YOUR TREATMENT DECISION GUIDE

A step-by-step process to help patients think about the
positive and negative effects, and the uncertainties, of treatments
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LEARNING ABOUT THIS GUIDE

The people who wrote this guide are patients, like you. They have a disease or health problem that
affects them in ways that change everything. They have had a lot of experience learning about their
disease or health problem, and about the healthcare system.

They know it can be difficult to choose from among treatment options.

This Guide is called a Treatment Decision Guide because it is based on an approach that uses the
science of treatment decision-making in the health field (see Book #1 listed in Appendix 4).

This Guide will help you ask clear and focused questions of people on your healthcare team, and get
answers from them.

The Guide will also help you learn more about how Canada regulates drugs and products used in
medical treatments (see Appendix 3). We hope the Guide will give you a clearer picture of treatment
options, no matter how experienced a patient you may be.
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Who will benefit most?

Patients with a chronic, serious or life-threatening disease or condition, and the people who care for
them, will benefit most from this Guide.

The Guide does not talk about any one disease or condition. It can be used by people who have any
kind of chronic or life-threatening disease or health problem.

How will this Guide help you?

First, the Guide invites you to review your thinking. Steps 1 to 3 allow you to explore your values and
needs as they relate to your disease or health problem.

Starting at Step 4, you will begin to look at treatment options based on personal knowledge — what
has meaning to you, and reflects your own needs and values.

Steps 5 to 11 take you deeper into the factors that will play a role in the decisions you make about
treatments.

The Guide will also help you think through the possible outcomes of your choices and what these
could mean to you in the longer term.

When should you use the Guide?
Use it early and often!
We suggest you start using the Guide after you have

e heard the diagnosis
e had time to understand the news
e had time to adapt.

You need to be ready to think carefully about your treatment choices. This means you should have
some idea of what the options are for treating the disease or health condition. Your doctor and other
healthcare providers will be able to outline these for you.
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If you have been living for a long time with a disease or a health problem, and changes to treatment
are happening, this Guide can help you decide what to do if

e new treatments are being offered to you

e you decide it is time to rethink your treatment options.

How should you use this Guide?

Be gentle with yourself.

Take small steps, and not too many at once.

You may want to have someone you trust go through the Guide with you. They could read the
guestions. You could think about answers that are true for you. Talking about things can help you feel

more comfortable. We suggest you take your time.

Taking a break between steps will probably help, too. Steps 5 to 11 are more complex than the earlier
steps.

You will need time to digest your thoughts and feelings. If you always stay within your comfort zone,
you will get the most out of this experience.
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"Parkinson's disease cut my writing days short, so | turned my
creative talents back to my love of watercolor painting. |
paint whenever | can and try to find the luminous color that
underlies each day.

“My advice to others: slow down and look for rainbows in
mud puddles. Think big." -Sheila Moriarty, Roseville, MN

What can you expect in each step of this Guide?

Each step beings with a brief statement about the purpose of the step. It appears in blue text.

This is followed by main questions for you to think about. These guestions appear in bold and
black.

Possible answers appear next. This text invites you to think about specifics. Sometimes, we ask
you more guestions. The goal is for you to dig deeper into your own mind and heart. Having someone
you trust and who supports you can be helpful as you move through this part of a step.

Personal Stories
The people who worked to create this Guide are also living with a life-
threatening disease or a chronic health problem. They agreed to share

bits of their experiences in boxes with green text. We do not include
their names, but all their stories are true.

This kind of box contains extra information we think is useful.

It may send you to a website, or it may give you a definition or
summary of information.

TRUE, FALSE or MAYBE?

A box like this appears at the end of most steps. Each box contains a few statements.
Your job is to decide whether to answer TRUE, FALSE or MAYBE to the statements.

Appendix 2 provides explanations for some of the answers.
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THE STEPS

STEP 1: SETTING MY GOALS

R Ty |
R o5 |

Step 1 invites you to think about what matters most to you about your health. Being clear about this
at the start will help you define what you really need, in contrast to what you would like.

When | think about the disease or health problem that affects me, what are my main

goals?
“All patients hope that what their
doctor has prescribed will help them
) return to their previous life, before
Possible answers they received their diagnosis.”
| want to:

e liveaslongaslcan

e have good quality of life as much as | can, and “feel better”
e return to work

e be more independent in my day-to-day life.

“] think that one of the first thoughts that goes through anyone's mind when they
hear the words "you have cancer" is: can you cure me? A cure is, of course, ideal,
but in the absence of a cure, "stable disease" (in other words, cancer that has
stopped growing) is an excellent outcome.

“In my case, when | have stable disease, | remind myself, ‘I do not know what
tomorrow will bring, but today, | can do anything that | would have done if | did
not have cancer.”"
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We suggest you provide answers to these questions:

What health goals are important to me?

If I had to choose, which goal is my most
important health goal? Why?

When | think about my other health
goals, how would | list them so that the
last goal on the list is the least important
to me?

Can | break down my thinking and feelings about my disease or health problem into
parts so that each one becomes a specific health goal?
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Possible answers

The aspect of my disease or condition that bothers me most, and that | most want to reduce, get rid
of, or manage is:

e how the disease grows or progresses
e symptoms of my disease that bother me the most, such as

pain

nausea or vomiting
problems being mobile
sleep problems
problems with memory
thinking problems
feeling tired (fatigue)

O O O O O 0 O

“My rheumatologist is very concerned about any joint that is swollen and inflamed. | have
lived with swollen joints for over 25 years, and this does not bother me as much as the flu-
like symptoms that come when I have a disease flare-up. Even though this is
incapacitating, my doctor ignores this aspect of my disease.”
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What can | do to achieve my goals?

“Rheumatoid arthritis can be very severe or very mild.
Someone who has a very mild form may decide not to take
any medication and will treat the disease, often successfully,
with complementary or natural health products.

Someone with a severe form of the disease may be prepared
to take more risks with medications that have serious and
sometimes dangerous side effects since the effects of the
disease can be severe and life-threatening.”

Possible answers

a) |can make an effort to learn about and understand my disease or health problem and the
treatment options that may work best for me.

Sources of information on health include: family doctor; medical specialist;
hospital; pharmacist; the Internet (websites such as Health Canada, Food and
Drug Administration (U.S) and the European Medicines Agency); public library;
social worker; community health centre; the ministry of health in my province or
territory, and charities.

b) | can use the time | have with my doctor, nurse, pharmacist and dentist by asking focused

guestions that will give me a clear understanding of my treatment options. | can also tell them

what | think and feel so they know about my medical situation and needs.

“Once the doctor told me | had cancer, | didn’t hear anything after that. At that time, | was
living in a fog after two difficult life events in the same month. My health care team was able
to help me recognize that this was an extraordinary time of stress. They helped me find other
resources to help in the decision-making process.

“They also helped me find a counsellor to talk to so that | could find more ways to cope with
both my body and my emotions. | was finally able to choose treatments based on knowing
that it was the best fit for me, not just one | would have picked while living in a fog of stress.”
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c¢) When | begin treatment, | can report my experiences with my treatment as it happens so that
my healthcare team can adjust things to give me the best care.

d) I can build relationships with others, such as patients in support groups; this may help me to
make decisions over time.

“Do not be afraid to get a second or even
third opinion on your diagnosis and
treatment options. Medicine is not a one-
size-fits-all practice. Find a doctor you
are comfortable working with — this will
hopefully be a very long-term
relationship!”

“A doctor gave me the best description of the
modern doctor-patient relationship. He said a
doctor is the captain of your ship, but you are the
ship's owner.”

“l had never even heard of hereditary angioedema. | did not know what to expect, ask, feel,
or who to turn to for help. There just seemed to be a huge maze of terminology that | did not
understand. Worry consumed me at first.

“Then I learned that the best way to be empowered was to keep asking questions.”

TRUE, FALSE or MAYBE?
1) | have little say in how my disease is managed.
2) Everyone with the same disease has the same concerns, or feels the same way, about their disease.
3) There may be a number of different treatment options to manage my disease.

4) At the physical level, everyone with the same disease or health problem responds in the same way to
the same treatment.

See Appendix 2 for explanations.
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STEP 2:
DISCOVERING MY THINKING

Who are you? Why do you think and decide the way you do?

Step 2 will help you understand more about what lies behind your reactions and judgments. This may
help you to think more clearly when the time comes to decide on treatments.

e Am |l willing and able to think clearly now?
e What exists in my situation, or in me, that affects my thinking?

e Are the influences that affect my thinking truly meaningful to me?
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Possible answers

Dig a bit deeper by asking yourself these questions:

e Do | have enough energy and focus to make this effort right now, or should | ask for support?

e Are my circumstances complicated, and do | want to ask for help thinking things through?

e  Who might be able to help out? Helpers may be healthcare providers, a caregiver, a patient
navigator, my patient support group, or a patient advocacy group.

Generally, what tends to affect my thinking and decisions? Some factors may include:
e Where |l amin life: my age, male or female, culture | am part of, lifestyle, family
e My emotions: fear, hope, frustration, feeling desperate
e How others around me feel — my spouse, partner, children or parents

e My own and other people’s assumptions about the situation of having a life-threatening
disease or chronic health problem.

“When | was first diagnosed with HIV | asked my doctor about joining a clinical
trial, since there were no effective treatments yet available for my disease. She
recommended one. | thought, wrongly, that it must be a good drug being tested
or my doctor would not have recommended it. Then | spoke to a woman in my
support group who knew a lot about treatments and the trial. She warned me that
the drug was very toxic and better drugs were coming to trial. | am sure glad |
waited.”
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When | think about the factors above, which ones have the most meaning and are most important to
me? Why?

“l know I have to make some decisions about my treatment. How do I do this when no one in my family
wants to have a real conversation about this? Everybody is trying to protect everybody.

“With the help of the medical team we were finally able to have an open conversation about what we
were each scared of. Once we could do that | was able to come up with a treatment plan that worked for

me and my family. While the worry will never completely go away it helps that we all know what to
expect with this treatment plan.”

Put a check mark inside the circle or circles that describe you.

|l am
willing to
take risks

| often jump
to | ignore
conclusion info that
s does not
fitintom
How do I wrAavlA y
make
decisions

n

| welcome

info and

advice | believe |
from will be

others | prefer to the

decide “luckv
things on

my own

Please ask yourself a few more questions:

e Do ltend to like certain options more than others because | want to avoid regret later on?

e Dol tend to dismiss the importance of things that may happen in the future more than things

that might happen now or soon?

e Generally, am | comfortable with uncertainty? Why or why not?

e Dol tend to listen to, or do | tend to ignore, my “gut feelings” or intuition?
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Please take time to think about structure and numbers.

e Dol like to take a structured approach when | am making important decisions?

e Dol like or dislike numbers?

e Do lunderstand the numbers that explain the possible positive and negative outcomes of a
certain treatment?

e Should | seek help to understand these numbers?

To test how well you understand numbers that explain the benefits and harms of a
treatment, do the online Medical Statistics Quiz from Dartmouth Medical School
(PDF will load).

LINK TO BOLD TEXT ABOVE:
http://dartmed.dartmouth.edu/spring08/pdf/disc_drugs_we/quiz.pdf

Find answers to the quiz here.

LINK TO BOLD word “here.”
http://dartmed.dartmouth.edu/spring08/html/disc_drugs_we_answers.php

Here are some final points to consider:
1. Critical thinking is a skill that people can learn. It involves deciding whether a claim is true,
partially true or false. Do | enjoy critical thinking? If not, do | know someone who can do this

and will help me?

2. How important is peace of mind to me?

3. Can | see and separate out my short-term goals (things | must handle now, like pain), medium-
term goals (such as gaining better control of my mobility) and longer-term goals (such as being
able to return to work)?
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4. Can | take the long view (decide what will be in my best interests far into the future)?

5. Whose advice do | trust when | must decide something? Why? Do they understand me and
have my best interests at heart?

6. Have my thinking or have my personal circumstances changed so that | need to rethink a
treatment decision | made before?

When | was single with no small children relying on me, | would not have been prepared to risk the
uncertainties and the burden from possible toxic effects from an unproven treatment. But now
that | have a young family, | would be more open to being part of a clinical study and maybe
exposing myself to test treatment, if nothing else is available to treat the disease, in the hope that
I just might be able to survive or maintain quality of life, to support my children while they are

TRUE, FALSE or MAYBE?
1) Ishould not let my emotions affect decisions about my healthcare.

2) | have a clear understanding of how well a licensed (approved) treatment will work and
how safe it is for me.

3) lam good at understanding the numbers that describe the potential for benefit and for
harm that may come from treatments.

4) Knowing that | may be biased in some of my thinking, or misled by false beliefs, will help
me make better decisions.

5) Taking time to think about my medical decisions will help me make better decisions in the
end.

See Appendix 2 for explanations.
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STEP 3:
SEEING MY OPPORTUNITIES

Step 3 offers you a set of guiding principles for making wise treatment decisions.

1) How can I choose treatments that will help me achieve my own health goals?

2) Who can help me (or provide information) so | can make the best decisions
about if, when and how to take treatments?

“Friendship is born at that moment when one person says to another:
"What! You, too? | thought | was the only one." —C. S. Lewis, author of
The Chronicles of Narnia
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Possible answers

Take time to decide on the questions and concerns you should raise at medical appointments, and
with healthcare staff.

Make it your goal to learn all you “Most of the time, it seems that we are pretty powerless to

need to know about your change things. As long as we are alone it might stay that way,

treatment options. but when we find others like us, together we can change our
world.

It is up to you to plan ahead, so
you can get the most out of your
health visits.

“Join a support group, or consider starting one!”

“l, as the patient and person taking the medication, know how it
is affecting me and should never allow a healthcare provider to
dismiss my concerns. If | feel a drug is doing something different
than expected | should mention it to my provider and not allow
them to ignore what is happening.”

“When | was first diagnosed with a rare disease it was very difficult to come to terms with the lack
of knowledge about the illness and the uncertainty about my future. When we finally came
together and formed a patient group, we were able to get past being angry at how the system was
failing us. We began to work with the doctors and healthcare centres to come up with some pretty
smart ways to get better care, not just for ourselves, but for all patients with our illness. It has
been very empowering.”

TRUE, FALSE OR MAYBE?

1) Everyone with the same condition feels the same way about the possible benefits and harms of a
certain treatment.

2) People with the same disease can have very different life circumstances or values that they need
to consider when they are making choices about their health and treatment options.

3) Once a treatment is licensed, people tend to overestimate its possible benefits and
underestimate its possible harms.

See Appendix 2 for explanations.
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STEP 4:
LAYING OUT MY TREATMENT OPTIONS

Now that you know more about what you need and why, Step 4 asks you to explore treatment
options. Asking your doctor — and others on your health team — is the best place to start. You may
also find it helpful to talk to people who share your disease, through a patient support or advocacy
group for your disease or condition.

You may wish to write down your options as you go through the rest of the Guide.

What are the options for treatments?

Where can | go to find out more about the options that apply to me?

“After | was diagnosed | expected the doctor to direct me to the next steps, lay
out the treatment plan and tell me what to do. Instead | was presented with a
range of options. How was | to know which was best? I did not go to medical

school!”

Copyright 2017 Linda Wilhelm, Robyn Lim and Louise Binder
Version plain language August 2015

22



Possible answers

“There are different ways to take medications for
rheumatoid arthritis. Some are in pill form, others
are self-injected, and others given by an intravenous
tube (IV) at a clinic. Some patients do not like
needles and prefer to take their medicine as pills.
Others are comfortable injecting the medicine. It
makes them feel like they have some control and are
doing something to manage the illness. There are
others who require the help of health professionals
to manage their disease.”

a) There is usually more than one approach to treatment. My healthcare team may offer me
medicines along with other options — surgery, exercise, diet — and different ways to receive
the treatments.

b) Treatments can be combined. Treatment approaches can also be combined. Do | know about
the ways treatments may be combined? What does my healthcare team suggest?

c) Talking with others may help me learn more about other treatment options or approaches. The
people to talk to include family, friends, a patient support group, or professionals like a
dietician, physiotherapist or occupational therapist.
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“One of the best actions | took to support my health was to join a support group. Sitting with the
loneliness of this disease at times was worse than any symptom | was having. Even so, without
being aware, | was having more symptoms.

When someone in my support group mentioned the same thing, | raised the issue. My medical
team told me that there was no treatment to manage this symptom. But when | brought in the
additional information from my support group, they explored treatment. | am now free of this
symptom and feeling great!”

d) It can happen that | will reach a point with my disease, or my life, where | want to rethink the
treatment approach. | will need to discuss this with my healthcare team.

e) Sometimes it makes sense, too, to ask my doctor to review the medications | am taking to see
if they are still doing me good.

“Living with rheumatoid arthritis means | have had to take many medications daily for the past
30 years. Without these drugs, | know | would be living in a long-term care facility instead of
being able to care for my daily needs mostly on my own.

“When | was waiting for a hip replacement, pain was so bad I could not sleep at night. A family
member suggested I try acupuncture and | decided to take their advice, even though I had very
little faith that it would work. After about the third treatment | was able to sleep through the

night.

“Another time, a joint in my lower back became inflamed and caused severe sciatica. My doctor
suggested that | try physiotherapy. Two weeks after starting the treatment, which involved
ultrasound, heat and a set of exercises, the inflammation went down and the pain medicine
was again able to control my pain levels. | continue to do these exercises two years later and
the sciatica has not come back.”

TRUE, FALSE OR MAYBE?

1. There may be a number of treatments, and treatment
approaches, to help me manage my disease.

See Appendix 2 for explanations.
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STEP 5:
LEARNING ALL | CAN ABOUT EACH OF MY
TREATMENT OPTIONS

Now that you are aware of your treatment choices, this step allows you to dive deeper into those
options. In this step, you will work to collect the best and most reliable information you can find.

Understanding the positive effects, “I have learnec
negative toxic effects, and troublesome effects of treatment can about my ¢
research on wt

Positive effects: A positive effect of treatment is also called a benefit. Three kinds of positive effects though my onc

exist:

1. A positive effect of treatment can modify disease by slowing it down or even reversing it. This kind
of treatment effect may also provide relief from symptoms of the disease. Two examples of
treatments that modify disease are antibiotics and surgery.

2. A positive effect of treatment can manage disease. The treatment does not change the fact that
the disease exists. Examples of this are hormone treatments, such as those used for Type 1
diabetes and clotting factors, such as those used for bleeding disorders.

3. A positive effect of treatment can manage symptoms. The treatment does not change the fact that
the disease exists. Instead, its goal is to reduce or control symptoms of the disease, such as pain,
stiffness or swelling.

Negative toxic effects: A toxic effect of treatment is also called a harm. It is negative and serious. A
toxic effect can cause a severe reaction, birth defects, drug dependence or death. Patients must report
toxic effects to their doctor right away, so that the effects do not progress. The same treatment may
cause toxic effects in one person but not in another.

Troublesome effects: This kind of negative effect (or harm) is less serious than a toxic effect of

treatment because it is not life-threatening. Even so, it can be severe, such as a bad headache. A

troublesome effect may last only a short time, or it may be present as long as the treatment continues.

It can affect whether you decide to continue a treatment. The same treatment may cause troublesome 25
effects in one person but not in another.



e Are there licensed treatments for my condition? What are they? How recent was the
licensing? See Appendix 3 to learn about drug and product licensing in Canada

e Was the treatment turned down for licensing, or removed from markets anywhere in the
world? If so, why?

e If a treatment is on the market in Canada, is it licensed with full authorization (Notice of
Compliance, or NOC) or with conditional authorization (Notice of Compliance with
Conditions, or NOC/C)? See Appendix 3 to learn more about
authorizations.

e What is known about the positive and negative effects of treatment?

e What do | need to know that is still not known about the positive and negative effects of
treatment?
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¢ Is funding for this treatment covered by any source, such as a provincial government, the
company that manufactures it, or a private insurance company? If not, why?

e Are there treatments under investigation for my disease or health condition? What are they?

“As someone with Stage 4 breast cancer, the best advice | can give someone who's just
been told they have cancer is, ‘Do not Google it.” | had to wait to see an oncologist, and
was terrified by what | found on the Internet. Then I saw my oncologist, who told me my
cancer could probably be managed for years, and that most Internet cancer information
is out-of-date, a sales pitch, or just plain wrong. He gave me hope — and also the links
to websites that have reliable, up-to-date information.”

Sources of information about treatments

e Your doctor, pharmacist and others on your healthcare team are good sources. Other ways
to learn about treatments include patient advocacy and support groups for your disease.
You can connect with them in person where you live, or online (forums where people share
their experiences).

e For details on licensed drugs, products, and devices, visit government websites such Health
Canada, the Food and Drug Administration (in the U.S.) and the European Medicines
Agency. See Appendix 3 for information about access to drugs and medical products in
Canada.

e Health or cancer agencies funded by a province or territory often provide useful
information about treatments on their websites. So does the National Health Service in
Britain.

e Visit this website for information on clinical trials. Companies that make drugs
‘ (manufacturers) may also provide online information about clinical trials. LINK TO:

https://clinicaltrials.gov/

e Look for information on drugs and medical products at the company’s website.
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Possible answers

For each treatment option, you will need to seek answers to the questions above. We also suggest you
assess the positive, negative, and troublesome effects of each treatment option. The section that
follows guides you through questions to ask about each treatment you are looking at.

Assess the positive effects

What are the known possible benefits of this Does the treatment change the way the disease
treatment for my disease or health problem? progresses, or does it mostly provide relief from
symptoms?

Benefits are the positive effects of treatment
that are desired. How much benefit, and what kinds of benefit, can
| expect from the treatment?

How many patients with the disease are expected
to achieve benefits?

How long does it take before people feel the
benefits of the treatment?

How long does treatment benefit last, if | take the
treatment as recommended?

What did studies show about this treatment?

Does my doctor believe that the studies were designed well, and big enough to allow the experts to be
confident in the benefit findings?

If there was more than one study, did the results of the studies agree with each other?

Do | know what the lowest dose is that may provide benefit?

Have the benefit findings from the studies done before licensing been updated? In other words, do
new studies exist that deal with the treatment’s benefits in the general population, after licensing?
See Appendix 3 for details on licensing.

Making it personal Can | predict if | will benefit?

People like me: What is the chance of benefit from this treatment
In a scientific study or clinical trial, people like me | to patients most like me?

refers to patients who were part of the study and
who share characteristics that you have, such as Were people like me part of the clinical studies

e Same gender (male or female) for this treatment? (See definition of people like
e Same disease or health problem me on left.)
e Same sub-type of disease or health

problem What is the lowest dose that might benefit a

patient like me? Has this been studied?
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e Same severity of disease

e Same type of “other” problems, such as
kidney or liver malfunction, heart
problems, or lifestyle factors, such as
smoking, being overweight, etc.

Why does this matter? If the study did not
contain people like me, the treatment may not be
one that will work well or be safe for you.

How long will | have to take the treatment before
| start to feel benefits?

Is it known whether short-term benefits from the
treatment continue in the longer term, or do
these positive effects change over time?

Is this treatment designed or expected to work on
aspects of the disease that are most important to
me?

“Since each person responds differently to
medications, it often takes trying a few drugs to find
one that works well to control symptoms of

rheumatoid arthritis.”

Assess the negative (toxic) effects

How safe is this treatment option for me?

A toxic effect from treatment is one that causes
serious harm, such as

e death

e aserious reaction

e birth defects

e drug dependence.

Can the serious and possible toxic effects of the
treatment be managed — by reducing their
potential and how severe they are — in my
particular case?

How safe is this treatment option, generally?

Did studies done before licensing ask specific
questions about negative effects? If so, which
ones did the studies deal with?
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Were the studies conducted well enough to allow
experts to be confident in the findings about the
negative effects?

Were the studies big enough (have enough
patients in the studies) to allow experts to be
confident in the findings about negative effects?

If there was more than one study, did the results
of the studies agree with each other about the
negative effects?

Is there other information, beyond studies, that
showed or helped experts to understand the
negative effects?

What do | know about the lowest dose that may
reduce harm while still giving me benefits?

Are there any studies happening now, or planned,
or any patient registries of the treatment that are
exploring this treatment’s negative effects?

What do | need to know about the toxic effects of
this treatment?

What are the known toxic effects of the
treatment?

What did studies and other information reveal
about possible toxic effects of this treatment?

How often did these occur?

Was any particular group of patients more likely
to be affected by these toxicities than other
groups?

At what dose do the toxic effects tend to occur?
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Is the appearance of any toxic effects delayed? If
so, by how long? Am | likely to experience
treatment benefit before toxic effects occur?

How do the toxic effects progress?

How long do toxic effects last?

Can my doctor manage the toxic effects? How?

Are the toxic effects reversible?

Do the toxic effects continue if the treatment is
stopped? For how long? Based on studies, did
they always stop?

Making it personal

Are any of the treatment’s toxic effects more or
less likely to happen to me? Why?

What would the physical and practical effects be
if | were to experience any toxic effects?

How would my doctor manage these toxic effects,
if | were to have them?

“When | had a toxic reaction to my drugs after years of success, there were only a few
options available to me. Luckily, my doctor and | were able to develop new system. We
used some very old drugs and some very new drugs. | am still using this system 8 years

later, and it has been very successful for me.”

Assess the troublesome effects

What do studies of this treatment say about troublesome |

What did the studies show are the possible troublesome
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effects?

Troublesome effects of treatment are minor negative
effects that are
e unpleasant or

e inconvenient.

A troublesome effect is not a serious or toxic effect of
treatment.

effects?
How often did the troublesome effects occur in the studies?

Was any particular group of patients more likely to
experience these troublesome effects than other groups?

In the studies:
e How severe are the troublesome effects?
At what dose does the troublesome effect occur?

How long do the troublesome effects last?

Can a doctor manage the troublesome effects? If so,
how?

Are they reversible?
Do any troublesome effects appear if the treatment is

stopped? If so, what are they and how long do they last? In
the studies, did they always stop?

What else do | know about the troublesome effects of this tre

atment?

Making it personal

Are any of these troublesome effects more or less
likely to happen to me? Why?

What would the physical and practical effects be
if | were to experience any troublesome effects?

How would my doctor manage troublesome

effects, if | were to have them?

“I began to have allergic reactions to different antibiotics that | had never had
problems taking. | was concerned because | needed dental work that required

antibiotics. My doctor got me connected to

a hospital's drug allergy clinic and they did

a full day of testing me for drug allergies. Now we know what drugs are safe and which
to avoid. | was able to get the dental work done and have no worries about my need to

use antibiotics in the future.”
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Other things to consider about this treatment

Is this a new or an older treatment?

If this is an older treatment, have any issues
emerged among patients who have used the
treatment, since it was licensed? What were the
positive or negative effects on patients? Have
these issues been resolved?

Is my doctor suggesting this treatment because it
is a common one for my condition? Or is it an off-
label drug or treatment?

An off-label drug or treatment is one that

e s licensed in Canada but is being used for a
disease or for people that are not covered by
the licensing, or

e s not licensed in Canada but may be used in
special cases, if a doctor believes it may
benefit a patient.

If the treatment is off-label for my disease or
health problem, why does my doctor think the
treatment will be safe, work well, and provide
benefits to me?

How much is known about the possible positive
and negative effects of the treatment if it is used
off-label?

Is this an expensive treatment?

Will this treatment be paid for by someone other
than me? If so, by whom? If not, why?

Are there other, or di