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Patient Respondents Profile: 

180 metastatic, breast cancer patients responded to the survey in English and French. 

In this submission, CBCN specifically utilizes the data provided by 90 Canadian, 
metastatic, hormone receptor (HR)-positive, HER2-negative breast cancer patients who 
responded to our survey. 

The respondents all identified as female and primarily (58) spoke English as a first-
language, with 16 speaking French as a first language, and 5 respondents selecting other 
as their first language (split between Hungarian, Russian, German, Dutch and Serbo-
Croatian), with 10 respondents undeclared. The majority of respondents were from 
Ontario (33) and 16 from Quebec, British Columbia (7), Alberta (7),  Saskatchewan (6), (4) 
from Manitoba, , 1 from Nova Scotia, 1 from New Brunswick, and 1 from Newfoundland 
and Labrador. The remainder did not specify their province of residence. 

Most of the respondents (31) were between the ages of 40-49 when diagnosed,  
21 respondents were in the 50-59 age range, 15 were between 60-69 years of age and 14 
were between 30-39 years, 3 were between 20-29, and the remainder were undisclosed. 

Most respondents were in a relationship (60), while 16 declared themselves as single, and 
the rest did not specify their relationship status. Most of the patients (60) had children, 
with the majority (39) with children 20 years or older, 17 had children between the ages of 
13-19, 14 had children between 6-12 years of age, 5 had children 2-5 years of age, and 1 
had children below 1 year. 

 

CBCN’s 2012 Metastatic Breast Cancer Patient and Caregiver Survey Report: An 
online survey, conducted in collaboration with ReThink Breast Cancer, was distributed to 
patients living with metastatic breast cancer and their caregivers. No patients surveyed 
had experience with the treatment under review. Survey questions comprised of a 
combination of scoring options and free form commentary. Patients were contacted 
through the membership databases of CBCN and other patient organizations. 

• 71 patients participated in the survey 

• 16 caregivers participated in the survey 

Key informant interviews: Phone interviews were conducted in May 2021 with a 
metastatic breast cancer patient living with hormone receptor-positive, HER2-negative, 
PIK3CA- mutated breast cancer and had direct experience with the treatment under 
review. 
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Printed sources: A review was conducted of current studies and grey literature to identify 
issues and issues and experiences that are commonly shared among many women living 
with breast cancer. 

3. Disease Experience 

Metastatic breast cancer is the spread of cancerous cell growth to areas of the body other 
than where the cancer first formed, and is often more severe. It is most commonly spread 
to the bones, but can include the lungs, liver, brain and skin. Current treatment options for 
metastatic breast cancer are only effective at prolonging progression-free disease, and 
most cases of advanced disease will progress and symptoms will worsen. Patients with a 
diagnosis of metastatic breast cancer understand the limitations of current treatment 
options and seek to live their remaining months and years with the best possible quality of 
life that they can achieve. 

Patients with hormone-receptor positive breast, HER2 negative breast cancer make up 
approximately 70 percent of breast cancer cases. Endocrine therapy-including the use of 
cyclin-dependent kinase 4 and 6 (CDK 4/6) inhibitors- are the standard treatment for 
patients with HR-positive, HER2 negative, advanced breast cancer. However, resistance 
to endocrine-based therapies remains a challenge. 1 

Approximately 40 percent of patients living with HR-positive, HER2-negative breast 
cancer have the PIK3CA mutated gene. These mutations are often associated with more 
aggressive tumour growth, resistance to endocrine treatment and a poor overall 
prognosis. 2 

The Physical Impact of Metastatic Breast Cancer 

How the disease presents itself through symptoms, how it progresses, and how it is 
experienced varies by patient, but many effects of metastatic breast cancer represent a 
significant or debilitating impact on their quality of life. In our 2012 Metastatic Breast 
Cancer Patient and Caregiver Survey (2012 Survey), patients were asked what impact 
cancer-related symptoms had on their quality of life: 

· 54% of patients reported that fatigue resulted in a significant or debilitating impact, and 
40% reported some or moderate impact; 

 
1 Veronica Wendy Setiawan, Kristine R. Monroe, Lynne R. Wi kens, Laurence N. Kolonel, Malcolm C. Pike, Brian E. Henderson, 

Breast Cancer Risk Factors Defined by Estrogen and Progesterone Receptor Status: The Multiethnic Cohort Study, American 
Journal of Epidemiology, Volume 169, Issue 10, 15 May 2009, Pages 1251–1259, https://doi.org/10.1093/aje/kwp036 

 
2
Lea Mollon, Alejandra Aguilar, Elizabeth Anderson, Joni Dean, Lisa Davis, Terri Warholak, AyalA. Aizer, Emma Platt, Aditya Bardiy

and Derek Tang 
Abstract 1207: A systematic literature review of the prevalence of PIK3CA mutations and mutation hotspots in HR+/HER2- 
metastatic breast cancer 
Cancer Res July 1 2018 (78) (13 Supplement) 1207; DOI: 10.1158/1538-7445.AM2018-1207 

 



 
 
 
 

 

CADTH Patient Input Template  
October 2020 4 

· 39% of patients reported that insomnia resulted in a significant or debilitating impact, and 
46% reported some or moderate impact; 

· 37% of patients reported that pain resulted in a significant or debilitating impact, and 
44% reported some or moderate impact. 

These results were further reinforced in our 2017 Metastatic Breast Cancer Patient Survey 
(2017 Survey). 

The Social Impact of Metastatic Breast Cancer 

The impact of this disease spreads across all aspects of a patient’s life, restricting an 
individual’s employment and career, ability to care for children and dependents, and their 
ability to be social and meaningfully participate in their community. When asked in the 
2012 Survey what kind of impact living with metastatic breast cancer has had on their 
quality of life: 

• Among those who were employed, 71% of patients identified significant restrictions to 
their ability to work; 

• Among those with children or dependents, 21% identified significant restrictions and 
53% reported some or moderate restrictions to their caregiving responsibilities; 

• 49% of patients identified significant restrictions and 38% identified some or moderate 
restrictions to their ability to exercise; 

• 42% of patients identified significant restrictions and 42% identified some or moderate 
restrictions to their ability to pursue hobbies and personal interests; 

• 41% of patients identified significant restrictions and 41% identified some or moderate 
restrictions to their ability to participate in social events and activities; 

• 22% of patients identified significant restrictions and 52% identified some or moderate 
restrictions to their ability to spend time with loved ones. 

Other experiences identified by patients included: guilt, the feeling of being a burden on 
caregivers, fear of death, poor body image, not knowing what functionality will be lost, fear 
of the impact of cancer and the loss of a parent on children, not knowing what will happen 
to children, the loss of support of loved ones, as well as marital stress/loss of fidelity and 
affection from husband. 
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4. Experiences With Currently Available Treatments 

The Goals of Current Therapy 

The goals of current treatment options for metastatic breast cancer include controlling the 
progression of the disease (extending life), and reducing cancer-related symptoms 
(extending or stabilising quality of life). Treatment options and effectiveness vary among 
type of cancer, location of cancer, and how symptoms are experienced. 

For patients with advanced hormone-receptor positive, HER2-negative breast cancer 
initial treatment typically involves sequential use of multiple lines of endocrine-based 
therapy. Current front-line therapy is usually an aromatase inhibitor in combination with a 
CDK 4/6 inhibitor. If there is disease progression after this there is no specific standard of 
care therapy.  Current clinical practice aims to maintain quality of life for as long as 
possible in patients with advanced cancer before switching to chemotherapy.  

In our 2017 Survey, the majority of respondents  experienced metastases to their bones, 
liver and lungs. Twelve percent of metastatic patients reported metastases to their brain 
while 20% reported metastases to other body parts-including ovaries, pancreas and scalp. 
Most of the HR-positive, HER2-negative, metastatic breast cancer patients (90) patients 
had or were receiving hormone therapy, 73 patients had surgery, 66 patients had been or 
were currently being treated with chemotherapy, and 63 patients had or were receiving 
radiation therapy. 

Key Factors for Decision-Making Around Treatment 

Respondents in our 2017 Survey indicated that the following key factors influenced their 
decision-making around treatments: 

1. Effectiveness of the treatment – how well the treatment stabilized their disease and 
delayed progression of their disease. 

2. Prolonging life without sacrificing quality of life – being able to maintain productive, 
active lives with minimal disruption to daily routines. 

3. Side effect management – minimizing risk while stabilizing their disease. 

4. Cost and accessibility of treatments – affordability and ease of accessing treatments. 

Treatment efficacy: 

When asked how important progression-free survival was in considering treatments, the 
HR-positive metastatic patients in our 2017 Survey revealed that efficacy of the treatment 
is critical to their decision-making. Fifty-six percent of them indicated that progression-free 
survival of less than 3 months was important or very important, 68% indicated that 
progression-free survival of 3-5 months was important or very important and 85% 
indicated that progression-free survival of 6 months or longer was important or very 
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important. When asked about overall survival, 95% of the HR-positive metastatic patients 
indicated that overall survival was important or very important when considering treatment 
options. 

Metastatic patients in our 2017 Study also spoke on the importance of effectiveness in 
their decision-making anecdotally: 

“Effectiveness in patients similar to myself” -Patient respondent 

Effectiveness is most important and then all other things being equal - least side effects”-
Patient respondent 

“The most important factors for me are progression free survival and quality of life.” -
Patient respondent 

“Anything to prolong my survival and maintain quality of life.” -Patient respondent 

“Survival is of upmost importance to me.” -Patient respondent 

Quality of life: 

Quality of life was routinely cited by patients as a key factor in making treatment 
decisions. In our 2017 Survey, 87% of the HR-positive metastatic breast cancer patients 
revealed that quality of life was important or very important to them when considering 
treatment options. 

This concern was reiterated anecdotally: 

 
“Quality of life as well as keeping progression at bay. ”-Patient respondent 
 
“Always quality of life. If I am to suffer greatly then no that is not what I want. ”-Patient 
respondent 
 
“How it will affect the quality of life I currently experiencing, truth is I will never be the 
person I was before Stage IV”-Patient respondent 
 
“Quality of Life is of primary importance”-Patient respondent 
 
“Quality of life is more important to me than quantity.  I want what time I have left to be 
somewhat of a life.  I don't want to spend the whole time being so sick that I am 
incapacitated”-Patient respondent 
 
“Mainly progression free survival and quality of life are the most important factors.” -
Patient respondent 
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“I want to live as long as possible with a good quality of life. ”-Patient respondent 

Patient willingness to tolerate treatment side effects: 

In our 2012 Metastatic Patient and Caregiver Survey, the responses to what level of side 
effects and how much impact on one’s quality of life would be worth extending 
progression-free disease by six months was shown to be determined at the personal level. 

When asked to rate how much impact different symptoms of cancer and cancer treatment 
would be considered tolerable: 

• Almost two-thirds of patients indicated that when it comes to fatigue, nausea, 
depression, problems with concentration, memory loss, diarrhea and insomnia, some or a 
moderate impact on one’s quality of life would be considered acceptable, and 
approximately one quarter of patients indicated that a strong or debilitating impact would 
be considered acceptable. 

• 70% of patients indicated that when it comes to pain, some or a moderate impact on 
one’s quality of life would be considered acceptable, and 27% of patients indicated that a 
strong or debilitating impact would be considered acceptable. 

Similar responses were also found in our 2017 Survey. The majority of HR-positive 
metastatic breast cancer respondents indicated that pain, fatigue, nausea, lack of 
concentration, diarrhea, insomnia, and hair loss were very acceptable or somewhat 
acceptable symptoms in exchange for 6 months or less of benefits from breast cancer 
treatment. The majority of HR-positive metastatic respondents indicated that depression 
as a symptom in exchange of 6 months or less of benefits from breast cancer treatment 
was somewhat acceptable (53% respondents) Similarly, the majority indicated the 
memory loss would be somewhat acceptable (61% of respondents) When it came to the 
symptom of vomiting, only 45 % of HR-positive metastatic respondents indicated that it 
would be somewhat acceptable.  

These responses were also related anecdotally: 

“Risks vs benefits. Some adverse side effects are worth the benefits for short term.” -
Patient respondent 

“I can deal with pretty significant side effects if the outcome of treatment is optimistic” 
Patient respondent 

The financial burden of treating and managing breast cancer: 

The financial burden associated with living with advanced breast cancer extends far 
beyond any loss of income during a temporary or permanent absence from employment. 
In addition to the loss of income during illness, metastatic breast cancer patients can incur 
substantial costs associated with treatment and disease management. 
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Research on the financial impact of breast cancer on patients identified the following:  

• 80% of breast cancer patients report a financial impact due to their illness. 

• 44% of patients have used their savings, and 27% have taken on debt to cover costs.3 

These findings were consistent with the responses in our 2012 Survey: 

• Nearly one-third of patients indicated that the cost of medication, the cost of alternative 
treatments (i.e. massage, physiotherapy, etc.) to manage symptoms and side effects, and 
the time required to travel to treatment had a significant or debilitating impact on their 
quality of life. 

• 24% of patients indicated that the costs associated with travel had a significant or 
debilitating impact on their quality of life, and 41% of patients indicated that it had some or 
moderate impact on their quality of life. 

In our 2017 Survey, 52% of HR-positive, metastatic patients indicated that the cost of 
prescription medications had a significant or some impact on their treatment decision-
making and quality of life. 

Other financial barriers that metastatic breast cancer patients mentioned include: not 
qualifying for insurance at work, inability to change employers due to loss of insurance, 
and the prohibitive cost of new treatment options. 

“Many of the next step treatments are very expensive [and not covered by government 
programs] and it is a HUGE struggle to get [coverage]. […] When dealing with an 
incurable disease the last thing you want to have to do is spend time on a letter writing 
campaign to argue about whether or not you should receive the drugs [recommended by 
your physician]. At about $1500.00 a week, I don't know many who can afford that.” -
Patient respondent 

“Always a concern as you never know if the next drug will be covered or how long it takes 
to get approval from private coverage. Many times it delays treatment and this weighs on 
one's mind” -Patient respondent 

“I feel that Canada is slow in getting access to premium drugs” -Patient respondent 

“When I turn 65 I will no longer have private insurance. I will not be able to afford the 
medication I currently take never mind any future medication that I may require.” -Patient 
respondent 

 
3 Janet Dunbrack, Breast Cancer: Economic Impact and Labour Force Re-entry. Canadian Breast CancerNetwork, 2010 
 



 
 
 
 

 

CADTH Patient Input Template  
October 2020 9 

“I worry that in the future, a drug that may work for me won't be accessible to me based 
on provincial formulary.” -Patient respondent 

“It is expensive. Private insurance is working but not the answer.” -Patient respondent 

“The lack of support is a Health Crisis - people are dying because the cost of treatment is 
not covered.” -Patient respondent 

Patient Access to Local Resources and Supports During Treatment 

When living with cancer, many patients experience significant barriers and challenges 
around availability of health care services and quality childcare in their community. In 
response to the 2012 Survey questions about the availability of supports such as 
childcare, transportation and alternative treatments in their community: 

• Among patients with children or other dependents, 53% indicated that there is minimal or 
no access to appropriate care for their loved ones when they are experiencing debilitating 
symptoms related to their cancer, and 40% identified barriers to accessing quality care 
during cancer treatment. 

Patient Willingness to Tolerate Risk 

When asked in the 2012 Survey about their willingness to tolerate risk with a new 
treatment: 

• 34% of respondents were willing to accept serious risk with treatment if it would control 
the disease 

• 45% of respondents were willing to accept some risk with treatment 

• 21% of respondents were very concerned and felt less comfortable with serious risks 
with treatment 

Need for Personal Choice 

What was revealed in the responses to the open ended question, and which was 
confirmed in the key informant interviews, is that it is imperative that women with 
metastatic breast cancer have access to, and the option of what drugs they take. Most 
patients are well aware of the adverse effects of treatment up front and they want to make 
a personal choice that works for them. Metastatic breast cancer patients expressed the 
need for personal choice and autonomy in our 2012 Survey as well as in the 2017 Survey: 

“I think patients (ESPECIALLY young patients) should be given more decision making 
power in terms of access to radical treatments to control disease. […] With two small I am 
determined to access any treatment that can extend my life and I hate struggling with 
doctors for this access.” – 2012 Survey 
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“I believe that I would prefer to tolerate severe restrictions in the quality of my life, if it 
meant that I would be able to have a longer period without progression.” – 2012 Survey 

“It would be nice to have more choices and more information about them. I was lucky to 
get on a clinical trial perhaps because my oncologist was a research oncologist and 
involved in many. While I knew friend and acquaintances that had Stage IV BC and never 
informed of clinical trials, and sadly several did not survive the disease.” – 2017 Survey 

“Accessibility to new drugs- not limiting choices.” – 2017 Survey 

“Complete access to drug treatment choices and trials.” – 2017 Survey 

5. Improved Outcomes 

For metastatic patients, extension of progression-free survival (PFS) is of critical concern. 
Like any other treatment for metastatic breast cancer, patients have an expectation that 
alpelisib (Piqray) plus fulvestrant will extend their progression-free survival with good 
quality of life. This is based on data from the Phase III SOLAR-1 trial showing that 
progression-free-survival was nearly twice as long (11 months) in patients with PIK3CA 
mutations receiving alpelisib compared to the placebo group (5.7 months).  

The overall response rate was 35.7% for patients with a PIK3CA mutation receiving 
alpelisib combined with fulvestrant versus only 16.2% for patients receiving fulvestrant 
alone, indicating that just over one-third (36%) of patients with measurable PIK3CA 
mutations responded to alpelisib plus fulvestrant and experienced at least a 30% 
reduction in overall tumour size.  

Adverse Effects 

The SOLAR-1 trial showed that alpelisib used in combination with fulvestrant was well 
tolerated by patients. Commonly reported side effects included: hyperglycaemia, nausea, 
decreased appetite, and rash. 

The patient that was interviewed by CBCN shared that while she had side effects from 
alpelisib, they were largely manageable with time. Patient 1 shared that while she did 
experience significant side effects from the treatment, she did not find it to be debilitating.  

“Now that it’s been two years since I’ve been on it, I have a much better handle on it now” 

Impact of Treatment Options to Patients 

By delaying the progression of the disease, this treatment can relieve cancer-related 
symptoms, and improve a patient’s quality of life. When living with no or with minimal 
cancer-related symptoms, and with minimal side effects from the treatment, patients are 
able to reduce the impact of cancer on their ability to care for children and dependents, 
continue with their employment and earn income, spend time with loved ones and 
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participate in their life in a meaningful way by engaging in social activities, travelling, 
maintaining friendships, and pursuing personal interests. 

The patient we interviewed on alpelisib indicated that alpelisib has been a more preferable 
treatment compared to other treatments such as chemotherapy. 

Value to Patients 

The value to patients of extending the time that their cancer is progression-free cannot be 
overestimated. Patients living with metastatic breast cancer are aware that their advanced 
disease will progress with worsening symptoms until death, and embrace opportunities to 
try new treatments, even if benefits may be as little as a six month extension of 
progression-free disease. It is also very important for patients to have good quality of life 
when receiving treatment for metastatic disease. Patients that we speak to on a regular 
basis acknowledge the importance to have the energy to attend their children’s activities 
and to spend time with family and friends.  
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6. Experience With Drug Under Review 

 

Patient Profile: 
 
CBCN connected with a patient from the United States with experience on the treatment: 
 
Patient 1- is a 42 year old woman, diagnosed at age 38 with de novo metastatic breast cancer, 
HR+, HER2-, ductal and lobular carcinoma in March 2017. She has both the ATM germline 
mutation and PIK3CA mutation. She has previously been treated with four cycles of Adriamycin 
and Cytoxane, followed by two years of Palbociclib (Ibrance) and letrozole. She has been on 
Alpelisib as of August 2019. 

 
 
The Impact of the Treatment on the Disease 
The patient expressed her gratitude at having access to this treatment. Patient 1 noted her 
personal satisfaction with the treatment, it’s impact on her metastatic disease and noted her 
oncologists confidence in using the therapy.  
 
“Piqray is actually keeping the cancer under control even better than Ibrance did…. We looked 
at a couple of other things, my doctor and I, but because I had the mutation, the whole idea of 
precision medicine and focusing on the weak spots in the cancer specifically, that was why my 
doctor felt like it would be the best way to go.” Patient 1 
 
“It’s been more effective than anything else I’ve been on.  So my tumour markers came down 
precipitously in the very first month.  And they fluctuate, but we could see a change after the 
very first PET scan, significantly.  Mets that had remained active for years on Ibrance were 
gone.”   
 
“When I was diagnosed, I had a super high disease load. So I went from so much disease to 
stability on Ibrance, but there was still a lot of active mets.  And now I have one active mets.  So 
it really was effective on the mets.”  
 
Assessing Risks Associated with the Treatment 
The patient discussed the adjustment period she had with the treatment. She experienced 
hyperglycemia, nausea and fatigue and how she has been able to manage these side effects. 
While the overall tolerability of her side effects fluctuated, she ranked her quality of life on Piqray 
as mid-range once she adjusted to the medication.  
 
“I think there’s always a learning curve, and I feel that the Piqray learning curve was longer for 
me than it was for Ibrance. And now that it’s been two years since I’ve been on it, I have a much 
better handle on it now.  “ 
 
“I’m one of the administrators of a support group on Facebook of everyone who is on Piqray, 
and we have people in the group who were on the original trial.  So it is a drug that people seem 
to be able to stay on for a good amount of time, despite the side effects and some of the 
difficulty in managing them. “  
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“But outside of the hyperglycemia, pretty intense fatigue. For the hyperglycemia, I’m on 
Jardiance, and that’s kept the hyperglycemia under control.  I do get a fair bit of nausea as well, 
and I’ve got a variety of medications that I take at different times of the day to keep the nausea 
under control.  The fatigue:  I drink a lot of coffee, and I’ve had to adjust my activity levels.  The 
fatigue has been something that has been a side effect of every medication I’ve been on, so I 
feel that that’s a side effect that I’ve become a little bit more able to handle. “  
 
“Going on Piqray, it {quality of life} definitely dipped below a five and was around a four.  I would 
say that I’ve clawed my way back to that six area after being on it for a few months and getting 
used to the side effects.” 
 
“The change has definitely affected my productivity.  Not destroyed it, but it’s taken a hit.  I’ve 
had to step back from some things that I was doing because of the fatigue.” 
 
Patient 1 noted that the side effect profile of the treatment was ultimately worth it for her if it 
could continue to control her cancer as it has.  
 
“I have to say that if the medication is going to be effective in controlling the cancer, there are 
not many side effects that would be completely unacceptable.  At this point in my cancer 
treatment, the hyperglycemia was not something that I was excited about, but I’ve been able to 
manage it.  So again, I’m just not sure that any side effects would be categorically unacceptable 
because my goal is to have the cancer be under control or dead as much as possible.  Having 
the side effects be something that can be managed—like fatigue is something that I can 
manage—that’s acceptable to me.” 
 
Alternatives To The Treatment  
The patient noted that she was continuing to monitor other options for managing her metastatic 
disease.   
 
“My doctor and I have been watching the PARP inhibitors Lynparza That was definitely an 
option.  “ 
 
“Trying out a different CDK4/6 inhibitor.  I was only on Ibrance, and so there’s still Kisqali and 
Verzenio available.  Xeloda was one of the other ones that my doctor talked about.  Those are 
all still available in my arsenal for later.” 
 
She also elaborated on the value of having access to Piqray, and to a precision oncology 
therapy beyond the standard therapies available for metastatic hormone-receptor positive 
breast cancer.  
 
“It means that I have another option.  it means that if my body doesn’t respond to something 
else, Piqray is an option.  Having something that targets a mutation, having something that 
targets something that is specific to my cancer makes it more likely that my cancer will respond.  
And that’s the goal all the way around.” 
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The Social and Financial Impact of the Treatment 
As the patient accessed the medication in the United States she did not discuss the financial 
impact of the treatment but she did specifically address what having access to Piqray meant to 
her and her family.  
 
“I think the biggest thing is having options that are specific to mutations equals longer lives for 
people with terminal cancer, and I think that that’s really important.”  
 
 
7. Companion Diagnostic Test 

At this time, PIK3CA mutation testing is only available through select clinical testing programs 
and is not implemented routinely in breast cancer care in Canada.  

Accessing testing and treatment is of great importance for hormone-receptor-positive breast 
cancer patients with a PIK3CA mutation.  It is imperative that all HR-positive, HER2-negative 
metastatic/advanced breast cancer patients who could benefit from this therapy are being 
identified and offered genomic profiling to assess their eligibility for treatment with Piqray.  It is 
critical that access to adequate oncogenomic testing does not create a barrier for access to 
effective therapies for metastatic patients.  

 

8. Anything Else? 

Is there anything else specifically related to this drug review that CADTH reviewers or the expert 
committee should know?   
 

We note that Piqray, as a precision oncology therapeutic, treats cancer patients based on the 
presence of a specific tumour biomarker. We hope that CADTH will consider continuing to 
engage the manufacturer and other stakeholders to develop novel approaches to support 
translation into models of assessment for potential value in clinical practice in Canada. 

Funding this type of molecularly targeted therapeutic would provide an important therapeutic 
option for metastatic and advanced breast cancer patients whose tumors test positive for a 
PIK3CA-mutation and are in need of further treatment options. 

  





 
 
 
 

 

CADTH Patient Input Template  
September 2020 16 
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Position: Director of Health Policy and Public Affairs 
Patient Group: Canadian Breast Cancer Network 
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home cancer treatment. With 60% of all new cancer drugs being developed with oral formulations, this 
issue urgently needs to be resolved through policy change. Traditionally, cancer treatments were 
administered to patients by an IV in the hospital. Over the past 15 or so years, an increasing number of 
effective cancer treatments can be taken at home by pill or injection. Take-home cancer medications are 
now a fundamental part of today’s cancer treatments and should be recognized equally within our health 
care systems. Patients requiring an intravenous treatment can start that medication as soon as needed 
and don’t face any financial or administrative burdens provided the drug is included on the provincial 
formulary.   

However, when take-home cancer medications are prescribed, patients in Ontario and the 
Atlantic provinces, who are under 65, and lack adequate private insurance, have to apply to a variety of 
funding assistance programs and ultimately pay a significant deductible or co-pay from their personal 
savings. In some cases, the cost to the patient might be as high as $23,400 annually, based upon Nova 
Scotia’s Family Pharmacare Program. To qualify for assistance programs, patients and their families have 
to submit significant amounts of personal and financial information and often face weeks of stressful delay 
in starting their cancer treatment until the paperwork and approvals are resolved. 

Even for patients with private drug insurance, the reality is that many face significant co-pays, 
deductibles or annual/lifetime caps. For example, some private insurance plans have a cap of $2,000 for 
prescription drugs for the entire year. The majority of take-home cancer drugs cost more than $20,000 
per year. Two-tiered pharmacare in Ontario and the Atlantic Provinces discriminates on the basis of age, 
income, geography, cancer type, and cancer treatment, and is financially ruining many lives. 

A survey6 of over 1,600 Nova Scotians, commissioned by the CanCertainty Coalition, 

demonstrates that drug coverage for cancer patients is a serious and growing problem.  

 More than half (57 percent) of Nova Scotians expect the provincial health care system will pay for 

take-home cancer medications. In reality, patients will ultimately pay a significant deductible or 

co-pay from their personal funds. 

 Three out of five people in Nova Scotia (60 percent) said they would consider leaving the 
province if faced with having to pay for their cancer drugs. Only seven percent could afford 

monthly drug costs of over $200. 

 

 

4. Experiences With Currently Available Treatments 

 

Take-home cancer drugs (THCD) are medications used for the active treatment of cancer and are 
usually dispensed for administration in the home (e.g., oral chemotherapy). These drugs have become a 
standard treatment for many cancers and present opportunities for patients, providers, and the health 
system. However, flaws in our current drug coverage system result in some patients not being able to 
access these treatments. 

 The term “financial toxicity” describes the distress and hardship arising from the financial burden 
of cancer treatment. Even in counties with government funded universal healthcare, financial toxicity is an 
issue for cancer patients and their families. Financial toxicity comes in many forms: out-of-pocket costs, 
lost income, travel expenses etc. Patients may deal with their financial burden by delaying or foregoing 
care. They may take less medication than prescribed, utilize over-the-counter drugs in place of prescribed 
medications, decline procedures, and skip appointments in an attempt to defray costs. The combination 
of high drug prices, particularly of oral targeted anticancer drugs, and increased cost sharing has made 
patients more vulnerable to medication non-adherence. Patients who are younger, have lower income, 
and are uninsured appear to be at greater risk of medication non-adherence. Although government 
funded public healthcare exists in many very high development index countries, financial toxicity is still 

                                                 
6 Strategic Directions. Cancertainty & Strategic Directions IVR Report. 2017. Available at: 

https://d3n8a8pro7vhmx.cloudfront.net/cancertainty/pages/119/attachments/original/1490212245/CanCertaintySurv

ey October2016.pdf 
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common among cancer patients and caregivers. The evidence suggests that those with a shorter time 
since diagnosis, not currently working, and with more severe cancers have higher rates of financial 
toxicity, including stress and strain7.  
  

An unfunded oral oncology drug is financially toxic compared to a funded IV oncology drug. The 
disease experience of cancer patients that require oral drugs is a dual track of disease and economic 
hardships. After receiving their diagnosis, deciding on a medication, and dealing with the side effects, 
patients in Ontario and the Atlantic provinces have to consider the financial side of their diagnosis. 
“Hearing that you have cancer is devastating. Finding out that you can’t pay for the medication that will 
make you well is catastrophic. It doesn’t have to be this way” ( , Ontario).  

 
The financial side of cancer treatment is unnecessarily burdensome. “When you are going through 

any kind of sickness, whatever the severity of it, the last thing you should have to worry about is your 
medication cost” ( , Ontario). In addition to dealing with cancer, and not being well enough to work, 
patients in Ontario and the Atlantic provinces spend days on end, sometimes months, wading through 
paperwork in order to get approval for coverage of the oral chemotherapy that has kept them alive. 
Because some cancer treatments are not automatically funded, treatment is delayed for many patients. 
They wait weeks for government approval before dealing with insurance companies and pharmacies to 
receive their prescription. Patients often pay out-of-pocket for the first few weeks of their treatment, which 
they may not be reimbursed for. “My doctor prescribed a new drug that is not covered by the government 
therefore I had to find insurance to cover it which costs around $5000.00 a month, I came up with 
insurance to cover it but I had to pay the pharmacy first then the insurance would reimburse me some 
time later. My problem I do not have the $5000 to pay out let alone wait till they reimburse me”  ( , 
Ontario).  

“Cancer isn’t fair, but access to treatment should be!” ( , Ontario).  
 

5. Improved Outcomes 

 

 

 

6. Experience With Drug Under Review 

CanCertainty’s focus for this submission is on issues related the distress and hardship arising from 
the financial burdens associated with cancer treatment. If alpelisib were to be reimbursed for patients with 
breast cancer, there would be some patients under 65 in Ontario and Atlantic Canada that would face 
significant financial and administrative barriers in accessing treatment. 

  

7. Companion Diagnostic Test 

N/A 

8. Anything Else? 

Equitable Access 

We recommend that pCODR, when assessing and reporting on implementation issues with 
respect to alpelisib, examine the issues of equitable access across all Canadian jurisdictions.  

Safety  

With respect to implementation, we believe pCODR should also examine the issue of safety with 
respect to take-home cancer drugs. From 2006 to 2001, it is estimated that Ontario’s computerized 

                                                 
7 Longo, C.J., Fitch, M.I., Banfield, L. et al. Financial toxicity associated with a cancer diagnosis in publicly 

funded healthcare countries: a systematic review. Support Care Cancer 28, 4645–4665 (2020). 
https://doi.org/10.1007/s00520-020-05620-9 
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provider entry system, the Oncology Patient Information System (OPIS) prevented 8,500 adverse drug 
events, 5,000 physician office visits, 750 hospitalizations, 57 deaths, and saved millions in annual 
healthcare costs. But, this system is only used for only IV Drugs8.  As a result, patients requiring take-
home cancer drugs (THCD) in Ontario are (currently) subject to significant safety challenges, and health 
systems are subject to significant annual costs (physician office visits, hospitalizations etc).  

In Ontario, dispensing and delivery models for THCD have been documented to be inconsistent 
and pose serious safety concerns for patients and their families. Some patients receive their medication 
from hospital pharmacies, some from specialty pharmacies, and some from community pharmacies that 
lack specialization and training in the handling of toxic cancer medications. This contrasts with the robust 
guidelines and clear processes that have been developed for intravenous cancer drugs (IVCD) where 
delivery is more comprehensive, organized, safer and patient-centred than THCD. There are numerous 
known safety and quality deficits related to the current method of community dispensing of THCD 
including incorrect dosing and handling, limited monitoring and non-adherence (which can lead to under 
or overdosing), serious toxicity, morbidity, and mortality. Patient lives and well-being are at stake. Ontario 
urgently needs to reform its systems for THCD dispensing that embed high-quality, safe practices that 
recognize the unique aspects of these drugs.  

In April 2017, Cancer Care Ontario organized the Oncology Pharmacy Task Force with the 
mandate to advise Cancer Care Ontario (CCO) on how to enhance the current system for THCD delivery 
to optimize quality and safety; and subsequently, to deliver a report to the Ministry of Health and Long-
Term Care (MOHLTC) based on the findings of the Task Force. The Task Force included representatives 
from patient advocacy groups, pharmacy and pharmacist associations, regulatory and standard setting 
organizations, and subject matter experts. On March 25th, 2019 the report was completed and published 
on the CCO website, but there has been no follow up or action taken to the many important 
recommendations. The report Enhancing the Delivery of Take-Home Cancer Drugs in Ontario (March 
2019) can be found at:  

https://www.cancercareontario.ca/sites/ccocancercare/files/guidelines/full/1 CCO THCD Report
25Apr2019.pdf 

CanCertainty suggests that pCODR examine the issues of safety and dispensing when 
examining and reporting on issues concerning pan-Canadian implementation of alpelisib.  

 

 

                                                 
8 eHealth Ontario. Cancer Care Ontario and eHealth Ontario Partner to Deliver Safer Chemotherapy Treatment. 

Toronto, ON: 2011. Available at: https://ehealthontario.on.ca/en/news/view/cancer-care-ontario-ehealth-ontario-

partner-to-deliver-safer-chemotherapy 
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Online patient surveys were conducted between March 31 and April 8, 2021. The 
surveys asked questions about the impact of breast cancer on the lives of patients, the 
effect of current treatments and their willingness to accept side effects for improved 
health outcomes. The survey also included questions directed to patients with Piqray 
treatment experience. Potential respondents were identified through messages to 
Rethink Breast Cancer’s mailing list as well as the Young Women’s Network and 
partner organizations. Messages were also posted on Facebook and Twitter as well as 
the Cancer Connection and Cancer Survivors Network online discussion forum. 

 

A total of 24 women completed the patient survey. Of these respondents, 4 are from Canada 
(representing British Columbia and Ontario) and 20 are from the United States. Six of the 
respondents in this group agreed to participate in telephone interviews with staff members to 
discuss their treatment experience and elaborate on their feedback. 

 

 

3. Disease Experience 

CADTH involves clinical experts in every review to explain disease progression and treatment goals. Here 
we are interested in understanding the illness from a patient’s perspective. Describe how the disease 
impacts patients’ and caregivers’ day-to-day life and quality of life. Are there any aspects of the illness 
that are more important to control than others? 

 

All 24 respondents are post-menopausal women who have been diagnosed with HR-
positive, HER2-negative, advanced or metastatic breast cancer with a PIK3CA 
mutation. All of the respondents also have treatment experience with Piqray and 
received Piqray in combination with fulvestrant. 22 respondents reported that they had 
been treated with an aromatase inhibitor prior to receiving Piqray, while 2 were unsure. 
20 respondents were treated with a CDK 4/6 inhibitor prior to receiving Piqray; 4 were 
not. In total, 18 respondents completely match the indication for this review.  
 
2 respondents were diagnosed in 2018, 4 were diagnosed in 2017, 3 were diagnosed in 
2016, 7 were diagnosed between 2011-2015, and 8 were diagnosed in 2010 or earlier. 
 
11 respondents are currently receiving third-line treatment or higher, 6 are receiving 
treatment after recurrence, 5 are receiving second-line treatment, 1 is receiving first-line 
treatment and 1 has had no evidence of disease for six months or less. 
 

 

4. Experiences With Currently Available Treatments 

CADTH examines the clinical benefit and cost-effectiveness of new drugs compared with currently 
available treatments. We can use this information to evaluate how well the drug under review might 
address gaps if current therapies fall short for patients and caregivers. 

Describe how well patients and caregivers are managing their illnesses with currently available 
treatments (please specify treatments). Consider benefits seen, and side effects experienced and their 
management. Also consider any difficulties accessing treatment (cost, travel to clinic, time off work) and 
receiving treatment (swallowing pills, infusion lines). 

 











 
Comments include: 
 

• The reality is - if you have cancer, none of the drugs are without side effects. 

• It gave me another year and a half or so without having to go to chemo. 
 
 
 
 
 
 
PIK3CA Treatment Option 
 

Respondent feedback about the mental or emotional value of having a dedicated 
treatment option for PIK3CA-mutated breast cancer was inconclusive. Respondents 
were broadly split about whether Piqray helped their mental or emotional well-being. 
 
Comments include: 

• Absolutely, without this drug I would be going through lines of treatment more 
quickly. About 40% of MBC have this mutation that up to now had no good 
treatment option. 

• After reading A LOT about Piqray, I was very nervous to start taking it. 

• This specific mutation is being attacked and that really made me feel good. And 
that was one reason why I was willing to put up with a lot in order to stay on that 
drug. 

 
 
 

7. Companion Diagnostic Test 

If the drug in review has a companion diagnostic, please comment. Companion diagnostics are laboratory 
tests that provide information essential for the safe and effective use of particular therapeutic drugs. They 
work by detecting specific biomarkers that predict more favourable responses to certain drugs. In 
practice, companion diagnostics can identify patients who are likely to benefit or experience harms from 
particular therapies, or monitor clinical responses to optimally guide treatment adjustments. 

What are patient and caregiver experiences with the biomarker testing (companion diagnostic) associated 
with regarding the drug under review? 

Consider: 

• Access to testing: for example, proximity to testing facility, availability of appointment. 

• Testing: for example, how was the test done? Did testing delay the treatment from beginning? Were 
there any adverse effects associated with testing? 

• Cost of testing: Who paid for testing? If the cost was out of pocket, what was the impact of having 
to pay? Were there travel costs involved? 

• How patients and caregivers feel about testing: for example, understanding why the test happened, 
coping with anxiety while waiting for the test result, uncertainty about making a decision given the 
test result. 

 

 



Piqray has a companion diagnostic, which is used to identify PIK3CA mutations. Of our 
respondents:  
 

79% of respondents (n=24) have received genomic testing of their tumor – 21% 
received a blood test, 21% had their tumor biopsied, and 37.5% received both a blood 
test and a biopsy. Most respondents were tested for a PIK3CA mutation after their 
cancer became metastatic (30%) or when previous lines of treatment failed (52%). 

 

One of the Canadian patients we interviewed by telephone shared her experience with 
a companion diagnostic for the P1K3CA mutation to determine eligibility in a clinical 
trial. Her longest wait times were for a biopsy time and then waiting for results, recalling 
her wait time for a biopsy was about 3 weeks and her wait time for the results was about 
4 weeks. The clinical trial nurse phoned her with the results and her treatment started 
quickly after that. Reflecting back on the experience with companion diagnostic testing, 
she shared: 

  
“The biopsy itself took several hours and was challenged by getting enough of a sample for 
analysis.  In one case the sample sent to Switzerland; the more recent sample was sent to 
California. In both cases I asked that, depending on sample availability, enough material be 
collected for a Foundation One analysis. My thinking was that if I didn’t qualify for the clinical 
trial, ie. have the mutation, then I would submit a sample for analysis to Foundation One. Cost 
was an issue.  
  
I think access to liquid biopsy would improve the  information flow assuming the blood biopsy 
provides adequate information. I also think it’s important to have access to Foundation One 
testing when tumours become resistant to treatment. Knowledge and information are power and 
can help with decision making recognizing that there may not be effective treatments available. 
It would help with finding clinical trials. 
  
I had a reasonable understanding of why the test was happening. At that time it was the only 
way to get the mutation confirmed. What was more difficult was understanding how the biopsy 
would be done and what it would feel like. The radiologist was excellent and clear in his 
explanation however given the location of my tumours, it is quite a rigorous and somewhat 
painful process.  
  
I was excited, nervous, and anxious while waiting for the results. Excited because we were 
moving forward with getting what felt like better information. Nervous because of the unknown, 
uncertain path forward. And anxious because time was passing without a treatment plan. I have 
a low tumour burden and keeping it low is key to my ongoing survival and health.”  
 

8. Biosimilar 

If the drug in review is a biosimilar (also known as a subsequent entry biologic), please outline any 
expectations or concerns held by patients, caregivers, and families about the biosimilar. If the biosimilar 
was less expensive than the brand name drug, what would the impact be for patients, caregivers, and 
families? 
 

9. Anything Else? 



Is there anything else specifically related to this drug review that CADTH reviewers or the expert 
committee should know? 

 

When asked if they would recommend Piqray to other patients with breast cancer, 
17 of 18 respondents who matched the full indication for this review said that 
they would. The lone dissenter indicated that she would rather use Piqray as a last 
resort. Respondents emphasized that they were willing to tolerate side effects for a drug 
like Piqray that could potentially control disease progression. However, they also 
acknowledged that managing these side effects could be a significant challenge. 
 
Asked to elaborate, respondents commented: 
 

• Piqray is kicking my cancer’s butt and I have a relatively decent quality of life. I do 
encourage women to keep their oncologist informed of side effects, to get a dose 
reduction when possible and to drink a lot of water. 

• If it’s your only option before IV chemo, then it certainly doesn’t hurt to give it a try. 

• I finally bought a calendar … after I started in Piqray. I had been scared to plan anything. 

• I would suggest they try it but they need to be closely monitored for side effects. 

• Piqray controlled my cancer for almost a year and a half, which was a pretty long time, 
and my side effects were manageable. This treatment was easier to handle than most I’d 
been on. 

• It’s very manageable; you can manage the side effects and it really works. It really slows 
down the cancer. 

• This is not an “easy” drug to take given the many and sometimes difficult SE that occur. 
That said it is the only drug out there targeting this mutation which makes it extremely 
useful and worth pursuing. 

• Is it worth it? Well yeah. Here I am. I thought I would be dying now. I’m not. 
 

 
  






