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AFFIDAVIT

I, DR. VINCE BAIN, of University of Alberta, 1.55 Zeidler Center, 130 University
Campus, Edmonton, Alberta, SWEAR (OR AFFIRM) THAT:

1. My qualifications are as set out in the affidavits | swore in each of these
proceedings on March 11, 2015. | my updated curriculum vitae is appended as Exhibit
A to this affidavit.

2. I have been asked to review the affidavit of Dr. Sam Lee affirmed January 26,

2016 and answer questions about some of the matters on which Dr. Lee opines.

3. In making this affidavit, | certify that | am aware that my duty is to:

(a) provide opinion evidence that is fair, objective and non-partisan and

related only to matters within my area of expertise; and

(b)  assist the court and provide such additional assistance as the court may

reasonably require to determine a matter in issue.

4, | am aware that the foregoing duties prevail over any obligation | may owe to any
party on whose behalf | am engaged and | am aware that | am not to be an advocate for
any party. | confirm that this affidavit conforms with the above-noted duties. | further
confirm that if called upon to give oral or written testimony, | will give such testimony in

conformity with these duties.

5. At paragraph 21 of his affidavit, Dr. Lee says that “With the introduction of DAA
agents in 2011, the treatment burden of HCV-infected persons declined markedly and
health outcomes improved greatly...”. In my view, an important qualifier to that
statement is that the first DAA (direct antiviral agents) drugs introduced in 2011,
telaprevir and boceprevir, were associated with a much higher incidence of severe side

effects after they were approved than was projected during the trials that preceded their

{20014-004/00538618.1}



_5-

approval. The side effects included rashes that in some cases became life threatening,
nausea, joint pain, anemia, low white blood cell counts, and anal problems such as
itching, burning and hemorrhoids. Many more patients than anticipated during the trial
phase could not tolerate the full course of therapy and so treatment was discontinued in
such patients prior to the prescribed length at the outset. In those with severe side
effects, the treatment burden increased and the health outcomes decreased compared

to pegylated interferon and ribavirin alone.

6. At paragraph 22 of his affidavit, Dr. Lee refers to DAA drugs approved in 2013
and 2014. Later in that the paragraph he says that current DAA treatment is associated
with no discernible side effects and a cure rate exceeding 90%. | put some

qualifications on the statement that there are no discernible side effects as follows:

(a) DAA drugs approved in 2013, simeprevir and sofosbuvir, were combined
with pegylated interferon and ribavirin and so those treatment regimes did
not avoid the side effects associated with pegylated interferon and

ribavirin although the treatment duration was shorter;

(b) one of the DAA treatment combinations approved in 2014, known
commonly as a Holkira Pak (it is a combination of ombitasvir, dasabuuvir,
paritaprevir and a boosting agent called ritonavir) must be taken with
ribavirin for patients with genotypes 1a (which is very common). When
combined with ribavirin, the side effects of ribavirin are not avoided and

are discernible;

(c)  among the patients | have treated with the 2014 and 2015 drugs which do
not include pegylated interferon or ribavirin, (Harvoni and Holkira Pak in
some cases), | do not agree that universally there are no discernible side
effects. To date, all of my patients have been able to complete the
treatment on these regimes, but some do have side effects (described at

- paragraph 51 of my March 11, 2015 affidavits). The impact of the side

effects is markedly less and the side effects do not generally impact day to
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day functioning compared to pegylated interferon and ribavirin, telaprevir

or boceprevir regimes.

7. The qualifications expressed at paragraphs 6(b) and (c) above apply to the
statement of Dr. Lee at paragraph 24 of his affidavit where he says “[t]here is no
medical reason to suggest that any patient would undergo a hardship in following either

Holkira Pak or Harvoni treatment regimes.”

8. At paragraph 31 of his affidavit, Dr. Lee describes that provincial formularies do
not cover the cost of Harvoni or Holkira Pak unless the patient has advanced to at least
the non-bridging fibrosis of disease stage F2 on the Metavir scale. | agree with this
description. | take issue with the following statements in paragraph 31 of Dr. Lee’s
affidavit:

It may be objected that the only modest benefit of treatment of early-stage
HCV infection may be psychological. Treatment offers no useful medical
or public health benefits in such patients other than alleviating anxiety
from the stress of knowing that they are infected.

9. | take issue with these statements because in my view the eradication of the
disease as early as possible in persons who have chronic HCV holds medical benefits
for these patients. | note that the current guidelines for treating Hepatitis C issued by
the Canadian Association for the Study of the Liver (CASL), and which are attached to
my March 11, 2015 affidavits, state that all persons with chronic HCV infection should

be considered for treatment. That would include persons below Metavir F2.

10.  The medical benefits for the patient include:

(@) some symptoms of HCV chronic infection can occur prior to evidence of
liver scarring being detected by biopsy or fibroscan. These symptoms can
include fatigue, weight loss, upper right abdominal discomfort, mood
disturbance, poor concentration, anxiety and depression. Treating such
persons with the chance of also eradicating the symptoms is of medical

benefit;
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(b)  chronic HCV can be associated with conditions such as cryoglobulinemia,
which can cause kidney damage and can occur prior to reaching F2
scarring, and an increased risk of lymphoma, which risk is increased prior
to the F2 stage. Avoiding these conditions or treating to eliminate these

conditions is of medical benefit;

()  conversely, a person can feel well while the process of liver inflammation
and scarring proceeds. There is no magical health line crossed at F2, and
no way to determine when a person with chronic HCV will cross the line to
F2 short of constantly testing the liver through biopsy or fibroscan. In my
view, it is medically beneficial to treat a patient with thé object of attaining
an SVR before the inflammation and/or scarring process has begun or as
early as possible in the inflammation and/or scarring process and it is not

sound to wait and see if the disease progresses;

(d) it is understood that chronic HCV is associated with mental health
conditions such as mood disturbance, anxiety and depression. These
mental health conditions are medical conditions and a corresponding

medical benefit of treatment is to avoid or reduce them through treatment.

11. At paragraph 32 of his affidavit, Dr. Lee discusses that financial barriers such as
provincial formularies limiting coverage to Metavir F2 and above do not inhibit persons
who have access to compensation under the 1986-1990 Hepatitis C Settlement
Agreement. He goes on to comment on how physicians would approach treatment in
such patients and says “most clinicians would be prepared to accede to the wishes of
such a patient so long as he/she understood the financial burden of the antiviral
therapy”. In my experience it would be approached differently: if the patient has no
financial barrier to treatment, for example he or she has private health insurance,
access to compensation from the settlement agreement or can afford it personally, then
the patient would be counselled to take the treatment. It is not a matter of the patient
persuading the clinician, it is a matter of the clinician counselling the patient on the

proper course of medical treatment taking into account all of the circumstances.
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12. At paragraphs 34-41, Dr. Lee discusses spontaneous viral clearance. With
regard to paragraph 34 of Dr. Lee's affidavit, it is not clear to me whether he is
suggesting that spontaneous viral clearance can occur in patients after the first year of

infection. | consider that to be rare.

13. At paragraph 38 of his affidavit, Dr. Lee states that he expects a spontaneous
viral clearance rate among the persons eligible to claim compensation under the 1986-
1990 Hepatitis C Settlement Agreement of at least 25%. Dr. Lee's states, at paragraph
42, that most of his patients are not transfused persons eligible to claim under the
settlement. The same is true of my practice. My estimate, based on my practice and
review of the literature, is that about 1 in 4, or 25%, of persons infected with HCV
experience spontaneous viral clearance during or immediately after the acute phase on
infection (within 6 months of infection). Spontaneous viral clearance more than year

after infection is rare.

14.  With regard to paragraphs 43-46 of Dr. Lee's affidavit, my practice includes
transfused patients who missed the application deadline for one or the other of the
settlements pertaining to persons whose chronic HCV was acquired through blood
transfusion or blood product infusion. Those interactions have included persons who

were not aware of the settlements prior to the deadline passing.

15.  With regard to paragraph 47 of Dr. Lee's affidavit, while | agree that some
patients are asymptomatic with chronic HCV, | disagree that patients who are
symptomatic “usually have carried the virus for many years and are at or approaching
late-stage liver disease”. | disagree because some patients are symptomatic at very
early stages of chronic HCV infection, as described in paragraph 10(a) above and

paragraph 25 of my March 11, 2015 affidavits.

16.  With regard to paragraphs 59-62 of Dr. Lee's affidavit, in my view the types of

estimates he provides must be qualified as follows:
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(a) the estimates assume that the estimator knows how many people are
infected with HCV in total in Canada, and so can determine what
percentage of that total are “aware of their need for medical attention” at
any given stage. It is not well understood how many people are infected
with HCV, and so estimating a percentage of that total based on observing
HCV patients in a clinical practice must result in an inherently rough

estimate;

(b) as stated above, some persons with chronic HCV have symptoms or
develop associated conditions at very early stages of the disease while
others are asymptomatic and feel well until late stages of the disease.
Given the variability in how HCV infected persons present clinically
compared to their actual disease progression, estimates of the sort Dr.
Lee provides are not in my view very reliable. At the very least they
should be stated as broad ranges because lower or higher estimates

could also be reasonable.

17.  With regard to paragraphs 59 and 62, in paragraph 59 Dr. Lee states that two-
thirds to three-quarters of patients at the cirrhotic stage of HCV infection likely have
sought medical attention and been diagnosed. At paragraph 62, Dr. Lee states that 70-
85% of persons at level 5, which he describes as compensated cirrhosis, will have
presented as patients and have been diagnosed. Since those percentages are
different, | assume he means them to cover different groups. The cirrhotic stage can
include those with compensated cirrhosis (level 5) and those with decompensated
cirrhosis (level 6). The percentage of that group that has presented as patients and
been diagnosed should be greater for all cirrhotics (described in paragraph 59) than for
compensated cirrhotics alone (level 5 - described in paragraph 62), but Dr. Lee'’s

estimates are the opposite.
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18.  Alternatively, Dr. Lee could be equating the cirrhotic stage with only the
compensated cirrhotic stage, in which case the percentage of those who present as

patients and been diagnosed should be the same in paragraphs 59 and 62.

B
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