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Cancer drug waste jeopardizes sustainability
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Climate
change

Shortages



Redispensing unused

oral anticancer drugs
(ROAD)

From the patient at home back to the
pharmacy
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How to deal with legal issues

Falsified Medicines Directive
Prohibits redispensing unused drugs by patients within the supply chain

» Sealed packaging (light, humidity, authenticity)

Formal waiver
By Dutch Ministry of Health for a trial

m Ministry of Health, Welfare and Sport
= Radboudumc



ROAD study

Multicenter trial in 4 Dutch hospitals

Enclosed in sealed packaging with temperature indicator

Study population

Adult patients using an oral anticancer drug with a
clinical diagnosis of (blood)cancer

* Recruitment by the outpatient pharmacy

Effect
Cost savings

Environmental impact

Exploratory Research in Clinical and Social Pharmacy 15 (2024) 100493

Contents lists available at ScienceDirect

Exploratory Research in Clinical and Social Pharmacy

ELSEVIER journal homepage: www.elsevier.com/locate/resop

Barriers and facilitators to implement the redispensing of unused oral
anticancer drugs in clinical care: A hybrid-effectiveness type I study

Elisabeth M. Smale - , Eva W. Verkerk ", Eibert R. Heerdink "+, Toine C.G. Egberts ",
Bart J.F. van den Bemt "', Charlotte L. Bekker

Contents lists available at ScienceDir

Research in Social and Administrative Pharmacy

ELSEVIER journal homepage: www.slsevier.com/locate)rs

Key factors underlying the willingness of patients with cancer to participate
in medication redispensing

E.M. Smale , T.C.G. Egberts ““, E.R. Heerdink », B.J.F. van den Bemt “*, C.L. Bekker ™




ROAD intervention
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Dispensed medication
Enclosed in sealed packaging with temperature
indicator

Returning unused medication
Patients are requested to return unused drugs

Assuring drug quality

- Unopened seal (light, humidity, authenticity)
- Remaining shelf-life > 6 months (integrity)

- Storage according to SmPC (integrity)

Redispensing medication of verified quality
Reimbursing the price payed by the original payer

Radboudumc



ROAD participants

Gender [no. (%)]
Male 622 (58.1)
\ Female 449 (41.9)
2426 Eligible patients approached Age [years]
Median (IQR) 70 (62 —75)
Consent N Center [no. (%)]
agreement Academical centers 655 (61.2)
1203 Excluded Teaching centers 416 (38.8)
— 602 Declined participation Indication [no. (%)]
601 Did not respond Solid cancers 548 (51)
Hematological cancers 523 (49)
1223 Intention to participate in redispensing OAD [no. (%)]
Targeted therapies 655 (61)
152 Excluded Cytotoxic agents 255 (24)
73 Had OAD discontinued prior to start Endocrine therapy 152 (14)
— 22 Died Immunosuppressants 91 (8)
15 Patient visits to other pharmacy
42 Other/unknown OAD onset [no. (%)]
< 6 months 347 (32)
1071 Included in redispensing 7 — 24 months 338 (32)
_ > 24 months 386 (36)
Participation duration [months]
OAD: oral anticancer drug Median (IQR) 12 (7 — 12)

Smale et al. JAMA Oncol. 2024.

Radboudumc



ROAD study results

patients (16%)

\

J

returned unused drug packages

\

J

packages were redispensed

68% waste reduction

QUALITY DISAPPROVAL (=90%*)

Shelf-life<émnd -
TTI missing / temp breach _
Damaged packaging _
Seal packaging opened _

0 20 40 60
DRUG PACKAGES

* Mulitple criteria could apply per package

Smale et al. JAMA Oncol. 2024.
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ROAD cost savings

Table 2. Mean Net Annual Cost Savings Attained Per Patient Associated With Redispensing Oral Anticancer Drugs vs Standard Practice
(eg, Disposal of Unused Drugs) and Influence of Quality Assurance Procedure

Redispensed OADs Patients with redispensed OAD(s) Annual mean per patient vs standard practice, (95% CI)*
Quality procedure No. % (95% CI) No. % (95% CI) Costs; € Benefits; € Net cost savings; €
Base case® 228 1.7 (1.6-1.9) 128 12.0(11.0-12.9) 37 (35-38) 613 (481-746) 576 (444-709) [
Single-use TTI® 228 1.7 (1.6-1.9) 128 12.0(11.0-12.9) f0(6/-73) bls (46l-/46) 543 (41l1-676)
Optimized quality 250 1.9(1.8-2.0) 141 13.2(12.1-14.2) 9(8-9) 663 (527-800) 655 (518-791)
procedure?
Visual check only® 335 2.6(2.4-2.7) 171 16.0(14.8-17.1) 1(1-1) 816 (64-968) 814 (663-967)

Research

JAMA Oncology | Original Investigation

Cost Savings and Waste Reduction Through Redispensing
Unused Oral Anticancer Drugs
The ROAD Study

Elisabeth M. Smale, PharmD; Bart 1. F.van den Bemt, PharmD, PhD; Eibert R. Heerdink, M5, PhD;
Ingrid M. E. Desar, MD, PhD: Toine C. G. Egberts, PharmD, PhD; Charlotte L. Bekker, M5, PhD;
for the ROAD Study Group



ROAD Savings Burdens

Avoided production and incineration of

OAD packages

environmental impact
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ROAD 2.0 ongoing

13/14
hospitals

patients
invited

patients
consented




Dutch guideline on redispensing

= Redispensing receives multidisciplinary support

= Dutch Association of Hospital Pharmacists (NVZA) developed

multidisciplinary guideline

Position Paper Redispensing of oral oncolytics

“rely on approved quality process and manage accountability”

Federatie . ..
Medisch Richtlijnendatabase

Specialisten
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Standpunt Heruitgifte van orale oncolytica

[ Download richtlijn

Standpunt Heruitgifte van orale Startpa?ma - Standpunt Heruitgifte van orale
oncolytica oncolytica



Next steps

Ultimate goal
Redispensing as standard
practice in 2025

» Legislation
» EU partnership




ROAD international symposium
November 14-15, Nijmegen, the Netherlands
Join and bring your oncology pharmacist

Free registration
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