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Section 1 — General Information
Name of the drug: biosimilar infliximab (Celltrion Healthcare)
Indication of interest: rheumatoid arthritis
Name of patient group: Arthritis Consumer Experts
Name of the primary contact for this submission:

Name of author (if different):

Patient group’s contact information:
feedback@jointhealth.org
604-974-1366
Unit 210-1529 West 6th Avenue
Vancouver, BC
V6J 1R1
www.jointhealth.org
Permission is granted to post this submission: Yes
Section 1 – About your Patient Group
Canada’s largest, longest running national arthritis patient organization headquartered in
Vancouver, BC, Arthritis Consumer Experts (ACE) provides free, science-based information
and education programs in both official languages to people with arthritis. ACE serves
people living with all forms of arthritis by helping them take control of their disease and
improve their quality of life through education and (em)powerment. Founded and led by
people with arthritis, ACE also advocates on arthritis health policy issues, through ACE’s
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JointHealth™ family of programs and the Arthritis Broadcast Network, directly to
consumers/patients, media and government. ACE operates as a non-profit in a fully
transparent manner and is guided by a strict set of guiding principles, set out by an advisory
board comprised of leading scientists, medical professionals and informed arthritis
consumers. Ultimately, we are guided by the needs of our members, who are people living
with arthritis, and their caregivers.
Link to website: www.jointhealth.org
Section 2 – Information Gathering
The information was gathered from patients living with rheumatoid arthritis who completed
ACE’s patient input survey on SurveyMonkey from October 6, 2020 to October 14, 2020.
Section 3 — Disease Experience
3.1 How does the disease impact the patients’ day-to-day life and quality of life?
Rheumatoid arthritis (RA) has a significant effect on the lives of people living with it and
they constantly consider the state of their disease and decide what they can, or more likely,
cannot, cope with or achieve, how they can go about their daily lives, and how much help
they may need along the way.
•

•
•
•
•
•
•

Patient A: Living with RA since November of 1996. They have RA, osteoarthritis,
osteoporosis, diabetes, plural infusion of the left lung, anxiety, fatigue and
depression. “I am not doing what I feel I should be doing, it takes longer to do day
to day tasks; I always feel some level of discomfort.”
Patient B: Living with RA for 18 years. “Unpredictability of symptoms make it
difficult to plan. Fatigue and pain affect how much I can do.”
Patient C: Living with RA for 3.5 years. “I experience significant fatigue and pain.
Am not able to do everything I would like to do in a day.”
Patient D: Living with RA for 3 years. “Fatigue and sore hands, wrists, and feet.
Hard to cook and clean. I always have to ask family members to help me with
household chores.”
Patient E: Living with RA for 30 years. RA limits many activities due to pain and
stiffness. They have RA, pulmonary fibrosis, chronic neutropenia, drug-induced
high blood pressure, and dry eyes.
Patient F: Living with RA for 24 years. “It is a daily challenge to accept limitations
affecting the use of my hands and knees.” They also get pain in their other joints.
Their quality of life has been improved with treatment and medications.
Patient G: Living with RA for 11 years and is no longer able to work and receives
CPP disability. “I am in constant pain and feel miserable. My husband is retired so
he is able to do the shopping, cleaning, and laundry. A lot of my time is spent
travelling between doctors and health-related appointments.” She also has
fibromyalgia, myasthenia gravis, and asthma.
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Patient H: A caregiver to someone living with RA for 32 years. The person with RA
gets inflamed joints and pain. They also have difficulty walking.
Patient I: Living with RA since 1980. “Severely limits me in day to day life and
reduces my quality of life. I need to constantly take meds throughout the day. I
work in a low-level professional job, earning less money than I could if I didn’t
have a chronic illness, because I can’t put in the hours. I have had countless hand
surgeries making me less dexterous on the keyboard for office work." Any
medication that controls inflammation, chronic pain, and stiffness will be helpful.
Patient J: Living with RA for 18 years. “Limited movement, joint pain, muscle
weakness, chronic fatigue, depression, limited social life due to inability to
complete normal tasks, and require assistance.”

3.2 How does the disease impact the caregivers’ day-to-day life and quality of life?
Caregivers of people living with rheumatoid arthritis have indicated that time management
is very important to them. When patients are in pain, caregivers have to help with house
chores and many other aspects of life at home.
•
•
•
•
•
•
•

•
•

•

Patient A: This patient indicated they do not have a caregiver.
Patient B: “Schedules must be adjusted to my medical appointments. Plans can be
disrupted.
Patient C: This patient indicated they do not have a caregiver.
Patient D: “I sometimes get frustrated that I have to constantly ask for help. My
family tends to forget that I cannot do the things they are able to do.”
Patient E: Their caregivers feel depressed at times.
Patient F: This patient did not provide an answer to this section.
Patient G: “It’s very hard for caregivers and it is such an unpredictable disease.
Sometimes you feel good, sometimes you feel awful, but the caregiver has no way of
knowing as RA is a silent disease. There are a lot of medical appointments to
organize and attend.”
Patient H: No particular challenges.
Patient I: “Dealing with the mental outlook of the patient with arthritis. Caregivers
are often not educated on what they can do to help the patient and often suggest
“old wives’ tales” cures. There is challenge in providing mental and physical support
for the patient.”
Patient J did not indicate any challenges exist for their caregivers.

3.3 Are there any aspects of the illness that are more important to control than others?
•
•
•
•

Patient A: “You don’t control this disease, you learn to live with it and if you are
lucky enough to find financial help and support, life is manageable.”
Patient B: “Pain, fatigue, autoimmune effects.”
Patient C: “Fatigue and pain.”
Patient D: “Pain, being able to move without pain.”
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Patient E: “Movement.”
Patient F: “Painful joints” are more important to control. Fatigue is tolerable.
Patient G: “Pain!!! And the systemic effects it has on my body.”
Patient H: “Inflamed joints, pain.”
Patient I: “Inflammation, chronic pain, and stiffness.”
Patient J: “Immune system response to turn off RA.”

Section 4 – Experiences with Currently Available Treatments
How well are patients managing their disease/condition with currently available
treatments?
•

•

•
•

•

•
•

•

Patient A: “Medication, exercise, diet, relaxation is some of what I use/do and for the
most part, it helps.” In terms of hardships in accessing current therapy, this patient
responded: The doctors and the governments decide unless you are lucky or have
money to afford them. Needs that are not met by current therapy: Someone to talk to.
Patient B: Takes “Orencia, plaquenil, aspirin, Tylenol, codeine (very small dose
occasionally).” The adverse effect that is more difficult to tolerate is feeling more
fatigue after infusion. “The nurse often has problems with placing the line and that
causes excessive pain and bruising.”
Patient C: Takes biosimilar Brenzys. “It is pretty effective, but I am not yet at “target”.”
They experience swelling and redness around the injection area. “Although I have been
doing it for many years, I still struggle with giving myself injections.”
Patient D: Takes leflunomide, methotrexate and Cimzia. “Currently in a flare, with
hand and wrist pain. Difficulty typing for work.” Find these adverse effects hard to
tolerate: fatigue and nausea. This patient does not experience difficulty in accessing
current therapies.
Patient E: Takes Humira injections. They are afraid of needles and have to get a nurse
to do the Humira injections in the back of their arms. The medication is relatively good
at controlling their symptoms and they do not experience any side effects from it.
“Treatments are costly.“ They also participate in aqua therapy.
Patient F: Taking Humira and methotrexate and find the treatments helpful in
controlling the symptoms of RA. They feel fatigue from their medication treatments.
Patient G: “I have to take multiple medications, inject myself weekly, and receive a 4weekly infusion. A lot of my time is spent going to many doctors and health related
appointments.” They are on a biologic, DMARDs, anti-inflammatory, opioids, and
steroids. The injections cause bruising on their hands and “it is very uncomfortable at
the clinic.” They added: “The medication is very expensive, and the drug company
limits how much annual co-payment they give me.”
Patient H: Taking Simponi; it is effective in controlling their RA. In regard to new
medication, they said: “My concerns are US reports of clots. I would be unwilling to
switch from Simponi as I have had no clots and it has not been suggested I might get
them. I would be unwilling to have the risk of clots as my family has heart attacks and
strokes.”
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Patient I: Currently taking Rituxan infusions, Celebrex and prednisone and so far, the
medications are effective in controlling their RA. They find it difficult to tolerate the
adverse effects of prednisone: “moon face, thin skin, thinning of the bones, and water
retention.” Current therapies are costly.
Patient J: Currently taking upadacitinib. Upadacitinib “manages all of my symptoms by
limiting inflammation, no pain, no morning stiffness, more energy, better mood, want
to complete tasks and do more, able to work.”

•

Section 5 – Improved Outcomes
•
•

•

•

•
•
•
•
•

•

Patient A: When choosing a therapy, this patient considers “financial, independence,
health, physical, and mental well-being.” They expect new treatments to be “lifechanging”.
Patient B: This patient expressed concerns about access: “Clinics don’t always have
automatic doors or the automatic doors don’t work and are never fixed. Some of the
chairs are not powered, which makes it difficult to adjust them for comfort.” When
choosing a therapy, “time and convenience” are important.
Patient C: Commenting on unmet needs, this patient said: “Not everyone in Canada
has access to a large range of therapies for RA – expensive biologics can be even
more difficult to access. Biosimilars allow for a less expensive (but equally effective)
alternative, which expands the number of patients who get access to them.”
Patient D: “I would like to feel like I did before this disease took over my life. Have
more energy, being able to do my housework and cook for family without having to
ask for help. When choosing a therapy, patients have to look at their finances and
consider their options to ensure that they have enough money to live and pay for
their medication.”
Patient E: “For me, an unmet need is home care assistance.”
Patient F: Has no unmet needs. They expect new medication to help alleviate the
discomfort in affected joints.
Patient G: Stresses the need for medications that control pain.
Patient H: Emphasizes that some patients are less controlled.
Patient I: Experiences hardships in receiving current treatment but “I tolerate them
because I know that if I don’t, I will be in extreme pain and my arthritis will come
back with a vengeance.” Current unmet needs: “More occupational therapy
counselling, counselling for coping with having a chronic illness, quicker access to see
specialists for surgeries.”
Patient J: The following are unmet needs: Affordable medications; lack of precision
in the prescribing of treatments; poor/inadequate insurance.

Section 6 – Experience with Drug Under Review
None of the patients have tried biosimilar infliximab (Celltrion Healthcare) but some
provided feedback for this section:
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Patient A: “Hope that the decision-makers know what they are doing. Unless you
have the money, your life is somewhat controlled by others.”
Patient B: “Biosimilars must work exactly as the original, or better.” They expect to
have a better quality of life from the medication.
Patient C: “I expect biosimilars to work the same as biologic originators.” When
choosing a therapy, I consider cost, time, and convenience of taking the medication.
“Finding an effective treatment can really be life changing.”
Patient D: This patient’s expectation of biosimilars: “Advantage is that they are
cheaper. Disadvantage is that there is less testing done on the products.” If the new
treatment provided desired improvements, patients and their family would be
“happier and more independent, and less inflammation leads to a healthier life as
well.”
Patient E: The medication should be “easy to get and take – perhaps something
taken monthly.” Would like the “ability to do things without having to think twice
regarding pain, effort, and energy, and have better health and no depression.”
Patient F: Expects to achieve an improvement in their quality of life, to be
independent, and gain relief from discomfort in their affected joints.
Patient G: Expects to be in less pain and inflammation and the “downstream”
damage those things do to the body.
Patient H: “Our concern are US reports of clots.” The person living with RA added: “I
would be unwilling to switch from Simponi as my family has history of heart attacks
and strokes. I have had no clots and it has not been suggested I might get them.”
Patient I: Hopes that new therapy would help control the disease and that the
benefits outweigh the costs and possible side effects. It will be ideal if it would help
me “provide some independence and normalcy back into my life so I can be more
productive and contributing member of society.”
Patient J did not provide input for this section.

Section 7 – Companion Diagnostic Test
Not applicable to this submission.
Section 8 – Anything Else?
Arthritis Consumer Experts is providing this patient input submission based on patients
living with rheumatoid arthritis who have responded to ACE’s patient input survey on
SurveyMonkey between October 6, 2020 and October 14, 2020. Our organization believes
that a new therapy for rheumatoid arthritis ultimately improve the lives of people living
with the disease.
ACE made minor grammatical corrections to input where needed but in no way altered the
meaning or intent of the input.
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inflammation in joints. When uncontrolled, this inflammation results in permanent and irreversible damage
to joints that are affected. RA is also a systemic disease meaning that other parts of the body in addition
to joints can be affected, including the eyes, lungs, and heart. RA can vary in severity from mild to very
severe. A person may experience active periods of disease (commonly known as flares or flare-ups) and
times where there is decreased activity or even inactivity (remission). While people who have RA
generally live with a number of the same symptoms, how they experience those symptoms and the
severity of their RA can be very different from person to person – RA is unique to each person who lives
with it. There is currently no cure for RA.
Symptoms that respondents indicated as having the greatest impact on their day-to-day life included joint
pain and swelling, restricted mobility, and fatigue. Symptoms also had an impact on their family and
overall quality of life, such as making career changes due to symptoms or limiting the number of children
in their family. Respondents had the following comments on how RA affects their daily living and quality of
life:
•

“I have had my right hip replaced. The left is complaining but liveable. My issues now are my
hands. Pain, and lacking the usual dexterity. Picking up a glass with my right hand is difficult. I
have significant pain in both hands and wrist that means I have restricted use of my hands. I have
been to see my doctor but he bounced me out the surgery!”

•

“Knee pain and swelling, damage of knee joint. Due to stiffness, work becomes difficult, hence
have opted for work from home. Various activities including sports and climbing stairs is not
possible which adds to frustration”

•

“Lots and lots of pain, stiffness and fatigue. I can’t run anymore or play the baritone saxophone as
it’s too heavy.”

•

“Stiffness in muscles, ligaments, and joints. Mobility limitation with severe pain. I had to change
my career as a result of RA.”

•

“It’s important to control joint degradation and limitations on mobility. I find it tough to type, do
exercises like yoga”

•

“Pain, Stiffness, mobility, fatigue, joint damage”

•

“Fatigue; pain; requirement to reduce number of hours of work and take early retirement; inability
to engage in and maintain an active social life; having to choose to have only 1 child instead of
more; unable to undertake numerous activities that I was previously able to do (sports, driving,
biking, piano playing, knitting).”

•

“Joint pain and fatigue, I can’t do repetitive tasks like cashiering or work long hours”

•

“Decreased mobility, increased fatigue, difficulty dressing i.e. zippers, buttons, footwear. Unable
to work due to permanent disability because RA was not properly managed for the first 10 years
after diagnosis”

•

“Standing up, simple task with my hands. I fight this illness on my own as I have not asked for
help having been told by my doctor it's 'wear & tear'. I've seen my x-rays showing significant
reduction in cartilage and I can see the swelling in my joints.”

4. Experiences With Currently Available Treatments

Current medications for RA aim to control inflammation and minimize disease activity to prevent
irreversible joint damage and other subsequent effects, given that there is currently no cure for RA. Many
treatments simply help people get through their day. Treatments used to manage RA include nonsteroidal anti-inflammatory drugs (NSAIDs), corticosteroids, and disease-modifying anti-rheumatic drugs
(DMARDs), such as methotrexate, sulfasalazine, hydroxychloroquine (also an anti-malarial drug) and
various biologic medications (protein-based medicines, rather than small molecules), and small molecules
that now target the janus kinase (JAK) pathways. The following provides a general description of the
treatments used and their side effects:
•

NSAIDs are used to treat inflammation which in turn often also affects (i.e. lessens) pain. The
NSAIDS may cause many side effects, from stomach upset to changes in kidney function.

•

Corticosteroids are commonly used to control/reduce inflammation and while effective, can
produce side effects when taken for longer durations and at higher doses. Corticosteroids can
cause short-term effects such as weight gain, acne, excess facial hair, mood swings, high blood
pressure, high blood sugar, increased infection, stomach ulcers, hyperactivity, and increase in
appetite. Long-term effects include osteoporosis, glaucoma and cataracts, osteonecrosis, skin
changes, heart disease, and stroke.

•

DMARDs that are antimalarial medications such as hydroxychloroquine taken in a high dose and
over a long period may accumulate in the background of the eye (retina) and cause a loss of
vision and in rare cases, blindness. People with RA should have annual eye exams to monitor for
this.

•

DMARDs such as methotrexate and biologic medications may include other side effects.
Methotrexate often causes nausea, hair loss, and may cause liver damage. Its nausea effects are
sometimes mitigated by also taking folic acid, splitting doses over the course of a few hours,
and/or taking subcutaneously rather than orally. Biologic medications may have side effects such
as injection reaction irritation, increase risk of upper respiratory infections, pneumonia, urinary
tract infections and skin infections. Infliximab (subcutaneous) is a biologic medication taken
subcutaneously.

•

JAK inhibitors target the janus kinase (i.e. “JAK”) enzyme family and target JAK proteins,
including JAK1, JAK2, and JAK3. There are a limited number of JAK inhibitors currently available
to people who live with RA, including upadacitinib (inhibits JAK1), tofacitinib (inhibits JAK3, and to
a much lesser extent, JAK1 and JAK2) and baricitinib (inhibits JAK1/2). To date, JAK inhibitors
have shown side effects that include increased infections (opportunistic infections, viral infections,
urinary infections, pneumonia, herpes zoster, cellulitis). Since this class of drugs is fairly new,
long-term safety and efficacy data are being collected.

Treatment for RA is based on trial and error for each individual, as well as prescribing according to RA
Guidelines that have been developed by professional medical associations such as the Canadian
Rheumatology Association (https://rheum.ca/resources/publications/canadian-recommendations-formanagement-of-ra/). Patients reported that they had tried a number of treatments for RA, though were
often not getting the results they expected and reported that available treatments can be difficult to
tolerate and manage.
A number of recurring concerns include:
•

Severe side effects (particularly nausea, amongst others)

•

Inability to tolerate a particular medication

•

Organ damage

•

Medication losing its efficacy over time

•

Ongoing pain, fatigue and weakness

•

High costs of medication and other treatments

•

Fear that current treatment will stop working

•

Stress resulting from having to switch medications numerous times

Respondents shared the following experiences with RA treatment:
•

“I only use pain killer including turmeric. I have not been offered any other treatment.”

•

“I have had arthritis for 16 yrs now. From steroids to methotrexate to folitrax to etarnacept to
reditux, this has been the treatment process. It takes time for them to reduce the symptom. Side
effects have been from increase in weight to hair fall. Yes the pain still persists but gets reduced
with time”

•

“Humira was the best but caused a respiratory problem Remicade was good but caused bladder
infection Mabthera didn't work xeljanz didn't work Enbrel was ok Currently I am on Inflectra
beside Arava and methotrexate”

•

“Some of the biologics caused drug induced lupus. Tiredness, nausea”

•

“I have tried many treatments over the years, Humira was by far the drug that worked best for me!
Unfortunately it stopped working and we had to move on to other treatments. I seem to tolerate
medications well, most side effects were headache and upset stomach that would pass within in a
day to two of treatment. Costs are 100% a concern with medication! I am lucky to have private
insurance to help cover the cost. In the past I have also used the Trillium program, but found it
hard to navigate and get reimbursed from. I do still have pain and fatigue that is not addressed
with current treatment, I do need to take advil at times to get through the day.”

•

“Long-time drug use(over 40 years):Ibuprofen (side effect=kidney damage, fatigue, stomach
ulcers) and a variety of other NSAIDS, Methrotrexate(side effects=fatigue, nauseousness, skin
rash, mouth ulcers, immune-suppression that required hospitalization twice for treatment of
severe infections),Chloroquine(side effect=partial loss of vision, sun sensitivity). Overall,
medications do not address fatigue and immune-suppression.”

•

“Methotrexate and plaquenil address 70% off my symptoms”

•

“Initially only prescribed anti inflammatories used all dmards alone and in combination, were
effective for very short time and biologics came to market in 2000 and disease was finally
managed but damage to joints was already significant. Biologics are keeping the RA well
controlled now”

•

“Currently on 3 medications to treat my RA, one is a daily oral pill, one is a weekly oral pill and the
other are infusions. For the infusions I need to take a whole day off work/my life 4 times a year for
treatment. My old treatment was a self-injection that was easy and convenient to do at home. If
more treatments could be taken at home or not require a whole day that would be better. There
are a lot of things to think about when starting a new treatment - risk vs reward. I always looks at
side-effects, is the medication easy to access, what is the delivery type (pill, infusion), and cost.”

•

“Methotrexate changed my life ..... it worked as intended. Overall, meds do not treat fatigue,
which makes me crabby and unable to be a full participant in life. Trade-offs are effectiveness in
slowing/halting joint damage.”

•

“I take it easy on the days after methotrexate due to nausea and fatigue. New treatments that
address fatigue”

•

“Side effects of methotrexate were intolerable, I want a medication that can be administered at
home and control inflammation and swelling in my joints with minimal side effects. I am now on a
self-injected biologic with Hydroxychloroquine and it’s working well. It would be nice if
manufacturers would provide one with a syringe that’s not pressure loaded that someone with RA
can use”

5. Improved Outcomes
Even with currently available treatments for RA, patients’ outcomes can vary significantly. Some
medications are effective for some people, while not effective for others. Some treatments will effectively
manage RA for a short period of time before a person’s immune system adapts to a drug’s presence (i.e.
becomes non-responsive to it) and they will have to switch to another medication. In some cases, people
living with RA may not respond to any of the currently available medications. As a result, patients need a
number of medication options to manage their RA throughout their lives.
There are outcomes that are important to people living with RA, and these include:
•

reduction in pain and fatigue

•

decrease or elimination of medication side effects

•

decrease in inflammation and stiffness

•

increased mobility

•

ability to socialize and spend time with family and friends

•

ability to work and be productive at work

•

ability to carry out activities of daily living

•

easier storage and administration of medications

•

greater affordability of medications

•

“I would hope that this medication would control the symptoms of RA while keep side effects low.
Quality of live could be improved by keeping pain and stiffness to a minimum. In the case of side
effects I would need to know what those are and weigh against benefits. Most people with RA
have other chronic conditions that would need to be factored in. I would think an improvement of
10 to 20% would be adequate from where I am now. Less hospital visits and less time off work or
away from social activities would be fantastic!”

•

“Would hope that it would manage fatigue and immune-suppression. Would not consider any
medication that had serious side effects regardless of efficacy. Also, would likely not consider
a medication that could not be taken orally; do not want to rely on others to administer my
meds, and found self-injection to be too creepy.”

•

“I am experiencing side effects mainly in the bladder Would be great if new treatments are based
on oral rather infusions I will be more independent in many areas in my life if the desired goals
are achieved from the medication. Ex: Shopping is one of my worst task, whether grocery or
personal. I would love to go for a walk more than 5 min like other people without experiencing
severe pain and fatigue”

•

“I would like to see a treatment that would induce remission. Not temporary fixes that fix one thing
but have so many other side effects. Maybe some kind of stem cell treatments”

6. Experience With Drug Under Review
Three of the survey respondents expressed experience in using infliximab (subcutaneous), though only
two respondents elaborated on their experiences.
While the remaining seventeen survey respondents did not have expressed experience in using infliximab
(subcutaneous) for their rheumatoid arthritis, the survey responses addressed in sections 4 and 5
illustrate the desire for a medication with improved outcomes and potentially less side effects.
The two respondents provided the following comments about their experience with infliximab
(subcutaneous);
•

Positive, my mobility was better and less pain Negative: Severe bladder infection and out of
control urinating

•

It stopped having an effect. When it worked it was good

7. Companion Diagnostic Test
Not applicable

8. Anything Else?
Of 7 responses, 71.43% (n=5) had tried one or more disease-modifying anti-rheumatic drugs (DMARDs),
either as monotherapy or in combination with conventional synthetic DMARDs (csDMARDs). Of those
who had tried DMARDs, 80% (n=4) had responded inadequately or are intolerant to one or more
DMARDs.
For those who were intolerant of one or more DMARD, respondents shared the following;
•

Methotrexate made me extremely ill for 3 days per week, it was almost as bad as the RA

•

Eventually had to go off Methotrexate and Chloroquine due to severe side effects; Methotrexate =
severe low red blood cell count; Chloroquine = partial vision loss.

•

My system easily gets used to the medication so that after some time there is no response. I have
always to change medications

•

Allergic to sulfasalazine

Appendix: Patient Group Conflict of Interest Declaration
Declaration from the Arthritis Society
To maintain the objectivity and credibility of the CADTH CDR and pCODR programs, all participants in the
drug review processes must disclose any real, potential, or perceived conflicts of interest. This Patient
Group Conflict of Interest Declaration is required for participation. Declarations made do not negate or

2. Information Gathering
CADTH is interested in hearing from a wide range of patients and caregivers in this patient input
submission. Describe how you gathered the perspectives: for example, by interviews, focus
groups, or survey; personal experience; or a combination of these. Where possible, include when
the data were gathered; if data were gathered in Canada or elsewhere; demographics of the
respondents; and how many patients, caregivers, and individuals with experience with the drug in
review contributed insights. We will use this background to better understand the context of the
perspectives shared.

The information summarized in this section was compiled from a variety of sources. Information was
drawn from Crohn’s and Colitis Canada (CCC) published reports, including the 2018 “Impact of
Inflammatory Bowel Disease (IBD) Report”, the Patient and Health Care Provider Input: Non-Medical
Biosimilar Switch Policy for Patients with Inflammatory Bowel Disease report (including input from 796
patients) and informational material found on the organization’s website. A series of interviews
(October 2020) with 12 patients (cross-Canada) managing their Crohn’s disease and ulcerative colitis
with Infliximib also provided key patient perspective.

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?

Crohn's disease and ulcerative colitis are diseases that inflame the lining of the GI (gastrointestinal) tract
and disrupt the body's ability to digest food, absorb nutrition, and eliminate waste in a healthy manner.
These are lifelong disease and people can experience acute periods of active symptoms (active disease
or flare), and other times when their symptoms are absent (remission).
Signs and symptoms can include abdominal pain and cramping; severe diarrhea; rectal bleeding; blood
in stool; weight loss and diminished appetite.
Patients interviewed for this process reported significant and life-altering impacts of their disease. They
reported pain “my urgency was extreme and the pain was so severe that I stopped eating. My doctor
believes my muscles were breaking down because of it. It got to the point where I couldn't move my legs
an inch without excruciating pain”; “I got to the point where I could barely walk, I was in so much pain. If
I needed anything that wasn’t in arms reach, I would reevaluate how much I needed it because standing
and walking a few steps was so painful” and uncontrolled bleeding “the bleeding wasn’t controlled then
I needed iron infusions also had joint pain” as well as life-limiting bowel movements “absolutely tied to a
toilet is a big one, I was also not able to keep anything down”; “my main symptom was being severely
underweight due to active inflammation”.
Based on a December 2017 survey of Crohn’s and colitis patients (over 3,500 responses), pain and
frequent unpredictable bowel movements were a couple of the top priority concerns amongst the
respondents.
The Patient and Health Care Provider Input: Non-Medical Biosimilar Switch Policy for Patients with
Inflammatory Bowel Disease report (2019) shared input from patients who reported debilitating pain,

mental health issues and the inability to lead a full life prior to finding effective treatment for their
Crohn’s disease or ulcerative colitis.

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).

Participants from surveys shared their treatment experience including the journey toward remission.
Many have experienced multiple medications, some over many years. Side effects were varied and
included significant weight loss, pain, skin reactions and limited response to treatments. Discussions
with patients revealed the extraordinarily challenging journey to achieve “remission” for their disease.
Their relative good health and quality of life is extremely hard-won. Some of the experiences shared
include:
“I took Purenithol for about a year and a half. I didn’t tolerate it very well. I would throw up 4-5 days a
week from the pill. I would wait with a timer and if I kept it down for 30 minutes, it was considered
absorbed. If not, I would have to take another pill and start over. I was okay with this because once that
was over, my Crohn’s symptoms were controlled enough to work. I was still in a lot of pain and wasn’t
moving much. I was still on a strict diet. But I could function. I thought that was as good as it would ever
get.”
“First medication was Entyvio for almost a year it really didn’t do much for me. Next medication was
Humira - it controlled the bowel movements but never controlled the bleeding of the ulcers.”
“I was on prednisone for many years, and after I switched to another gastrologist, it was recommended
that I try Pentasa and mesalamine. Prednisone was challenging to be on. I was up all the time and
couldn't sleep, and I lost a ton of weight.”
“After 3 months on steroids with no success down to 110 lbs ( I'm 6 foot 3) I had been admitted to the
hospital. The prednisone was terrible, I was one big pimple, and it was like an acid flashback, I’d wake up
in the middle of the night to a spinning room, it was horrible.”
“3 weeks I was hospitalized having bled out (in my poop) 1/2 my blood volume...and was highly
inflammatory as evidenced by my high CRP. They had a hard time diagnosing me because I was
62years....I was on ITP, pain management...steroids and nothing worked.”

5. Improved Outcomes
CADTH is interested in patients’ views on what outcomes we should consider when evaluating
new therapies. What improvements would patients and caregivers like to see in a new treatment
that is not achieved in currently available treatments? How might daily life and quality of life for
patients, caregivers, and families be different if the new treatment provided those desired
improvements? What trade-offs do patients, families, and caregivers consider when choosing
therapy?

Patients seek any treatments that can mitigate these symptoms to protect a patient’s ability to work
productively, attend school and social events, and even basic daily necessities like leaving the house to
run errands or have the energy to maintain a household or raise children. Quality of life could be greatly
improved in Crohn’s and colitis patients if their flares are brought into remission, or managed.
Patients, families and caregivers are always considering the challenges inherent in treatment regimens
including infusion at clinics. A self-administered option is intimidating to many patients considering
treatment, and many indicate a desire to not change anything about their current (effective) treatment
and insistence that the connection with their IBD nurse (at infusion clinics) is critical. With the advent of
COVID-19, gastroenterology and infectious disease specialists highlight the need for more selfadministered options for patients with IBD should the pandemic challenge the ability for patients to
receive infusions through clinics. While the current scenario has infusion clinics designated as an
essential service, pandemic preparedness should include options for at-risk patients to avoid clinic visits
if necessary, or in the event that clinics must be closed for a time, a way for all patients to receive their
treatment.
Patients interviewed described what they were looking for in a treatment prior to starting Infliximab.
Their plea for some semblance of quality of life was illustrative of this patient community’s willingness
to put up with so much to achieve comparatively little in return. Comments included:
“I was looking for any type of relief. I was hopeful that it would take away some of the pain and I would
be able to eat some food. I never imagined a world where I would be active and living normally. I just
wanted to be able to function.”
“I wanted to be able to eat without feeling terrible. I wanted to be able not to feel like I was 'high' all the
time. Because I have a hard time taking pills, infusions seem like a good option for me.”
“I just wanted something that worked, I go every 6 weeks, I take a Friday off work for it, and it is the
most important thing in my life. I am a fully functional person for the rest of the 6 weeks.”
“I just wanted to feel human again and be able to eat food like everyone else”
“Something that would work to control my active disease and prevent flare-ups so that I could gain
healthy weight and not experience disruptive symptoms during flare-ups”

6. Experience With Drug Under Review
CADTH will carefully review the relevant scientific literature and clinical studies. We would like to
hear from patients about their individual experiences with the new drug. This can help reviewers
better understand how the drug under review meets the needs and preferences of patients,
caregivers, and families.
How did patients have access to the drug under review (for example, clinical trials, private
insurance)? Compared to any previous therapies patients have used, what were the benefits
experienced? What were the disadvantages? How did the benefits and disadvantages impact the
lives of patients, caregivers, and families? Consider side effects and if they were tolerated or how
they were managed. Was the drug easier to use than previous therapies? If so, how? Are there

subgroups of patients within this disease state for whom this drug is particularly helpful? In what
ways? If applicable, please provide the sequencing of therapies that patients would have used
prior to and after in relation to the new drug under review. Please also include a summary
statement of the key values that are important to patients and caregivers with respect to the drug
under review.

Patients interviewed all indicated that if Infliximab managed the symptoms of their disease, most side
effects would be tolerated. The most commonly mentioned side-effect was fatigue:
“I have experienced some mild side effects. I have colds consistently from October to May, I can never
really get over them. The day after my treatment, my body feels odd and sore But these are negligible
compared to everything else I have experienced. I was lucky that I never developed anything more than
that.”
“I'm generally pretty lazy the day of, and after my infusion”
“At this stage of my life, there are no limitations...other than I can’t live in Venice for a season!”
Many patients in surveys and interviews mentioned the cost and the inconvenience of taking time off
work or school to receive treatment:
“It is enormously, ridiculously expensive and it is not convenient to receive - Toronto has only two
infusion clinics in a city of almost 3 million and they are both always fully booked, and only operate
during working hours, which means I have to miss half a day of work every other month to bike across
town to sit in a room for 3 hours with an IV in my arm and do nothing. I live in the west end of Toronto
and there are no clinics here. When I lived in Nova Scotia, it took me an hour to get to the nearest
clinic.”
General benefits of the treatment included:
“Infliximab gave me my life back. The other ones didn’t work. Within 48 hours, I was a completely
different person. I was moving and comfortable. I felt better than I could have imagined. I was walking
around comfortably. I was able to teach. I was able to go for walks, and eventually go for run for the first
time in years. I had a social life. I have been very fortunate in my life, but I could say hands down,
Infliximab was the greatest single thing to happen to me.”
“After a few months, I was able to eat food that wasn’t pureed. I gain most of the weight back. I was
living a normal life. I had set backs here and there. But it was a quality of life I had never imagined
having back.”
“I felt 100% after 5-6 sessions. I could eat/drink anything and not feel ill. I would still get some effects
like bloating.”
“After 12 weeks of steady diarrhea, the very next day it was the complete opposite and after another
infusion 2 weeks later, I was able to start eating more foods without severe pain. This medication has
been a blessing for me.”
“has been the only treatment I've never had a bad reaction to, and has been the most effective at
preventing flare-ups - in about 12 years on this treatment, I've had only maybe 1 or 2 total.”

When asked about how Infliximab has effected their quality of life, people interviewed provided
sometimes profound answers:
“I am able to eat much more. I can often be very active. I can work. I have a social life. It didn't impact
my life, it gave me a life.”
“I got a quality of life back”
“I am so well under control I often forget a have Crohn’s”
“I was retired when I got sick. I’ve been able to live a ‘full’ life, including traveling”
“I won't be able to imagine my life without it”
“When I had flare-ups, I would regularly have to cancel plans last minute due to symptoms, and that
doesn't happen any more, which is great. I don't wake up with pain from abdominal cramps, so I sleep
better.”
Interestingly, though patients often reported the inconvenience of receiving infusions at a clinic and
having to take time off work or school, none of the patients interviewed for this process were interested
in a subcutaneous option. Some reported nervousness at injecting themselves, loss of connection with
IBD nurses or doing anything different that could affect their hard-earned quality of life.
“I prefer to have a nurse do the treatment.”
“I did self injections when I was on Humira I used the pen and did not like doing it at all thought I would
get used to it eventually but never did - would rather go for infusions.”
“My GI and I both believe that if it isn’t broke don't fix it”
“I personally prefer to have my treatment completed through an infusion and not a self-injection. I have
heard many positive comments through third parties about self-injection, but just based on my own
comfort levels I would need a professional to handle the injection. I think this is the biggest factor for
me. I am much more comfortable with an IV in my hand than a needle in my stomach or elsewhere.”
“The idea of having that needle once per week versus an infusion once every 6 weeks is a bit
intimidating”
“Self-injection is somewhat intimidating to me.”

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.

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

Crohn’s and Colitis Canada, together with GI and infectious disease experts, believe that having
subcutaneous options available for people with IBD is of particular importance during the current
pandemic. This is not to say that Crohn’s and Colitis Canada supports the non-medical switch of patients
currently well-managed on a biologic to a biosimilar, regardless of method of treatment. These decisions
should be made on an individual basis so as not to negatively affect a patient’s extremely hard-won
quality of life.
Many hundreds of patients expressed this position in the 2019 document: Patient and Health Care
Provider Input: Non-Medical Biosimilar Switch Policy for Patients with Inflammatory Bowel Disease
report. Crohn’s and Colitis Canada, together with the Canadian Association of Gastroenterology
provided an evidence-based position statement: https://www.cag-acg.org/images/publications/CAGCCC-biosimilars-SECURED.pdf. Researchers on this paper countered methodology challenges raised by
health care decision makers as well: https://academic.oup.com/jcag/article/3/2/98/5818704.
Vehement opposition by patients was most recently echoed in the interviews completed for this
process. Comments included:
“I am not willing to take the risk of it not working. You can’t always go back because of antibodies. The
idea that I may have to switch to a biosimilar genuinely terrifies me.”
“I hope that the people making decisions about these drugs never experience what I, and many others
have. But I also hope they understand hope essential it is. But after having experienced it, I would say
that it's inhuman to force people to live without it when they need it.”
“I will not switch to a bio similar . There is no guarantee that bio similars will work, side effects, I don’t
want to be sick again and I am doing so well why take the chance of switching.”

“They shouldn’t have to switch to biosimilars in a guinea pig situation. We only switch drugs when our
current one stops working for us. This isn’t an area where $ should cut corners. Everybody’s interaction
with IBD is personal, so to keep a balance for some of us is a daily fight. I can only imagine after finally
finding that tricky balance only to be told that for $$$ reasons, I have to switch my meds. Don’t let that
happen to anyone in the IBD family, please.”

Canadians (English: 317 and French: 106) with inflammatory bowel disease (IBD), including Crohn’s
disease and ulcerative colitis. 2. 2018 survey on the unmet need in IBD completed by 432 Canadians with
IBD. Two current surveys, just closed September 15, 2020, for which we have recently begun to analyze
the data, included 579 respondents regarding IBD and 145 respondents regarding biosimilars, and we have
pulled some of their responses below, and will publish the full results in November.
We also had contact with patients affected by IBD through one-to-one conversations at our BadGut®
Lectures; a patient roundtable; recent phone/email/social media interactions with individuals who have IBD;
and stories submitted over time by patients.

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?
IBD (including Crohn’s disease and ulcerative colitis) can arise at any age, commonly occurring in young
people. There is an increased risk for those who have a family member with the condition. Currently,
Canada has among the highest prevalence and incidence yet reported in the world, with approximately
270,000 diagnosed individuals.
Diarrhea, rectal bleeding, and abdominal pain are common symptoms in both Crohn’s disease and
ulcerative colitis. Weight loss can also occur in Crohn’s disease. Inflammation decreases the intestine’s
absorptive surfaces, triggering watery stools that can lead to fecal urgency and poor control of bowel
function. Low red blood cell count (anemia) can result from blood loss due to ulcerations in the intestine
and from general malnutrition due to decreased nutrient absorption and the debilitating effects of the
disease. Some more severe complications include anal fissures, abscesses, and fistulae.
Some patients have extra-intestinal manifestations, including fever, inflammation of the eyes or joints
(arthritis), ulcers of the mouth or skin, tender and inflamed nodules on the shins, and numerous other
conditions. Anxiety and stress are major factors.
IBD often has a profound effect on an individual’s life – physically, emotionally, and socially, both at home
and at school or in the workplace. It is particularly difficult for children and young adults since it often affects
a person’s sense of self.
More than anything, patients have told us that sustained remission/treatment response is more important
than relieving any one symptom. As a chronic disease, it is never just one flare that dominates the impact
of the disease, but the constant concern that there will be future flares, possibly worse than the last, and at
unpredictable times, which can disastrously disrupt patients’ lives.
The following quotes are from individuals describing what it feels like during a IBD flare, and what their
biggest concern is, from our most recent survey, 2020, in their own words:
• “Your gut aches and burns and there is often blood in the toilet. You lose your appetite and weight,
unhealthily! My biggest concern is I'm going to run out of meds to help!”
• “It’s like I can’t control anything, I feel weak and can barely get up. My biggest concern is usually
when I see blood and determining at what point to go to the ER.”
• “The pain is worse than child birth...and I have 3 kids..1 labour without drugs.”
• “Worst flu symptoms, fatigue, lethargy, like swallowing glass and chili and then having constipation
and diarrhea at the same time. Gut cramps and hunger cramps at the same time. Want to die.
Biggest concern is needing a toilet at all times with zero minutes waiting time.”
• “It feels like my guts are in a vise. The nausea can be so bad I can't move or even vomit and the
diarrhea is so painful I'll be literally screaming in the bathroom.”
• “The worst part is fear of irreversible permanent damage that will affect your day to day life forever.”
• “It is so exhausting and feels like it will never end. You start to question if you can still live the life you
planned. And no-one gives you a break.”
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•

•

“A flare can come out of nowhere and completely disrupt your life. Pain can sometimes be so bad that
it keeps you in bed. You mostly spend life either asleep or on the toilet. My biggest concern during a
flare is being able to keep up with my responsibilities (work, school, social, etc.).”
“It feels like your body is betraying you. You can’t plan anything in advance because you don’t know
how your body will feel on a day to day basis.”

It’s one thing to read a list of common symptoms or data on how IBD affects patients, but it is the individual
stories of these patients, as summarized above, which astound us and motivate us to support patients’
need for more diversity in effective treatments. In addition, treatments should improve quality of life, not
cause more symptoms, pain, frustration, or hardship.

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).
The treatment of IBD is multi-faceted; it includes managing the symptoms and consequences of the disease
along with therapies targeted to reduce the underlying inflammation. Typically, a patient starts on one type
of treatment and, if there is inadequate response, then switches to another type.
5-ASA helps to settle acute inflammation and, for some patients, keeps the inflammation inactive when
taken on a long-term basis (maintenance). To reduce inflammation in moderate to severe cases of IBD,
corticosteroids can help. For topical relief in the colon, corticosteroids are available in rectal formulations.
These are inconvenient therapies that make it difficult for patients to keep a normal routine, even though
they offer relief for those with mild to moderate disease. Also, if a patient has significant diarrhea, then the
rectal medications may be difficult to hold in place for sufficient time to be effective. Immunosuppressive
agents reduce dependence on steroids and help patients who have steroid-resistant disease, but it could
take up to six months or more of therapy to see results.
Biologics treat IBD when older, initially used medications fail to relieve symptoms. There are a variety of
mechanisms through which they work.
While there are a few options available, patients still have a lot of difficulty obtaining remission or adequate
symptom relief. In one of our most surveys, we asked patients if the currently available medications are
adequate to control their disease. Only 24% of those with IBD thought that the available medications are
adequate. Conversely, 56% found them to be only somewhat adequate and 20% not adequate. Patients
are still suffering, and they need new and effective options to achieve mucosal healing and reduce the
debilitating symptoms of Crohn’s disease and ulcerative colitis.

5. Improved Outcomes
CADTH is interested in patients’ views on what outcomes we should consider when evaluating new
therapies. What improvements would patients and caregivers like to see in a new treatment that is not
achieved in currently available treatments? How might daily life and quality of life for patients, caregivers,
and families be different if the new treatment provided those desired improvements? What trade-offs do
patients, families, and caregivers consider when choosing therapy?
Patients affected by IBD need access to medications that work. Inadequate access to medication results in
preventable patient suffering (e.g., continual, debilitating disease symptoms; secondary illnesses such as
depression and anxiety disorders; and loss of family/social interactions). It also leads to unnecessary usage
of healthcare resources (e.g., hospital stays, surgeries, diagnostic procedures, other medications) and a
ripple effect of financial burden on the government and taxpayers (e.g., through inability to work, long-term
disability claims, biologic-related debt, and even bankruptcy).

3 of 5

We know that biologics are effective at treating IBD; these medications have revolutionized treatment for
inflammatory conditions. In one of our surveys, 63% of respondents reported symptom reduction on a
biologic and 23% reported confirmed remission. Many of these individuals had been suffering for years
trying to find a treatment that works.
When the patient receives the right medication at the right time and for the right duration – as determined
between physician and patient – these individuals can live full, rewarding lives as productive, valuable
citizens who participate in the workforce and community. However, since patients respond differently to
various medications, and in some cases stop responding to medications after using them for some time, it
is important to have a variety of options available.

6. Experience With Drug Under Review
CADTH will carefully review the relevant scientific literature and clinical studies. We would like to hear
from patients about their individual experiences with the new drug. This can help reviewers better
understand how the drug under review meets the needs and preferences of patients, caregivers, and
families.
How did patients have access to the drug under review (for example, clinical trials, private insurance)?
Compared to any previous therapies patients have used, what were the benefits experienced? What were
the disadvantages? How did the benefits and disadvantages impact the lives of patients, caregivers, and
families? Consider side effects and if they were tolerated or how they were managed. Was the drug easier
to use than previous therapies? If so, how? Are there subgroups of patients within this disease state for
whom this drug is particularly helpful? In what ways?
We do not know of any patients who are currently taking – or have taken – this particular biosimilar.
What we do know, is that some patients who switch their original biologic to one of its biosimilars experience
treatment failure, so we do not support a forced medication switch. We know this biosimilar has met the
standards set by Health Canada for quality, efficacy, and safety. Notwithstanding, patients are experiencing
real issues when switching to a biosimilar and more research is needed in the IBD space about switching.
Patients experience fears and worries about the stability of their health when switching to a biosimilar that
is not identical to the drug that has helped them. Many patients are stressed, anxious, and depressed due
to the uncertainties this switch has put them under. Their health and wellbeing may further decrease due
to the mental toll of the COVID-19 pandemic.

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.
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Organization for Rare Disorders. This is a robust databank of patient organizations and
individual patients. In addition, the survey was promoted through the organization’s social
media, with request to have the survey shared or distributed further. The survey was
active for two weeks in September-October 2020. There was no pre-qualification for
response based on disease status, but the responses were culled according to selfidentified condition to yield a final list consisting of patients or caregivers affected by
rheumatoid or inflammatory arthritis or inflammatory bowel disease (including Crohn’s
disease, ulcerative colitis, or other colitis). There were 120 respondents in the final data
set.
Focus Groups. Respondents who had agreed to be contacted to participate in a follow-up
focus group were selected at through a randomized stratified process, whereby a list of all
respondents was generated ordered by time of response. Four numbers were generated
by an online random number generator to set up four groups, with every 6th subsequent
individual added to the group. The first 12 persons who agreed to participate in each
group were then contacted to set up a time, and the final groups had 6 to 8 persons in
each. The groups were not differentiated by condition; each group had both RA and IBD
patients in varying ratios.
Individual Interviews: In addition, we consulted with six patient “experts” who were
personally living with one of these conditions but also served as a volunteer with the
patient community.
The survey contained two open-ended questions, asking respondents to describe their
experience living with their condition and their experience with their current treatment.
They were presented with a list of six options about how they felt patients should access
biologic and biosimilar therapy (informed choice of biologic or biosimilar; clinicians
encouraged to prescribe cost-effective alternative; clinicians required to prescribe lowest
cost alternative; clinicians required to switch current patients to biosimilar equivalent;
pharmacists automatically substitute biosimilar for prescribed biologic; patients have
access to biologic or biosimilar with enhanced safety or quality of life benefits). The focus
groups were presented with the outcomes from the survey and asked to interpret and
expand on the responses. Similarly, the individuals interviewed were asked to expand on
the comments from the survey and to include their own perspectives.

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?

This submission does not provide specific information on the experiences of the diseases
represented since the feedback is similar to that from previous CADTH submissions and
also to previous submissions for the biosimilar infliximab. We are providing input on
infliximab-sc, recognizing it is being approved for prescribing as the bio-equivalent of
Patient Input Template for CDR and pCODR
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infliximab-iv which is already in use in Canada (under the name Inflectra) for the patient
groups indicated.
Rheumatoid arthritis, ulcerative colitis, and Crohn’s Disease are all conditions that are
chronic, progressive, debilitating, physically painful, severely impacting quality of life which
encompasses a wide range of outcomes including ability to work, care for their families,
engage in social activities, carry out activities of daily living, and affecting mental health
and well-being. The experience of symptoms and the impact on quality of life vary with the
severity of the condition, which can be mild (managed with over-the-counter or natural
pain killers, anti-diarrheal medications, vitamin and mineral supplements, or topical
treatments), moderate (requiring prescription medicines often starting with steroidal
medications), and severe (requiring advanced/biologic medicines and combination
therapies). Patients may also be treated through surgery.

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).

Patients in all three disease categories reported a range of therapies for their respective
conditions, including steroids, immunosuppressants (specifically cyclosporine,
hydroxychloroquine, methotrexate, and sulfasalazine), and biologics. (including infliximab,
rituximab, adalimumab, natalizumab, vedolizumab, ustekinumab, and tofacitinib). Some
were on more than one medication (for example, a biologic and methotrexate).
Respondents were asked to discuss how well they felt their current therapy was “working”
for them. For example, how well managed was their disease? How easy or difficult was it
to tolerate or stay on therapy? Overall, the majority of respondents (regardless of their
type of treatment) indicated that they felt their symptoms were reasonably well managed,
allowing them to continue to “go about their daily lives”, for example, to work, take care of
their families, and take part in social activities.” Most had tried more than one therapy
before arriving at their current therapy; however, there was no information requested as to
the length of time on this or previous therapies.
About three-fourths of those on biologics felt their current drug was better than previous
therapies and was the “right” therapy for them at this time. Conversely, about one-fifth felt
it was not working “as well” as they desired or not as well as it did initially. Most patients
reported experiencing occasional or episodic pain, abdominal distress, headaches, loss of
sleep, and/or mental stress and anxiety; Some respondents, especially the IBD patients,
volunteered that their own actions (lapses in diet, over-exertion in activity, stress, travel, or
disruption in schedule) may have contributed to breakthrough symptoms or relapses.
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However, most also expressed frustration with being able to adhere strictly to their
treatment schedule. The challenges include: illness at appointment time, difficulties
rescheduling, distance to infusion clinic, transportation difficulties or cost, forgetting,
unresolved pain or injury at injection sites, forgetting, and (treatment) fatigue. Several
respondents acknowledged that they would “plan to miss a treatment” if they were taking
a trip and didn’t want to pack the medicine and/or arrange for hospital infusion
Among RA participants, some had had experience with a number of therapies, including
sequential biologics, while IBD patients had more limited exposure, especially to different
biologics.
Regardless of the specific therapy, most expressed their overall feeling was that the side
effects or disruptions caused by the treatment regimen were manageable or at least worth
the benefits. This was as true for those on biologic therapeutics as well as other drugs. “in
the beginning when I first started injections, I had a lot of nausea, headaches, and pain
but now these rarely happen.”
Not surprisingly, many respondents also expressed the desire to have treatments with
fewer side effects and ones that could be managed more easily. The most frequently
mentioned concern at this particular time was the challenge of going to hospital or clinic
for infusion during the COVID-19 pandemic. Patients who were on self-administered
treatment spontaneously volunteered the benefits of product home delivery and
administration without leaving their home. “At first we had resisted home administration
because we weren’t sure we could manage it ourselves; it wasn’t that difficult to go to
clinic and we could rely on the nurse to do the injection. But when we switched drugs, we
were encouraged to try it at home and of course now we are really glad that we made that
change.”
Conversely, those who were dependent on hospital administration expressed frustration,
stress, and anxiety at having to deal with the additional challenge of going to hospital with
the risk of COVID exposure. “I used to be on a drug that I could give myself at home but it
stopped working so I had to switch to something else. Now I have to get my treatment at a
clinic.”
“I knew that I was at higher risk if I was exposed to COVID-19, but I also knew that I was
putting myself at risk for relapse if I missed an appointment.” “If I go to hospital for
infusion, I will get exposed to COVID and become seriously ill; if I don’t get my treatment, I
will get seriously ill.”
“I really appreciated the clinic arranging for a nurse to give me my injection at home while
we were under lockdown; otherwise, I would have had to do without.” I had been talking
with my doctor about switching to a new drug that I could do at home but she was not
sure if it is approved under my drug plan. I wish I had pushed it harder.”

5. Improved Outcomes
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CADTH is interested in patients’ views on what outcomes we should consider when evaluating new
therapies. What improvements would patients and caregivers like to see in a new treatment that is
not achieved in currently available treatments? How might daily life and quality of life for patients,
caregivers, and families be different if the new treatment provided those desired improvements?
What trade-offs do patients, families, and caregivers consider when choosing therapy?

Regardless of the condition, what every patient wants is “remission”, ideally complete
remission of the symptoms of the disease, which means living pain-free, fully functioning,
“normal” lives or a “return to the state” of their health prior to onset of symptoms and
diagnosis. Younger patients with less aggressive disease or those who have had access
to “disease-modifying” therapies since the early stages of their illness seemed to be more
optimistic that “complete remission” is possible than those who are older and/or more
severely affected. Some respondents also spoke of wanting therapy that would have
fewer or less severe or less frequent side effects.
Overall, no one was willing to give up their current therapy to go back to something that
was less effective even if it had fewer side effects. Specifically, relevant to the drug under
review, self-administration was mentioned as a desired feature, even if the drug had to be
administered more frequently than a hospital-administered version.
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6. Experience With Drug Under Review
CADTH will carefully review the relevant scientific literature and clinical studies. We would like to hear
from patients about their individual experiences with the new drug. This can help reviewers better
understand how the drug under review meets the needs and preferences of patients, caregivers, and
families.

While there were some Canadian patients who were reportedly enrolled in a Phase III clinical
trial with subcutaneous infliximab biosimilar (infliximab biosimilar-sc), we could not access any
of them. So, we posed a number of questions through the survey, to the focus group
participants, and to the individual interviewees that would help us understand patient
preferences for the key characteristics of infliximab-sc.
Survey responses on preferences for biologic and biosimilar use clearly support giving patients
access to therapies with enhanced benefits, regardless of whether an original biologic or a
biosimilar.
For all respondents, the overwhelming preference receiving the highest number of
endorsements (55%) was enhanced product: “Policies should allow prescribers and patients to
access biologics (original or biosimilars) with enhanced features, including longer life (less
frequent dosing), improved safety (less side effects), improved quality of life (smaller needle,
home administration, oral form, portable)
Second most preferred access to biologics and biosimilars (25%) was “informed choice”:
“Prescribers and patients should be supported with information re: the safety, efficacy and
benefits of biosimilars to make an informed choice about use of biosimilar or original biologic”
About 6% said clinicians should be required to prescribe the lowest cost version of the biologic
to those not already on treatment.
Another 8% said policies should support clinicians to switch patients to the lowest cost biologic
equivalent.
Interestingly, only 1% said clinicians should be required to switch existing patients from their
original biologic to a biosimilar equivalent.
However, about 14% said their preferred policy was “automatic substitution” to a biosimilar at
the pharmacy, unless specifically counter-indicated by the clinician.
In summary, respondents were most supportive of (equivalent) treatments that provided
improved quality of life, whether an original or biosimilar product. Respondents preferred
clinicians have the option to provide information to support an informed choice but not to require
transition to a lower cost and/or biosimilar product.
With respect to other options relevant to the product under review, the focus groups were asked
to provide their feedback on the following issues.
Home infusion vs. hospital infusion: Participants felt that the option to have a nurse administer
the drug in the home rather than patients going to hospital was a desirable option but should not
be routinely available except in cases where the patient is not mobile or is at high risk.
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Self-administration vs hospital/clinic infusion: All participants felt it should be the patient’s
choice; however, if there was a self-administration option, it should be made available,
especially now during this time of COVID risk. If all biologics were equal, most felt they would
choose self-administration.
Subcutaneous vs intravenous injection: Patients, when they were provided with the information
about the characteristics of subcutaneous relative to intravenous injection, overwhelmingly
supported a subcutaneous route of administration over injection, citing ease of administration,
less time, less pain at injection site, fewer side effects, and slower absorption/longer
effectiveness. Some said they would feel more comfortable administering subcutaneous
injection for themselves or a family member, based on experience with other medications
(insulin, PCSK9) or on the description of the options.
With reference specifically to infliximab biosimilar-sc, respondents were positive about the
convenience of a pre-filled syringe and a single size dosage. “No mess, no measuring, no fuss.”

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.
•

Not relevant

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