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Abstract

Purpose: Previous studies have shown hematologists and
medical oncologists may not accept the financial limits set by
governing agencies on patient access to oral chemotherapy. The
purpose of this study was to capture the methods physicians
used to overcome barriers to accessing chemotherapeutic reg-
imens for their patients.

Methods: A total of 640 medical oncologists and hematolo-
gists across Canada were surveyed using a 13-item Web-based
survey tool. The survey was delivered by e-mail with three fol-
low-up reminders. After a response period of 3 months, results
were collated and analyzed with descriptive statistics.

Results: Of the 640 invitations, 568 were successfully deliv-
ered, and 183 responses were received (response rate, 32.0%).
Among respondents, 101 treated solid malignancies (565.2%), 49

Introduction
The foundation of Canada’s universal health care system is estab-
lished on equality of access to treatment. Access to cancer drugs has
been defined as “the ability to obtain recommended cancer
drug treatments in a timely manner and without financial
hardship.”'® With advances in cancer care, there has been a shift
toward orally administered drug regimens.>8 Novel antineoplastic
agents can place a heavy financial burden on patients, institutions,
and agencies. Provincial cancer agencies and hospitals pay for drugs
used in hospital such as intravenously administered chemotherapy,
whereas oral chemotherapy taken at home are not covered. Publi-
cally funded drug programs across Canada are managed indepen-
dently by each province with their own formulary and
reimbursement rules.® Cancer drug approval in Canada typically
occurs under the jurisdiction of provincial cancer agencies, with
reliance on drug advisory committees and government review
boards. Both the efficacy as per the literature and the cost-benefit
ratio of medications are taken into account. Oral chemotherapy,
unlike intravenous, is not covered, resulting in patients with cancer
in different provinces with differing access to care.? Inconsistent
access to anticancer drugs across Canada exists, despite the foun-
dation that access to care is based on need and evidence rather than
ability to pay or place of residence.”

In a previous study, it was shown that medical oncologists do
not allow priority-setting decisions to affect access to cancer

188 JOURNAL OF ONCOLOGY PRACTICE e

VoL. 9, IssuE 4

treated nonsolid malignancies (26.8%), and 33 treated both
(18.0%). To overcome funding barriers, participating oncologists
enrolled patients onto clinical trials (90.5%), used compassionate
access programs (96.1%), and made special requests to gov-
ernment (91.8%). Other methods included writing false claims on
forms to fit funding criteria for drugs (31.1%) and using leftover
drug supplies (31.0%). Physicians felt their inability to obtain
unfunded medications had a negative impact on their patients’
clinical outcomes (56.0%) and psychosocial quality of life
(73.0%). Only 28.5% of physicians contacted their governing
body with concerns about oral chemotherapy funding.

Conclusion: Canadian physicians use numerous methods to
obtain unfunded oral chemotherapies, including falsifying claims
on access forms and submitting special requests to government
agencies. Further study is warranted to explore the disconnec-
tion between policymakers and physicians with regard to funding
of oral chemotherapies.

drugs from which they feel their patients would benefit.2 How-
ever, the methods physicians use to overcome limitations im-
posed by funding bodies has not been studied extensively. In
addition, the amount of time a medical oncologist or hematol-
ogist spends on administrative work for funding can have a
significant toll on his or her practice, taking away from direct
care and other activities. In a previous qualitative study in which
46 medical oncologists from Ontario were interviewed, the fol-
lowing types of measures used were identified: lying on forms,
using local hospitals to cover the drugs, and appealing to
other government funding programs.> The frequency of
these measures and overall impact on a large scale have not
been assessed. Such approaches can be viewed as unethical
because they breach the standard of available care in a juris-
diction. Perceived harms of such practices include patient
exposure to medications that lack similar efficacy (ie, using
out-of-country medications) and increased cost of medical
care if toxicity ensues. Many institutions across Canada have
employed specialists for the role of drug access coordinator
(DAC) to assist with the significant burden of barriers to
cancer drugs. A DAC supports patients in finding ways to
cover the cost of their medications or accessing drug pro-
grams when needed. Health professionals such as social
workers, nurses, and other allied professionals perform the
role of a DAC in addition to their required duties.

Copyright © 2013 by American Society of Clinical Oncology




This study was a nationwide study across Canada, surveying
all practicing oncologists and hematologists, to assess the meth-
ods used to obtain unfunded oral chemotherapy and quantify
the proportion of physicians using each of these alternative
means. Furthermore, the impact on time and resources was
assessed.

Methods

Participants

Licensed medical oncologists and hematologists across Canada
were identified through the use of publically available medical

directories. A total of 640 physicians were surveyed using a
confidential Web-based survey tool.

Survey Development

The validity of the survey questions has not been evaluated, but
the questions are similar to those used by Berry et al? in their
qualitative study of Ontario oncologists and priority-setting
decisions. The survey was developed in collaboration with and
piloted by medical oncologists, pharmacists, and hematologists;
further consultation with the survey development unit was
completed.

Demographics

To account for differences in the amount of direct patient care,
demographic characteristics, including total years spent in
hemarology/oncology practice as well as number of half-day
clinics per week, were collected. In addition, the province in
which each physician practiced was recorded to determine if
interprovincial differences existed as a result of independent
funding programs.

Resources

To determine the amount of time physicians spent on obtain-
ing unfunded oral drugs for patients, we asked physicians how
many hours on average were spent per working week in the past
year on obtaining funding and whether their institutions had a

DAC.

Approaches

To quantify the use of a variety of methods to obtain access to
unfunded oral chemotherapy, a Likert scale question was devel-
oped (weekly, monthly, every 6 months, annually, never, do not
know) to allow respondents to select the frequency of using
given methods to access drugs. The top seven methods identi-
fied by data from the Berry et al? study and physician experience
at St Michael’s Hospital (Toronto, Ontario, Canada) were:
one, shipping drugs from other countries; two, referring pa-
tients to other countries for treatment; three, enrolling patients
onto clinical trials; four, filing false claims on forms or dicta-
tions to fit funding criteria for drugs; five, using leftover drug
supplies from other patients; six, completing special request
forms to government agencies; and seven, using compassionate
access program. Compassionate access programs refer to pro-
grams that provide access to new and unapproved drugs when
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no other treatments are available. These are provided through

single-patient access and for patients not enrolled onto a clinical
trial.

Impact

We determined the impact of physicians’ inability to obtain
provincial reimbursements for expensive, unfunded medica-
tions on direct patient care by asking a subset of questions with
the possible responses of positive impact, no impact, or negative
impact. Specifically, we asked whether physicians perceived an
impact on their physician-patient relationships, patients’ clini-
cal outcomes, or patients’ psychosocial quality of life. Similarly,
questions pertained to what type of impact (improved access,
no impact, or impaired access) the following had on patients’
drug access: patients’ socioeconomic status, patients having pri-
vate drug insurance, and media coverage of new cancer drugs.

Solutions

A Likert scale (ranging from very likely to very unlikely) was
used to assess whether respondents felt the following would
improve patients’ access to oral chemotherapy medicine: direct
engagement of treating physicians in funding decisions about
new medicines, increased patient awareness of all options for
therapy (funded and unfunded), increased media attention to
heighten public awareness of gaps in medication funding, and
increased funding for public agency drug access programs (eg,
Trillium program). Ontario’s Trillium program ensures no one
pays more than 5% of his or her household income for oral
chemotherapy. These approaches to improve drug access were
selected based on institutional consensus during survey devel-
opment. Finally, we asked whether the responding physician
had contacted his or her provincial governing body with con-
cerns about funding for oral chemotherapy.

Survey Procedure

The survey was administered in December 2010 through an
e-mail message, with a link to the survey contained the ques-
tions described. Three additional e-mail reminders were then
subsequently sent. Responses were collected from December
2010 to February 2011.

Statistical Analysis

Descriptive statistics were performed to analyze the data and
were presented as proportions, means, or medians. Preplanned
subgroup analysis included differences based on practice loca-
tion. This study was approved by the St Michael’s Hospital
Research Ethics Board.

Results
Demographics

A majority of respondents were based in an academic setting
and practiced in either Ontario (n = 905 49.7%), British Co-
lumbia (n = 24; 13.3%), Quebec (n = 18; 9.9%), or Alberta
(n = 19; 10.5%; Table 1). Of all responding physicians, 101
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Table 1. Demographics of Medical Oncologists and
Hematologists (N = 183)

Demographic No. %
Sex
Female 101 60.5
Male 66  39.5
Practice setting
University based 134 80.2
Comprehensive cancer center (not university affiliated) 17 10.2
Community based 18 10.8
Province of primary practice
Alberta 19 10.5
British Columbia 24 13.3
Manitoba 9 5.0
New Brunswick 4 2.2
Newfoundland and Labrador 2 1.1
Nova Scotia 10 5.5
Ontario 90 49.7
Prince Edward Island 2 1.1
Quebec 18 9.9
Saskatchewan 3 1.7
Treats
Solid malignancies 101 55.2
Nonsolid/hematologic malignancies 49 26.8
Both 33 18.0
Years spent in practice
0-4 31 18.6
5-9 36 216
10-25 71 42.5
>25 29 174
No. of half-day clinics per week*
<3 28  16.8
3-6 108 64.7
>0 31 18.6

Hours spent per working week on obtaining
drugs for patients*

0 S &3

1-4 97  64.2

5-9 22 14.6

> 10 27 17.9
Practices at institution with drug access coordinator

Yes 93 61.6

No 58 384

Has contacted provincial body with chemotherapy
funding concerns

Yes 52 28.5
No 115 62.8

* In past year on average.

treated solid malignancies (55.2%), 49 treated nonsolid malig-
nancies (26.8%), and 33 treated both (18.0%).
Resources

Sixty-four percent of physicians spent an average of 1 to 4 hours
obtaining funding for oral drugs for patients per week, and
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61.6% indicated their institution had a DAC. Approximately
15% of physicians spent an average of 5 to 9 hours per week on
obtaining funding for oral drugs, and an additional 17.9% of
physicians spent more than 10 hours per week on obtaining
funding for oral drugs.

Approaches

Methods to obtain access to unfunded oral chemotherapies
ranged from enrolling patients onto clinical trials to referring
patients to other countries for treatment (Fig 1). The frequency
and use of each method in the past year was noted (Appendix
Table A1, online only). Respondents in the past year used com-
passionate access programs (96.1%) and special request forms
to government agencies (91.8%) to obtain access to unfunded
chemotherapy regimens. Of all physicians who responded,
31.0% admitted to false claims on forms or dictations to fit
funding criteria for drugs. The frequencies of reported use of
false claims on forms or dictations to fit funding criteria for
drugs in the past year were weekly (1.9%), monthly (7.0%),
every 6 months (19.6%), and annually (3.2%).

Impact

The perceived psychosocial and clinical implications of not ob-
taining oral chemotherapies for patients are summarized in Ta-
ble 2. This included an inability to prescribe the treatments
physicians preferred, which negatively affected patient out-
comes and psychosocial quality of life. However, physicians felt
this did not affect their physician-patient relationships. Factors
perceived as increasing patients” access to publically unfunded
medications were private insurance and media coverage,
whereas low socioeconomic status was prohibitive (Table 2).

Solutions

There was general agreement that improvements to drug fund-
ing would occur if physicians were directly involved in govern-
ment priority-setting decisions (81.5% responded this method
would very likely improve access; Appendix Fig Al, online
only). However, only 28.5% of physicians had contacted their
provincial governing body with concerns about funding for oral
chemotherapy within the past year (Table 1). Additional solu-
tions included increased funding for public agency drug access
programs (90.4%) and increasing patient awareness of available
drug options (70.1%). Forty-eight percent of physicians felt
that increasing media coverage of funding gaps would improve
access.

Regional Differences

Regional differences across Canada were compared according
to the six-region model of British Columbia, the Prairies (Al-
berta, Saskatchewan, and Manitoba), Ontario, Quebec, Atlan-
tic Canada (New Brunswick, Prince Edward Island, Nova
Scotia, and Newfoundland and Labrador), and Northern Can-
ada (Yukon, Northwest Territories, and Nunavut; Appendix
Table A2, online only). Compassionate access programs, special
request forms to government agencies, and enrolling patients
onto clinical trials were highly used across all regions of Canada.

Copyright © 2013 by American Society of Clinical Oncology
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Figure 1. Responses to question: “In the past year, have you used the
following to gain access to unfunded oral chemotherapy treatment?”

Eleven percent of physicians in Quebec reported shipping drugs
from other countries compared with 20.8% of physicians in
British Columbia. The highest rate of referring patients to other
countries was in Ontario (38.0%), followed by Atlantic Canada
(10.0%), the Prairies (16.1%), British Columbia (12.5%), and
Quebec (11.1%). Of all physicians situated in Ontario, 40.2%
had made false claims on forms or dictations to fit funding
criteria. This method was used to a lesser degree in Atlantic
Canada (30.0%), the Prairies (19.3%), Quebec (16.7%), and
British Columbia (4.2%).

Interpretation

This study illustrates that accessing unfunded chemotherapy is
a concern significantly affecting the daily clinical practice of
prescribing physicians. Our findings suggest medical oncol-
ogists and hematologists heavily rely on compassionate ac-
cess programs (96.1%) and special request forms to
government agencies (91.8%) to obtain access to unfunded

chemotherapy regimens. Of all physicians surveyed, 31.1%

admitted to false claims on forms or dictations to fit funding
criteria for drugs. It is speculated that this is a conservative
estimate because of self-report.

Because medical oncologists and hematologists wish to pro-
vide the optimal care for patients with the most effective agents
possible, it is not surprising many alternatives are exhausted to
overcome barriers to unfunded drugs physicians feel are life
saving, prolong disease progression, or improve quality of life.
More than half of physicians surveyed felt that their inability to
obtain expensive unfunded medications for their patients neg-
atively affected their patients’ clinical outcomes, and 72.8% felt
that this had an impact on patients’ psychosocial quality of life.
However, most physicians had not expressed their concerns to
governing bodies.

This study expands on the methods that physicians use to
obtain drugs, such as using leftover drug supplies or gaming the
system.? Our findings assert that clinicians do not accept limits
to drugs from which they feel their patients would benefit. This
may lead to nonstandardized chemotherapy regimens for pa-
tients despite comparable cancers and can be dependent on
physicians’ ability and efforts to overcome barriers. A previous
study suggested that external factors such as media coverage can
influence priority-setting decisions.'® Our findings show that
almost half of physicians believed it had no impact, whereas
38.0% believed it improved access. This difference may be the
result of differing effectiveness of lobbying bodies based on
different disease types, with the great success of breast cancer
lobbying bodies as an example in the funding of intravenous
trastuzumab.!©

The impact of physicians’ inability to obtain unfunded med-
ications for their patients” psychosocial quality of life and over-
all care has been noted in previous studies.!'-'4 Patients with
low incomes who do not meet eligibility requirements for pub-
lic insurance may face significant financial distress.!" Studies
have shown physicians may avoid disclosure of expensive anti-
neoplastic therapies to patients with lower socioeconomic status
who are not covered through private insurance.'>'4 Physician
parameters such as practicing in an academic or community

Table 2. Factors and Impact of Inability to Obtain Unfunded Medications for Patients (n = 158)

Negative
Positive Impact No Impact Impact Do Not Know
Factor No. % No. % No. % No. %
Inability to obtain expensive unfunded medications for
patients has impacted:
Your physician-patient relationships, trust, 10 6.3 85 53.8 49 31.0 14 8.9
credibility
Your patients’ clinical outcomes, overall survival, 7 4.4 33 20.9 88 55.7 30 19.0
toxicity, and adverse effects
Your patients’ perceived psychosocial quality of life, 5 3.2 23 14.6 115 72.8 15 9.5
anxiety, depression
Factors that affect patients’ drug access
Patients’ low socioeconomic status 12 7.6 26 16.5 116 73.4 4 2.5
Patients having private drug insurance 138 87.3 12 7.6 6 3.8 2 1.3
Media coverage of new cancer drugs 60 38.0 75 47.5 8 51 15 9.5
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setting as well as links to pharmaceutical companies and fund-
ing agencies play a role in drug access.

With 19 public and a myriad of private drug plans across
Canada, interprovincial inequalities are bound to exist in access

to chemotherapy.! A lack of pan-Canadian standards results in
no standard uniformity for coverage or cost of cancer drugs in
each province.® Changing oncologic practices in drug regimens
add to provincial differences in cancer approaches. Descrip-
tively, differences were found in the proportion of medical on-
cologists and hematologists in each province who used methods
to overcome funding barriers. For example, in comparison with
British Columbia, two provinces cover fewer than half of the 21
new cancer drugs.!5

In terms of coverage, the three westernmost provinces (Brit-
ish Columbia, Alberta, and Saskatchewan) publically cover all
cancer drugs taken at home, whereas provinces such as Ontario
cover drugs depending on patient eligibility criteria.! If a drug is
listed on the formulary, patients are fully covered without de-
ductibles. However, in the seven other provinces, coverage
ranges significantly.'> Some, but not all, provinces have imple-
mented catastrophic drug insurance schemes that cover out-of-
hospital drug treatment costs exceeding a certain threshold.!¢
Disparities exist because of the limitations on accessing listed
drugs rather than the selection of drugs on a formulary, such as
eligibility restrictions, higher out-of-pocket costs, and drug use
restrictions. In addition, provinces such as Alberta are better
able to afford health care investments compared with Ontario
and Nova Scotia.’® There was a trend in regional differences,
with unconventional methods to obtain access to unfunded oral
chemotherapy used less frequently in western compared with
eastern provinces.

These issues reflect broader issues in the Canadian health
care systems managed at the provincial level and are a result of
the failure to include pharmaceuticals in health insurance
plans.'® Potential reasons for these differences are fiscal trans-
fers, large income disparities among provinces, and complicated
politics.’® Other Organisation for Economic Co-operation and
Development countries provide universal health care programs
that cover pharmaceuticals.’® The Canadian health care system
can be generalizable to other nations relying on public taxes for
funding or those facing rising cancer drug costs.

The health care system in Great Britain, the National Health
Service, is entirely public, funded from the general budget and
delivered by government institutions. European countries that
rely exclusively on private health insurance are able to achieve
universal coverage for their citizens.'® The United States has a
complex system of taxpayer-financed insurance schemes that
coexist with a private insurance sector. Some Americans are left
without insurance coverage because they have pre-existing con-
ditions, do not qualify for government programs, cannot afford
to buy insurance, or have employers do not provide health
benefits.!6

Our findings may be limited by the response rate of 32.0%;
however, this is typical of most physician surveys, especially
Web- and e-mail-based surveys.'7:'8 Another significant limi-
tation is response bias; physicians may overestimate their fre-
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quency or use of various means to gain access to unfunded oral
chemotherapies. It is quite high that 17.9% of physicians re-
ported spending more than 10 hours—more than a full work-
day— completing paperwork to obtain funding for oral
chemotherapy for patients. As with any self-administered ques-
tionnaire, responses are self-reported and can only capture phy-
sicians’ interpretations, which may not reflect the true nature of
physicians’ practice. Although this is important to note, it is
crucial to take into consideration the views of physicians. Bar-
riers to unfunded oral chemotherapy can take a toll on practice
workloads and be morally distressing, which ultimately affects
physicians’ role as care providers. Caution was taken to ensure
anonymity for the respondents and encourage candor in re-
sponses. However, nonresponse biases may exist; nonre-
sponders may have chosen not to respond because they may not
have problems obtaining drugs, they may have been deterred by
some of the confrontational questions, or they may have had
other time-consuming demands. The distribution of respon-
dents, however, was nationwide.

A majority of respondents were located in an academic set-
ting, which may not be reflective of the entire medical oncolo-
gist and hematologist population in Canada. This is most likely
actributed to the lack of protected time for community-based
practices for nonclinical use. A bias exists because physicians
who practice in large, academic institutions are more likely to
participate in clinical trials that use expensive agents and thus
are more likely to recommend them to patients. Nevertheless, it
has been suggested physicians based in an academic setting may
be more able to predict future trends of drug-regimen care.!®
Despite these limitations, this study shows that the nationwide
issue of drug access is significant. This adds to the evidence of
physicians who have voiced profound concerns.>>

Discussion

Our findings demonstrate that physicians do not accept re-
strictions set by provincial agencies and spend a significant
proportion of their time obtaining access to unfunded oral che-
motherapies. The study has captured methods currently used to
access unfunded expensive anticancer drugs nationally. Physi-
cians feel their inability to obtain drug access has negatively
affected patient outcomes and quality of life. Funding for cer-
tain drugs may lessen how much clinicians work around gov-
erning agencies’ funding systems. Greater awareness of differing
access to oral chemotherapy may provide an avenue for discus-
sion and promotion of a uniform nationwide drug formulary.
Potential solutions to address this issue include direct engage-
ment of physicians in decisions and public awareness of gaps in
funding. As the cost of more-effective cancer treatments con-
tinues to outstrip the funds available, knowledge exchange
among all stakeholders and collaborative action seem indicated.
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Appendix

Table A1. Question: In the Past Year, on Average, How Often Have You Used the Following to Gain Access to Unfunded Oral
Chemotherapy Treatment? (n = 158)

Frequency
Every 6 Do Not
Weekly Monthly Months Annually Yes Never Know
Method No. % No. % No. % No. % No. % No. % No. %
Shipping drugs from other 2 1.7 4 2.5 7 4.4 16 10.1 29 18.7 124 78.5 5 3.2
countries
Referring patients to other 0 0.0 3 1.9 16 101 28 17.7 47 29.7 111 70.3 0 0.0
countries for treatment
Enrolling patients onto clinical trials 35 22.2 56 35.4 45 28.5 8 5.1 144 91.2 15 9.5 0.0
False claims on forms or dictations 3 1.9 iR 7.0 31 19.6 3.2 50 31.7 104 65.8 2.5
to fit funding criteria for drugs
Using leftover drug supplies from 3 1.9 13 8.2 25 15.8 9 8.7 50 31.6 103 65.2 5 3.2
other patients
Special request forms to 59 37.3 46 29.1 33 20.9 8 5.1 146 92.4 12 7.6 0 0.0
government agencies
Compassionate access programs 41 25.9 68 43.0 40 25.3 3 1.9 162 96.1 6 3.8 0 0.0
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Table A2. Provincial Differences in Methods Used to Obtain Access to Oral Chemotherapies*

British Atlantic
Columba Prairies Ontario Quebec Canada
(n = 24) (n = 31)t (n = 92) (n = 18) (n =10)%
Method No. % No. % No. % No. % No. %
Compassionate access programs
Yes 22 91.7 25 80.6 82 89.1 13 722 10 100
No 1 4.2 9.7 1 1.1 1 5.6 0 0.0
Do not know 1 4.2 9.7 9 9.8 4 222 0 0.0
Special request forms to
government agencies
Yes 18 75.0 24 77.4 81 88.0 13 72.2 10 100
No 5 20.8 12.9 3 3.3 1 5.6 0 0.0
Do not know 1 4.2 9.7 8 8.7 4 22.2 0 0.0
Enrolling patients onto clinical trials
Yes 20 83.3 25 80.6 78 84.8 14 77.8 80.0
No 3 12.5 9.7 6 6.5 0.0 20.0
Do not know 1 4.2 9.7 8 8.7 222 0 0.0
Shipping drugs from other
countries
Yes 5 20.8 5 16.1 15 16.3 2 1.1 2 20.0
No 18 75.0 22 80.0 65 70.7 12 66.7 7 70.0
Do not know 1 4.2 4 12.9 12 18.0 4 222 1 10.0
Referring patients to other
countries for treatment
Yes 3 12.5 5 16.1 35 38.0 2 11.1 2 20.0
No 20 83.3 23 74.2 49 58.8 12 66.7 7 70.0
Do not know 1 4.2 3 9.7 8 8.7 4 222 1 10.0
False claims on forms or dictations
to fit funding criteria
Yes 1 4.2 6 19.3 37 40.2 3 16.7 3 30.0
No 21 87.5 22 80.0 44 47.8 10 55.6 70.0
Do not know 2 8.3 3 9.7 ihl 12.0 5 27.8 0 0.0
Using leftover drug supplies from
other patients
Yes 2 8.3 6 19.4 35 38.0 4 222 30.0
No 21 87.5 22 80.0 44 47.8 10 72.2 60.0
Do not know 1 4.2 3 9.7 13 141 4 5.6 10.0
* No respondents were situated in Northern Canada (Yukon, Northwest Territories, and Nunavut).
T Includes Alberta, Manitoba, and Saskatchewan.
1 Includes New Brunswick, Newfoundland and Labrador, Nova Scotia, and Prince Edward Island.
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Figure A1. Likelihood of survey respondents to use listed methods to improve patient access to oral chemotherapy medicine.

JOURNAL OF ONcoLOGY PRACTICE e VoOL. 9, ISSUE 4 Copyright © 2013 by American Society of Clinical Oncology




