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This is the 1st Affidavit

of Dr. Vince Bain in this case

and was made on _///Mar/2015

No. No. C965349

Vancouver Registry

Between

and

and

In the Supreme Court of British Columbia

Anita Endean, as representative plaintiff

The Canadian Red Cross Society
Her Majesty the Queen in Right of the Province of British

Columbia, and The Attorney General of Canada

Prince George Regional Hospital, Dr. William Galliford,
Dr. Robert Hart Dykes, Dr. Peter Houghton,

Dr. John Doe, Her Majesty the Queen in Right of Canada,
and Her Majesty the Queen in Right of the

Province of British Columbia

Plaintiff

Defendants

Third Parties

Proceeding under the Class Proceedings Act, R.S.B.C. 1996, C. 50

AFFIDAVIT

I, DR. VINCE BAIN, of University of Alberta, 1.55 Zeidler Center, 130 University

Campus, Edmonton, Alberta, SWEAR (OR AFFIRM) THAT:

Qualifications

1. I am a physician specializing in gastroenterology and hepatology. I am a Fellow

of the Royal College of Physicians of Canada in Internal Medicine and in

Gastroenterology. I am a member of the College of Physicians and Surgeons in

Alberta. I am Board certified by the American Board of Internal Medicine.

{20014-001/00466157.1}























































































































































































































Table 1. Virologic response definitions while on HCV therapy

Definition Time Point HCV RNA level Comment

RVR Week 4 Undetectable
High positive predictive value

for SVR

EVR Week 12

Undetectable: Complete EVR

Detectable: Partial EVR

>2 logio drop from baseline

Detectable: Null Responder

<2 login drop from baseline

Lack of EVR has very high

(>98%) negative predictive

value for SVR.

eRVR Week 4, 12 Undetectable

High positive predictive value

for SVR with telaprevir-and

simeprevir based triple therapy

Partial

Response
Week 12+

Partial EVR at week 12 with

no subsequent negative HCV

RNA test

Treatment failure (pEVR +

week 24 HCV RNA

detectable, has 100% NPV for

SVR)

EOT

Response

treatment completion

(number of weeks,

varies by regimen)

Undetectable

Rclapser

any time after EOT

(usually checked 12

or 24 weeks after

EOT)

Undetectable at EOT,

Detectable after EOT

Treatment Failure (relapse >

12 weeks after EOT suggests

possibility of re-infection;

viral sequencing should be

considered)

SVR 12 Week 60 Undetectable
Predicts SVR24 in mono-

infected patients

SVR 24 Week 72 Undetectable Treatment Success

RVR: rapid virologic response; SVR: sustained virologic response:

response; eRVR: extended rapid virologic response; pEVR: partial

NPV: negative predictive value ; EOT: end of treatment

EVR: early virologic

early virologic response;
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Table 2. Drug-drug interactions between antirctroviral agents and directly acting
antivirals for hepatitis C

Boceprevir Tclaprevir Simeprevir Sofosbuvir

Dose 800 mg qSli with food
1125mg q 12h with food

(not low fat)
150 mg daily with food 400 mg daily

lntegrase Inil ihilars

Dolutegravir

No clinically significant

changes in either drug.

No dose adjustment

required(59. 60)

No clinically significant

changes m either drug.

No dose adjustment

required.)59. 60)

Co-administration has

not been studied but no

expected clinically

significant drug

interaction

Co-administration has

not been studied but no

expected clinically

significant drug

interaction

Elviicgravir/
cobicislal

Co-administration has

not been studied but co

administration could

potentially lead to

reduced drug

concentrations of both

boccprcvir and

elviiegravir/cobicistat

No clinically significant

changes in cither drug.

No dose adjustment

required.(61)

Not recommended with

cobici -icd

regimens due to risk

ificanlly inc

sunepi

concentra

Co-administration has

not been studied but no

expected clinically

significant drug

interaction

Raltegravir

No clinically significant

changes in either drug.

No dose adjustment

required.(63)

No clinically significant

changes in either drug.

No dose adjustment

required.(64)

No clinically significant

changes in cither drug.

No dose adjustment

required,(65)

No clinically significant

changes in either drug.

No dose adjustment

required.(20. 66)

Non-Nucleoside Reverse Transcriptase Ini ibilars

Efavirenz
Vxoid combination.

20% 1 Cmin. 23% j

AUC of etravirine.

Use combination with

caution, particularly if

coadministering with

47% J Cmin of

tclaprevir; \ tclaprevir

dose to 1125 mg qSh

with cfavircnz(69, 70)

. ('nun. 71

\i!( ofsimcprcvii

Avoid combination (2d.

6°» 1AUC. 19% J

(max of sofosbuvir. not

considered clinically

significant. No do>e

adjustment required.(20,

66)

Etravirine

No clinically significant

changes in cither drug.

NO dose adjustment

required.(72)

Nut recommended with

etravirine due to risk

ircvii

enlraltons 1

Co-administration has

not been studied but no

expected clinically

significant drug

interaction
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Rilpivirine

Boceprevir

other medications which

may further decrease

etravirine concentrations

(71)

? 39% AUG, t 15%

Cmax. T 10% Cmin of

rilpivirine, not

considered clinically

significant. No dose

adjustment required.(73)

Protease Inhibitors

Darunavir/

ritonavir

Lopinavir/
ritonavir

\L(

Ami (I combination.!

ininicndi'd

Fosamprenavir/ |
ritonavir

Tclaprevir

I 78% AUC, T 49%

Cmax. f 93% Cmin of

rilpivirine, not

considered clinically

significant. No dose

adjustment required.!72)

ZS1 ' Cmin of

atazanavir. Combination

may be uscd.(70)

I nun

Awiid

coin bin

Avoid combination.("'I.

6% t AUC. 4"„ 1 Cmin

ofsimeprevirand I2%t

AUC 25".. ' Cmin of

rilpivirine, not

considered clinically

significant. No dose

adjustment required.(65)

Not recommended wjth

ruona\ ir, boosted oi

1HIV proti

iluc to risk

significantly

: J\ 11

concentrations (20)

. ' M (

58-fold

i j'niti rii !hn.< pi

'

Coadministration not

recommended (20)

Not recoihmc

num.;

ended with

inhibitors due li

ami} men

_• \ 11

r>2i

Not recommended with

Sofosbuvir

6% f AUC, 5% f Cmax

of rilpivirine. not

considered clinically

significant. No dose

adjustment required.(20

66)

No expected clinically

significant drug

interaction

37% f AUC. 45% f

Cmax of sofosbuvir. not

considered clinically

significant. No dose

adjustment required.(20.

66)

Co-administration has

not been studied but no

expected clinically

significant drug

interaction

Co-administration has
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Boceprevir Tclaprevir Simeprevir Sofosbuvir

11 ' ' .: ~ • . ntona\ ii. boos;. not been studied but no

expected clinically

mbiiiation. :; Wuill significant drug

lion.i " . rt •

interaction

CCR5Antagonist

Maraviroc AUC 1 Maraviroc AUC [

202%, Cmax t 233% 849%, Cmax t 681%

and Ctrough t 178% vs. and Ctrough | 917% vs. Co-administration has

maraviroc 150 mg BID maraviroc 150 mg BID No expected clinically not been studied but no

Maraviroc alone. Reduce alone. Reduce significant drug expected clinically

maraviroc dose to 150 maraviroc dose to 150 interaction significant drug

mg BID when mg BID when interaction

coadministering with coadministering with

boceprevir.(77. 78) telaprevir.(77)

Key: 11= avoid combination J =caution/dose adjustment I 1= combination OK

Q8H: every 8 hours; po: orally; Cmin: concentration minimum; AUC: area under the curve; Cmax:

concentration maximum; Ctrough: concentration trough; BID: twice a day
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Appendix

Table Grading system for recommendations

Classification Description

Class of Evidence

Class 1

Class 2

Class 2a

Class 2b

Class 3

Conditions for which there is evidence and/or general agreement that a
given diagnostic evaluation procedure or treatment is beneficial, useful and
effective

Conditions for which there is conflicting evidence and/or a divergence of
opinion about the usefulness/efficacy of a diagnostic evaluation, procedure
or treatment

Weight of evidence/opinion is in favour of usefulness/efficacy
Usefulness /efficacy is less well established by evidence/opinion
Conditions for which there is evidence and/or general agreement that a
diagnostic evaluation, procedure/treatment is not useful/effective and in
some cases may be harmful

Grade of Evidence

Level A

LevelB

LevelC

Data derives from multiple randomized clinical trials or meta-analyses
Data derived from a single randomized trial, or nonrandomized studies

Only consensus opinions of experts, case studies, or standard-of-care.

Adapted from (58, 79. 80)
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