 100 Miles
© 2018 Geology.com
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Back ground of healthcare system - UK

* Majority of healthcare is fully funded by the NHS (4 separate)
* Free at the point of delivery for everyone
* Working population taxed

* NHS have ‘approved list” of SACT treatments with specific indications
* Assessed on cost effectiveness using Qaly (Quality Adjusted life year) - NICE
* May restrict treatments to a narrower cohort of patients than license dictates
* CDF (cancer drugs fund) access to SACT prior to NICE/ Qaly review — gain data

on effectiveness in larger cohort of real patients

* Private healthcare is available
* Insurance or self pay
* All licensed indications/ evidenced treatments available

#1SOPP2023 www.isopp.org @ISOPPorg
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* No National SACT Protocols
* Some regional protocols
* Individual hospital Trusts or private groups

UK SACT Board (formally UK Chemotherapy Board)

* Options appraisal published January 2022
 Why, How, Costs, Next steps

* Currently working a proposal to develop National SACT Protocols with
a UK wide ‘not for profit’ company already in the pharmacy field.
* https://www.uksactboard.org/publications

#ISOPP2023 wWww.isopp.org @ISOPPorg


https://www.uksactboard.org/publications

I International Society of gedefo * S efh
Oncology Pharmacy Practitioners Crugo doormoc A Sommecpon

Aim - National SACT protocols

To improve patient outcomes, increase patient safety and
reduce treatment variation by providing nationally consistent
evidence-based best practice treatment protocols for
information to support health professionals in the delivery of
cancer treatments at the point of care

#ISOPP2023 wWww.isopp.org @ISOPPorg
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Epirubicin and Cyclophosphamide and Paclitaxel

Indication

Adjuvant or neo-adjuvant treatment for high risk early stage and locally advanced breast cancer.

ICD-10 codes
Codes with a prefix C50

Regimen details
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Cycles 1-4 EC

Day Drug Dose Route

1 Epirubicin 90mg/m’ IV bolus

1 Cyclophosphamide 600mg/m? IV bolus
Cycles 5-8 Paclitaxel

Day Drug Dose Route

1 Paclitaxel* 175mg/m? IV infusion

*Paclitaxel may also be administered weekly at 80mg/m? for 8-12 weeks

Cycle frequency

14 days with GCSF support.

Number of cycles

Maximum of 8 cycles (4 x EC followed by 4 x paclitaxel)

#ISOPP2023

WWW.isopp.org

Local UK Example
(1 page of 5)

Administration

Epirubicin and cyclophosphamide are administered by slow IV bolus into the arm of a fast running drip of sodium
chloride 0.9%. Cyclophosphamide may also be given as an IV infusion in 250-500mL sodium chloride 0.9% over 30
minutes.

Paclitaxel is administered as an IV infusion in 500mL PVC free sodium chloride 0.9% via a 0.22 in line filter over 3
hours.

Patients should be observed closely for hypersensitivity reactions, particularly during the first and second infusions.

Hypersensitivity reactions may occur within a few minutes following the initiation of the infusion of paclitaxel and
therefore facilities for the treatment of hypotension and bronchospasm must be available.

If hypersensitivity reactions occur, minor symptoms such as flushing or localised cutaneous reactions do not require
discontinuation of therapy. The infusion may be temporarily interrupted and when symptoms improve re-started
at a slower infusion rate. Severe reactions, such as hypotension, bronchospasm or generalised rash/erythema
require immediate discontinuation of paclitaxel and appropriate therapy.

/

Version 1 Review date: July 2023 Page 10of 5

@ISOPPorg
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History

 Lack of standardisation

* Lead to substandard care, inconsistency in practice and increased risk
regarding patient safety

e Significant duplication of work
* |Inefficient resource use
* Workforce issues in pharmacy, medical and nursing

* No government money to fund a new programme
* Need to reduce access delays

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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https://www.bbc.co.uk/news/uk-scotland-tayside-central-47776103
https://www.bbc.co.uk/news/uk-scotland-tayside-central-47776103
https://www.gov.scot/publications/independent-advisory-group-tayside-breast-cancer-report/pages/1/
https://www.gov.scot/publications/independent-advisory-group-tayside-breast-cancer-report/pages/1/
https://www.gov.scot/publications/independent-advisory-group-tayside-breast-cancer-report/pages/1/
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New protocol required
\ 4
Written by oncology pharmacist
\ 4

Modified by oncology

Checked by oncology pharmacist f«—

A p p rova | v pharrI\acist

Checked by SACT nurse

p I’O C e S S Checked byvconsultant

v

Of d SACT Final governance release

\ 4
p rOtO CO ‘ New protocol live on website — Updates required

4
Organisation governance process for T

approval | |
v MHRA SPC Template User

Alert | |update change feedback

T

Built and checked on electronic
prescribing svst%m by pharmacy

Available for use in organisation

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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Where are the UK going?

* High engagement to have national SACT protocols for UK

* Ensure clinical staff have access to high quality information to be able
to safely treat patients

* health products increase in complexity and become more personalised

* UK SACT Board working with a UK wide ‘not for profit’ company in the
pharmacy field to develop a proposal to take forward
* For licensed indications or established standard of care — within the UK
* Integration with ePMA systems
* Potential to integrate with consent forms

#1SOPP2023 www.isopp.org @ISOPPorg
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Australia

Shaun O’Connor
Senior Cancer Services Pharmacist, St Vincent’s Public Hospital Melbourne
ISOPP Past President

#1SOPP2023 WWWw.isopp.org @ISOPPorg
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* Significant private and public systems

 However Prescription Benefits Scheme (PBS) single biggest funder of
treatment in both private and public — federal government funded

* Issues with inpatient care — state funded and can’t access PBS - sometimes
treatment given on discharge

e SACT treatments — progress to funding
* Therapeutic Goods Administration (FDA equivalent) — safety and efficacy

* Prescription Benefits Advisory Committee — recommendations on funding to
Health Minister — Cost Benefit Analysis, Quality Adjusted Life Year (QALY)

* 2017 — AUDS50k per QALY (US$35.6k early Feb)

#ISOPP2023 Www.isopp.org @ISOPPorg
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History

* EviQ timeline
e 2004 - Adopted from South Eastern Sydney Area Health Service Intranet

e 2005 — Made available as website, called Cancer Institute’s Standard Cancer
Treatments Program (CI-SCatT)

e 2009 - rebranded as EviQ

* 2012 — National model developed in conjunction with other state and
territory governments via MoU — increase pool of clinical expertise

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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History

e Significant incidents — 2015, 2016

e Carboplatin underdosing — 100mg fixed dose rather than AUC 2 for
CRTx

 Cytarabine dosing — protocol on OMIS/EPS as once daily when should
have been twice daily

* Major audits of chemotherapy provision across state jurisdictions
* Health services began much more rigid adherence
* EviQ was beginning to be resource it is today

#ISOPP2023 WWwWw.isopp.org @ISOPPorg



International Society of edefo :x , P Advancing
I% Oncology Pharmacy Practitioners @ g ol ) seth %’:‘:"’W

Current Status of SACT protocols

e EviQ — part of Cancer Institute NSW (State Government)
 MoU with each state and territory since 2012 endorsing EviQ as preferred
source of cancer treatment information.

* Most health services have elected to use EviQ as the major
component, with individual processes examining protocols outside of
the EviQ range

* Element of reduced burden of collecting and evaluating information

#ISOPP2023 WWwWw.isopp.org @ISOPPorg



 Free, online Australian government resource of cancer treatment
protocols and treatment information

 Evidence based and peer reviewed
« Editorially independent = highly trusted
« Used in every cancer centre across Australia

 Primary audience: health professionals
Secondary audience: patients and carers

W |
Nsw | eviQ

Cancer Institute NSW



place in the clinical landscape

. eviQ is a safe place to : i i

provide guidance.

Not mandated

eviQ + clinical judgement +

individual patient factors and Editorially independent
hospital policies to guide your

practice

Complies with TGA/PBS

=
(4]
Other evidence-based,
Q cancer treatment resources Variation may be

may be used e.g. NCCN or

BCCA appropriate

eviQ P

GOVERMNMENT
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EviQ

Q Erzestaduvantnes i juva SAEND D REobic Rand IR GEUEH G ESE mide)[d s Bl 8 8 B & * Q Breast adjuvant/neoadjuvant AC (DOXOrubicin and CYCLOPHOSPHamide) dose dense M 8 B & %
atment schedule = Indications and patient population +
{ Overview l Detall Clinical information +
Dose modifications +
Cyclelto4
. 2 e s
DOXOrubicin 60 mg/m v 1 Administration +
CYCLOPHOSPHamide 600 mg/m? IV infusion 1
Side effects +
Pegfilgrastim 6mg Subcut 2
Frequency: 14days Evidence - Adjuvant +
Cycles: 4 ., .
Evidence - Neoadjuvant +
References +
Notes:
« This is a potentially toxic regimen and should only be used in patients with a good ECOG performance status. Strategies to minimise toxicity Literature search -+
include dose attenuation, thorough patient education and vigilant monitoring for any potential septic episodes.
o Link to eviQ patient information sheet - Infection during cancer treatment .
History +
Drug status: Doxorubicin and cyclophosphamide are on the PBS general schedule ™ . ) ) o ) ) ; ) . . . _
The information contained in this protocol is based on the highest level of available evidence and consensus of the eviQ reference committee regarding their views of
Pegfilgrastim is PBS authority ™ currently accepted approaches to treatment. Any clinician (medical oncologist, haematologist, radiation oncologist, medical physicist, radiation therapist, pharmacist or
Cost 170 e® nurse) seeking to apply or consult this protocol is expected to use independent clinical judgement in the context of individual clinical circumstances to determine any
L ~ er cycle
pereyele s patient’s care or treatment. While eviQ endeavours to link to reliable sources that provide accurate information, eviQ and the Cancer Institute NSW do not endorse or
accept responsibility for the accuracy, currency, reliability or correctness of the content of linked external information sources. Use is subject to eviQ's disclaimer

. A n ilable at .eviQ.org.
Indications and patient population + avallable at www.eviQ.org.au

Clinical information b Send feedback for this page

Dose modifications +

#1SOPP2023 WWWw.isopp.org @ISOPPorg




I International Society of
Oncology Pharmacy Practitioners

EviQ

Q Breast adjuvant/neoadjuvant AC (DOXOrubicin and CYCLOPHOSPHamide) dose dense
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Overview Detall
The supportive the (e.g. anti ics, pi ; etc.), infusion times, diluents, volumes and routes of administration, if included, are listed as defaults. They may vary
between ji and can be substituted to reflect individual institutional policy.

Antiemetics if included in the treatment schedule are based upon recommendations from national and international guidelines. These are defaults only and may be substituted to

reflect individual institutional policy. Select here for ded doses of alt i =
Cyclelto4
Day1
Netupitant 300 mg (PO) 60 minutes before chemotherapy (fixed dose preparation with

palonosetron)

Palonosetron 0.5 mg (PO) 60 minutes before chemotherapy (fixed dose preparation with
netupitant)

Dexamethasone 12 mg (PO) 60 minutes before chemotherapy. Note: the full dose of
dexamethasone on Day 1 may not be required and may be reduced
to 8mg at the clinicians discretion.

DOXOrubicin 60 mg/m? (IV) over 5to 15 minutes

CYCLOPHOSPHamide 600 mg/m? (IV infusion) in 500 mL sodium chloride 0.9% over 30 to 60 minutes

Dexamethasone 8mg (PO) ONCE a day (or in divided doses) with or after food. Note:
dexamethasone doses on Day 2, 3 and 4 may not be required and
may be reduced or omitted at the clinicians discretion.*

Pegfilgrastim 6 mg (Subcut) inject subcutaneously on day 2 at least 24 hours after

chemaotherapy

DEVEELLE S

Dexamethasone 8mg (PO) ONCE a day (or in divided doses) with or after food. Note:
dexamethasone doses on Day 2, 3 and 4 may not be required and

may be reduced or omitted at the clinicians discretion.*

#1SOPP2023
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Q Breast adjuvant/neoadjuvant AC (DOXOrubicin and CYCLOPHOSPHamide) dose dense U = E & *

Evidence - Adjuvant =

The evidence for this protocol comes from the trial CALGB 9741 by Citron et al, 2003. The study used a 2 X 2 factorial experimental design to assess the 2 factors
of dose density (administering the drug every 2 weeks versus 3 weeks) and treatment sequence (concurrent vs sequential) and the possible interaction between
them.’

Atotal of 2005 women were randomly assigned to receive one of the following 4 arms:

1. Sequential doxorubicin x 4 -> paclitaxel x 4 -> cyclophosphamide x 4 with every 3 weeks

2. Sequential doxorubicin x 4 -> paclitaxel x 4 -> cyclophosphamide x 4 every 2 weeks with filgrastim
3. Concurrent doxorubicin and cyclophosphamide x 4 -> paclitaxel x 4 every 3 weeks

4. Concurrent doxorubicin and cyclophosphamide x 4 -> paclitaxel x 4 every 2 weeks with filgrastim

The primary end point was disease-free survival (DFS) and overall survival (0S) was a secondary endpoint.

Efficacy

CALGB 9741 trial
After a median follow-up of 36 months, the dose dense treatment improved DFS (risk ratio (RR) =0.74; p=0.01) and 0S (RR=0.69; p=0.013).
4 year DFS was 82% for the dose dense regimens and 75% for the others.

There was no difference in DFS or OS between concurrent and sequential regimens.’

A Disease-Free Survival
= By Density
- —

————

« |
(=]

g

$ o

§ o

a

s v

£ ©

2
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(=]
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Approval processes of a SACT protocol

* EviQ responds to advances in treatment and once TGA (+/- PBS) approved
creates protocols
* Volunteer committees of multidisciplinary teams recommend/review/produce
protocols

e Committees determine order of work

» Specific Pharmacy reference committee that helps review and develop resources with
pharmacy focus

e State or individual health services

* Decide independently whether to adopt protocols

* For EviQ protocols, most health services adopt as correct and adapt to hospital
processes

e Qutside EviQ protocols, much sterner approval process

#ISOPP2023 wWww.isopp.org @ISOPPorg
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Where is the country going?

* EviQ to keep developing range of protocols and tools to support use
* “Integration” into major electronic prescribing systems
* Big data — but what can we do with it?

* Thanks to Julia Shingleton, EviQ for information and slides!

#SOPP2023 WWwWw.isopp.org @ISOPPorg
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United States

Evelyn Handel Zapata, PharmD, BCPS, BCOP
Director, Drugs & Biologics Programs, NCCN
President, ISOPP (2022-2024)
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Back ground of health system in US

e Access is largely dependent on insurance coverage

* Private and public payers in the US

* Centers for Medicare & Medicaid Services (CMS) — government/taxpayer funded
* Medicare — coverage for those age 65 and older
* Medicaid — coverage for those with limited income

* Private payers — employer-based or individual plans

* Examples: Aetna/CVS, Anthem, Blue Cross Blue Shield, Cigna, Humana, Kaiser Permanente,
UnitedHealth Group

* SACT treatment coverage determination
e U.S. Food & Drug Administration (FDA) — approval based on safety and efficacy

 Compendium listing — especially for off-label indications

* NCCN Drugs & Biologics Compendium recognized by CMS and private payers as a reference for
oncology coverage policy

#1SOPP2023 WWwWw.isopp.org @ISOPPorg
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NCCN: not-for-profit alliance of 32 leading academic cancer centers in the United States
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Fred Hutchinson Cancer Center

UCSF Helen Diller Family
Comprehensive
Cancer Center . UC Davis

Comprehensive Cancer Center

Stanford Cancer Institute

UCLA Jonsson

Cancer Center

.
UC San Diego
Moores Cancer Center
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* City of Hope National Medical Center

Huntsman Cancer Institute
at the University of Utah
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University
of Wisconsin

Mayo Clinic Comprehensive Cancer Center  * Carbone

Cancer Mu University of Michigan
Rogel Omurcmr Case Comprehensive

Dana-Farber/Brigham and
Women's Cancer Center |
Massachusetts General
Hospital Cancer Center
Roswell Park .
ive
« Cancer Center Yale Cancer Center/

* Smilow Cancer Hospital

MD Anderson Cancer Center
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Cancer Center . Cancer Institute at the University of Pennsylvania
@ diana University Melvin ® ° The Sidney Kimmel Comprehensive
University of Colorado :;mprm me:l‘-rh e jile.Ofo Stase Ulversity Cancer Center at Johns Hopkins
Cancer Center Comprehensive Cancer Center -
Siteman Cancer Center James Cancer Hospital and
at Bamnes-Jewish Hospital * Solove Research Institute
and Washington University
School of Medicine
Janderbilt-1 + Duke Cancer Institute

St. Jude Children's

Research Hospital/

The University of

Tennessee Health

* Mayo Clinic Comprehensive Cancer Center Science Center 0O'Neal Comprehensive
Cancer Center at UAB
UT Southwestern Simmons
Comprehensive Cancer Center
* Mayo Clinic Comprehensive Cancer Center
The University of Texas

* Moffitt Cancer Center
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Current Status of SACT protocols

* Institution-specific order set libraries

* NCCN Chemotherapy Order Templates are commonly referenced

e Purpose: help clinicians safely and effectively administer SACT recommended
in the NCCN Guidelines and NCCN Drugs & Biologics Compendium
* Clinicians use them as a template for building institution-specific order sets
* General guidance is intended to be adapted based on institutional standards
* Licensed by 17 different EHR, prior authorization, and clinical pathway
companies for integration into their systems
* NCCN provides quality assurance (QA) of licensed content
 Subscription required to access; NCCN is a not-for-profit organization

* Over 1.7 million downloads in 2022
* 10,319 unique users across 44 different countries in 2022

#ISOPP2023 Www.isopp.org @ISOPPorg
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BRS4

Chemotherapy Order Template
Page 1 of 1

Breast Cancer
AC (DOXOrubicin/Cyclophosphamide) Every 21 Days

National
Comprehensive
Vo8Vl Cancer

Network®
INDICATION: REFERENCES: NCCN SUPPORTIVE CARE:
HERZ2 negative: Necadjuvant, Adjuvant, 1. NCCN Guidelines® for Breast Cancer 1. Emetic risk: Day 1 High ) 5
Recurrent unresectable (local or regional), or V25032, 2. Febrile Neutropenia Risk: Refer to Myeloid
Metastatic 2. Mabholtz JM, et al. J Clin Oncol. Growth Factor algorithms in the NCCN
2003:21(6)-968-75.2 Guidelines for Hematopoietic Growth Factors
3. Eisher B, et al. J Clin Oncol. 1990:8(9):1483-
964
CHEMOTHERAPY REGIMEN B
21-day cycle for 4 cycles (necadjuvant or adiuvant) or until disease progression or unacceptable taxicily including reaching a lifetime cumuwative anthracycline dose
(Recurrent urresectable (local or regional) or metastatic)
. DOXOrubicin 60 mg/m? IV push on Day 1
@ See Safely Parameters and Special Instructions for information on slow IV Push administration.
. Cyclophosphamide 600 mg/rm? IV over 30 minutes on Day 1
o Oral hydration is strongly encouraged with cyclophosphamide; poorly hydrated patients may need supplemental IV hydration. Patients
should attain combined oral and IV hydration of 2,000 — 3,000 mL/day on day of chemotherapy.
See Other Supportive Therapy for example of IV hydration.
-
SUPPORTIVE CARE =
Antiemetic Therapy
Scheduled prophylactic antiemetic therapy should be given for prevention of acute and delayed nausea and vomiting based on the emetic risk of
the chemotherapy regimen. This may include antiemetic therapy given on the days following chemotherapy. For more information on emetic
prophylaxis, refer to the NCCN Guidelines for Antiemesis and Appendix D to the NCCN Chemotherapy Order Templates.
PRN for breakthrough: All patients should be provided with at least one medication for breakthrough emesis. Please consult the NCCN
Guidelines for Antiemesis for appropriate antiemelic therapy.
Other Supportive Therapy
. For eyclophosphamide: Example of recommended hydration: Sodium chloride 0.9% infused IV at a rate of 1.5 — 3 mU/kg/hour for a total of
500 mL on day of chemotherapy.
MONITORING AND HOLD PARAMETERS
. CEC with differential should be manitored as clinically indicated for potential dose modification.
. For DOXOrubicin:
a This agent is an anthracycline. Cumulative anthracycline dosage should be monitored.
a Ejection fraction should be monitored prior to iniiation of treatment and as clinically indicated.
a Liver function should be monitored prior to each cyele and as clinically indicated for potential dose madification or discontinuation.
. For eyclophosphamide: Renal function should be monitored as clinically indicated for potential dose moedification or discontinuation.
SAFETY PARAMETERS AND SPECIAL INSTRUCTIONS
. For DOXOrubicin:
o This agent is a vesicant OR an irritant with vesicant properties.
o This agent is administered IV push. The preferred IV push method for a vesicant is administration through the side port of a freely
flowing V.
o Central venous access is recommended for administration of this agent.
a Secondary malignancies have been associated with this drug. Review drug package insert for additional information.
. For cyclophosphamide: Secondary malignancies have been associated with this drug. Review drug package insert for additional information. jus

General Information:

Disease

Title, template ID
Indications
References

Emetic risk & febrile
neutropenia risk

Chemotherapy Regimen:
* Cycle information
« Chemotherapy dosing

Style Guide Notes:

« Supportive care

* Monitoring & hold
parameters

« Safety parameters &
special instructions
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Templates link to Compendium/GL recommendation

NCCN Drugs & Biologics

Guideling - I
m_ eline Agent ]
Disease

Breast Cancer Cyclophosphamide

- Invasive
Breast Cancer

Guideline

Panel
Disclosure

International Society of
Oncology Pharmacy Practitioners

Pharmacologic
Class

Erand

Maone Alkylating Agent

#1SOPP2023

Histalogy

Adenoid cystic and other
salivary carcinomas.
Ductal/MST, Encapsulated
or solid papillary
carcinoma, Lobular,
Metaplastic,
Micropapillary, Mized,
Cther rare forms, Pure
cribriform, Pure Mucinous,
Pure Tubular, Rare low-
grade forms of metaplastic
carcinoma, Secretory

carcinoma

gedefo

ow formoon

cobbgien th ko ety

Seoedod £spahao
da Farmedia Hosplokarc

Compendium entry:

Route(s)

PO, IV

ICD-10 Codes

C50.011, C50.012, C50.019,
C50.021, C50.022, C50.029,
C50.111, C50.112, C50.118,
C50.121, CH0122, C50.128,
C50.211, C50_212, C50.218,
C50.221, C50.222, C50.229,
C50.311, C50.312, C50.310,
C50.321, C50.322, C50.329,
C50.411, CE0.412, C50.410,
C50.421, C50.422, C50.420,
C50.511, CE0.512, C50.510,
C50.521, C50.622, C50.5290,
C50.611, C50.612, C50.618,
C50.621, C50.822, C50.628,
C50.811, C50.312, C50.818,
C50.821, C50.822, C50.829,
C50.011, CE0.912, C50.910,
C50.021, C50.822, C5D.820

WWWw.isopp.org

NCCHN
NCCN Recommended Use
Category
Single-agent therapy or as a component of AC (doxorubicin and cyclophosphamide) regimen {(useful 24

in certain circumstances, in select patients with high tumor burden, rapidly progressing disease, and
visceral crisis). EC (epirubicin and cyclophosphamide) regimen (useful in certain circumstances, in
select patients with high tumor burden, rapidly progressing disease, and visceral crisis), or CMF
{cyclophosphamide, methotrexate, and fluorouracily regimen {useful in certain circumstances, in
select patients with high tumor burden, rapidly progressing disease, and visceral crisis) for recurrent
unreseciable {local or regional) or stage IV (M1) human epidermal growth factor receptor 2 {HER2)-
nagative disease that is

= hormone receptor-negative

= hormone receptor-positive with visoeral crisis or endocrine therapy refractory

@ISOPPorg

Order
Template

BRS4
BRET
BRS12
BRST2

Billing
Code

JE530,
JelTo,
JabT1
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History

* Launched in June 2008 as a medication safety initiative
* Initially available for 4 cancer types and published in a PDF format
* Developed and maintained by external consultants
* Updated every 2 — 3 years

* Currently 2,356 published templates as of February 2023

* Covers 55 NCCN Guidelines, represents 104 unique cancer types
e Published in PDF format as well as a FHIR-based XML available via API

#ISOPP2023 WWwWw.isopp.org @ISOPPorg
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Current Process

* Template libraries are updated annually by disease state in parallel
with annual and interim version updates of the NCCN Guidelines and
NCCN Drugs & Biologics Compendium

* NCCN Templates are developed and maintained by the NCCN Drugs &
Biologics team of 13 nurses, APPs (NP/PA), and pharmacists

* Multi-step review and approval before publication

* Templates built by RN = internal NCCN pharmacist review = external review
by Chemotherapy Order Templates Committee = Guidelines panel physician

* NCCN pharmacist publishes Compendium update with links to new templates

#ISOPP2023 Www.isopp.org @ISOPPorg
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Future Directions

* Expansion into pediatric disease states underway
e ALL, B-Cell Lymphoma, CNS, Hodgkin, Histiocytosis, Neuroblastoma, Wilms

* Ongoing improvements to the existing APl and XML/FHIR format
based on evolution of the HL7/FHIR and mCODE standards

* Grow existing and develop new licensed content relationships with
heath information technology (HIT) companies to improve and
facilitate quality, effective, equitable, and accessible cancer care

#1SOPP2023 www.isopp.org @ISOPPorg
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Summary

#ISOPP2023 WWW.isopp.org @ISOPPorg
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Similarities

 Started as medicines safety initiatives
* Cost and payments of treatments

* Tweaks to protocols at local sites

* Future and eP and integrations

#SOPP2023 WWWw.isopp.org @ISOPPorg
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Differences

 Availability of SACT in different countries

* Licensed
* Unlicensed
* Government funded

* Different reimbursements on different SACT in different ways
* Level of engagement from pharmacists in writing/approving/leading

#SOPP2023 WWwWw.isopp.org @ISOPPorg
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Pharmacists (per 10,000)

14
12

10

https://www.who.int/data/gho/dat

a/themes/topics/health-workforce

UK [
UsA I

Spain [N
spain I

Australia S
Australia |

- I - The National health Workforce
il Accounts database, World
© © c e © Health Organization, Geneva
> > !
c (- f—j > % (https://apps.who.int/nhwaportal,
v Z g, 6 https://www.who.int/activities/imp
© roving-health-workforce-data-
a :
and-evidence).
2010 2018
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Ask the Panel
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The future of SACT Protocols

 National SACT Protocols needed in all countries?

* Re-inventing the wheel
* Availability of SACT
* Government funding of certain treatments
* Facilities to prepare/administer different

e Sharing good practice

* Global sharing and language for EHR and eP/ePMA
* FHIR based XML via APl / mCODE / HL7
* Ensure established National SACT protocols use WW common language

#ISOPP2023 WWwWw.isopp.org @ISOPPorg




Contact Details

Netty Cracknell  nettycracknell@nhs.net

Evelyn Handel handel@nccn.org

Cristina Ibanez cibanezc@iconcologia.net

Shaun O'Connor shaun.oconnor@svha.org.au

Irene Weru iweru@knh.or. ke

Rukhsana Yusuf  yusufr@uci.edu

#ISOPP2023 WWW.isopp.org
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