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AFFIDAVIT OF SAMUEL S. LEE
(affirmed April 20, 2016)

I, DR. SAMUEL S. LEE, of the City of Calgary in the Province of Alberta,

physician and professor of medicine, AFFIRM AND SAY:

1. The Attorney General of Canada has engaged my services in this matter. For
reasons discussed in my affidavit sworn January 26, 2016, | have been generally
aware of the FPT Governments 1986-1990 Hepatitis C Settlement Agreement
("“Agreement”) from the time it was created, and understand that the Agreement
compensates persons who received blood or blood products contaminated with
hepatitis C virus (“HCV") during the 4 %z year period preceding the introduction of direct

viral testing for HCV in the Canadian blood system.

2. | understand from materials provided by counsel for the Attorney General of
Canada that the courts have declared a part of the funds comprising the trust capital
within the FPT Governments 1986-1990 Hepatitis C Settlement Trust Fund (“Trust”)
to be unallocated assets within the Trust that will not have to be called on when
honouring all current and forthcoming financial commitments made under the
Agreement. in connection with these judicial declarations | have been asked to provide
medical opinion evidence to assist the courts in reaching their decision on an
appropriate allocation of the actuarially and judicially declared unallocated assets
within the Trust as at December 31, 2013. | understand that the Attorney General of
Canada, as the representative of the federal government in this matter, has a financial

interest in the funds forming the capital of the Trust.

Duty to the Court and Expert Qualifications
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3. Although | am offering my expert evidence pursuant to my engagement by
Canada, ! understand and affirm that the evidence to be provided by me herein must
be fair, objective and non-partisan, and that my duty to tender evidence in accordance
with these principles prevails over any obligations | may owe to the Attorney General
of Canada (“Canada”) under the terms of my engagement. | also understand that the
evidence | am offering must relate only to areas within the scope of my professional
expertise. In the event that the courts find they require additional assistance from me

in determining this matter, | am ready, willing and able to offer such assistance.

4. My qualifications to offer evidence requiring expertise in the field of viral
hepatitis and specifically HCV are extensive and reflect many decades of work in the
field. 1 am a licensed physician specializing in gastroenterology and hepatology. | have
been Board-certified by the American Board of Internal Medicine in internal medicine
since 1981 and in gastroenterology since 1983. | have been a Fellow of the Royal
College of Physicians of Canada in Internal Medicine since 1982, and a member of
the Alberta College of Physicians and Surgeons since 1988. In my clinical practice |
have been a member of the active staff in Internal Medicine at Foothills Hospital,
Calgary, Alberta, from 1988 to the present. | also have been a courtesy member of the
consulting staff in the Department of Medicine at Peter Lougheed Hospital and
Rockyview Hospital in Calgary from 1988 to the present. In the course of my clinical

practice over the past 27 years, | have seen at least 3,000 patients infected with

hepatitis C.

5. In my academic career, my present appointment as a full professor in the
Department of Medicine within the Faculty of Medicine at University of Calgary was

made in 2000. | previcusly had served as an assistant professor specializing in
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gastroenterology in the Faculty’s Department of Medicine from 1988 to 1993, and as
an associate professor in its Department of Medicine from 1993 to 2000. Prior to
accepting my academic appointment at University of Caigary in 1988, | had held a
research fellowship in hepatology and portal hypertension at the University of Paris in
France from 1984 to 1987, and had taken advanced training in internal medicine and
gastroenterology at University of Toronto from 1978 to 1984. | received my M.D.
degree from Memorial University of Newfoundland in 1978. Attached hereto as
Exhibit “A™ to this my affidavit is a copy of my curriculum vitae updated to January 1,

2016.

6. In addition to my clinical practice and my teaching responsibilities, | have
conducted medical research, published and lectured extensively in the field of viral
hepatitis and specifically HCV infection and its treatment. For many years my
responsibilities have included the review and oversight of work performed by other
professionals in my field, both scholars pursuing advanced degrees in my area of
expertise and other viral-hepatitis specialists seeking publication of their research in

peer-reviewed professional journals.
Answers to Cross-examination

7. At the request of counsel for Canada, | swore an affidavit on January 26, 2016
which provided expert advice regarding three aspects of the clinical management and
treatment of HCV infections: (a) the impact of new drug therapies in eliminating HCV
from all infected persons, including their effectiveness in eradicating genotypes that
have been resistant to previous drug regimens; (b) the duration of the natural history

of HCV disease from the date of infection to cirrhosis, end-stage liver disease and
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death; and (c) the HCV disease stages when infected persons are fully symptomatic

and under the care of a physician.

8. | have been advised by counsel for Canada that | am now required to provide
written answers to cross-examination questions which arise from my affidavit of
January 26, 2016. Attached as Exhibit “B” to this my affidavit are the cross-

examination questions which | have been asked to answer, together with my answers.

9. For the reasons outlined in the paragraphs above, and in my affidavit of
January 26, 2016, | have knowledge of the matters to which | offer answers in the
attached “Exhibit B", save for those matters deposed on information and belief. Where
| have referred to information obtained from specific sources, | believe that information
to be true. Where | have referred to information without expressly disclosing the
source, the information was derived either from my first-hand knowledge or as a resuit

of my many years of experience and study as an academic and doctor in the field of

hepatology.
AFFIRMED bef t the City of
Calgary i rgivigce ofjAlberta on this
20" day ¢f April, 2D1B.
o Al B B
Camrfiissione aking Affidavits and SAMUEL S. LEE

'

Notary Public in the Vz"‘]c;? of Aloeri



CURRICULUM VITAE

Current (o 1/1/2016

L BIOGRAPHICAL DATA:

Name: Samuel S. Lee
. Address: 3330 Hospital Dr NW

Calgary, AB, T2N 4NI
Canada

Telephone: . (403) 220-8457

Fax: (403) 270-0995

Email: samlce @ucalgary.ca

Present Rank: Professor

Department: Medicine

Faculty: Medicine

Institution: University of Calgary

II. ACADEMICRECORD

Final Degree: M.D.
Date Completed: 1978
Institution/City/Country  Memorial University of Newfoundland, St. John's, NL. Canada

L Undergraduate: Memorial University, 1972-74, premedical studies
ii. Graduate and postdoctoral:

Internship and Residency:

Internship (RI) Medicine, Sunnybrook Hospital, University of Toronto, 1978 -79
RII medicine, Sunnybrook Hospital, 1979 - 80.

RIII medicine, Wellesley Hospital, Toronto 1980 - 81.

R1V gastroenterology, Toronto Western Hospital 1981 - 82.
RV gastroenterology, Toronto General Hospital [982 - 83.

Research Fellowship:
Research fellow, Hepatic Hemodynamics Lab, Unité de Recherches de Physiopathologie

Hépatique (INSERM U 481), Hospital Beaujon, Clichy, France, January 1984 - August 1987
(supported by Canadian Liver Foundation and Medical Research Council).

Visiting lecturer, Department of Pharmacology, Technion Faculty of Medicine, Haifa, Israel,
September 1987 - December 1987. '
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I

v

Licensure and boards:

LMCC 1980

ABIM (Internal Medicine) 1981

FRCPC (Internal Medicine) 1982

ABIM (Gastroenterology) 1983 .

Alberta College of Physicians & Surgeons, 1988-present: licence # 9548

AWARDS AND DISTINCTIONS:

Newfoundlund Government Centenary Scholarships, 1971,1972 and 1973

Memorial University Mathematics Competition, Second Prize, 1973

Faculty of Medicine Lunge Book Prize, 1977

Faculty of Medicine Lange Book Prize, 1978

Canadian Liver Foundation Fellowship, 1984 - 1985

Medical Research Council Fellowship, 1986 - 1987

Royal College of Physicians and Surgeons of Canada H.K. Detweiler Travet Award, 1986
Faculty of Medicine “Gold Star” teaching awards, 1994,1998, 1999, 2000, 2003, 2004
CMSA Letter of Excellence for teaching, 2002, 2005, 2006

Encana Alberta Stars of Distinction award (Science category), 2002

Queen Elizabeth II Golden Jubilee Medal, 2002

Best Clinical Teacher Award, voted by fellows and trainees in GI division, 2003

Mizne Lectureship in Gastroenterology, Jewish General Hospital, McGill University, 2003
Graduate Students Society Golden Apple Teaching Award, 2003, 2006

Canadian Liver Foundation Tribute Gala ‘Roast’, Oct 26, 2007

St Louis University International Visiling Speaker, SLU Division of Gastroenterology, St Louis.
USA, Dec 2011

ACADEMIC APPOINTMENTS:

- Active staff, Internal Medicine, Foothills Hospital, Calgary, Alberta, 1988 - present.

- Courtesy Consulting staff, Department of Medicine, Peter Lougheed Hospital and Rockyview
Hospital, Calgary 1988 - prescat. _

- Alberta Heritage Foundation for Medical Research, Clinical Investigator, 1988 - 1994,
AHFMR Scholar, 1995 - 2000, Senior Scholar 2000 - 2006.

- Assistant Professor, Department of Medicine (Gastroenterology), University of Calgary,
Calgary, Alberta, 1988 - 1993.

- Associate Professor, Department of Medicine, University of Calgary, 1993 - 2000.

- Professor, Department of Medicine, University of Calgary, 2000 - present

EDUCATIONAL ACTIVITIES:

Coordinator, GI course (432), 2nd year curriculum {2000-03)

Supervisor for MSc studies: J.M. Pak, 1994; D.N. Jaue, 1996; J. Wong, 1997; T. Glenn, 2008; N.
Alhassan (leave of absence to finish surgical residency; expected 2017)

Supervisor for Ph.D. studies: Z. Ma, 1996; D. Song, 2003; S.A. Gaskari 2009.
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Vi

it.

External examiner: M. Belanger, PhD, Univ Montreal 2006; K. Moncrief, MSc, Univ Alberta
2006; Venessa Petullo, PhD, Univ New South Walps, Australia, 2013 '

ADMINISTRATIVE RESPONSIBILITIES:

Chairman, University of Calgary Gastroenterology Research Group, 1997-99

Member, Gl fellowship program committee, 1993 -2005

Director of Research, G Division, 2004-2007

Dept of Medicine representative, UCMG Management Committec, 2006-08

GI divisional representative, Alternate Reimbursement Plan (ARP) Committee, 2006-11

' Head, Division of Gustroenterology, 11/2007 - 3/2009

Member, Faculty of Medicine Academic Review Committee (promotions cte) 2013- present
PROFESSIONAL ACTIVITIES:

Canadian Association for Study of Liver, President, 1998-2000

Canadian Liver Foundation, member, Summer Studentship Committecs

Canadian Association of Gastroenterology

Canadian Society for Clinical Investigation

American Association for Study of Liver Disease; member, Ethics committec 2003-06, und
abstract review committee (Experimental Portul Hypertension) 2005-08

European Association for Study of Liver

Health Canada Hepatitis C Initiative, Program Advisory Group (steering commitiee)}

World Congress of Gastroenterology, Montreal-2005, member scientific program organizing
committee, and chairman, hepatology organizing committee

International Ascites Club; member, Scientific Executive Commiltee, 2004-07, Chairman
and Secretary-Treasurer, 2007-2010

International Association for Study of Liver, Councillor, 2012 - 2016 President, 1/2016-1/2018

Reviewer for:

Grunting and scientific agencies:

Medical Research Council of Canada (member, Experimental Medicine committee, 1997-00)
Heart & Stroke Foundation

Canadian Institutes of Health Research

Canadian Liver Foundation

Ontario PSI Foundation

Bayer Blood Services Research Foundation

Manitoba Health Science Centre Foundation

~ Saskatchewan Health Research Foundation

Israel Science Foundation

Wellcome Trust

US Food and Drug Agency (invited reviewer for lamivudine NDA meeting 1998)
US Veterans Affairs Depariment

" Journals:
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. AmJ Cardiol, Am J Gastroenterol, Am J Pathol, Am J Physiol, Brit J Pharmacol, Brit Med J,

Can J Cardiol, Can J Gustroenterol (editorial board 2004-2009), Can J Physiol Pharmacol, Chest,
Clin Invest Med, Clin Sci, Digestion, Digest Dis Sci, Digest Liver Dis, Eur J Clin Invest, Eur§ -
Gastro Hepatol, Gastroeaterology, Gut, Hepatology, Hepatol Int (editorial board 2007-present)
Hepatogastroenterology, J Clin Invest, 1 Gastroenterol Hepatol, J Hepatol, J Ped Gastro Nutr, §
Physiol (Lond), } Viral Hep, Kidney Int, Kor J Hepatol (editorial board 2010-present), Kor I Int
Med (editorial board 2008-present), Life Sci, Liver Transpl, Microcirculation, Ped Res, World J
Gastroentero! (editorial board 2004-present) : ' : '
_Editos-in-chicf of Liver International, 01/2008 - 01/2013

Consultant for (past 5 years):

Abbott, Boehringer-Ingelheim, Bristol Myers Squibb, CV Therapeutics, Genentech, Gilcad,
Healix, Human Genome Sciences, Idenix, Janssen, Microgenix, Merck, Novartis, Innervision,
Pharmasset, Roche, Sequana, Transition Therapeutics, Vertex

RESEARCH SUPPORT:

AHFMR Estublishment grant: “Pathophysiology of Portal Hyperteasion”, 1988-90,
$72.500/yr. “Top-up” award 1997, $12.000.

CLF Supplementary establishment grant: “Mesenteric Veins in Cirrhosis - Human
Study", 1990-92, $10,000/yr
Bridging operating grant: “Hyperkinetic circulation in cirrhosis”, 1993-94,
- $60,000/yr. '
Operating grant: “Mechanisms of negative inotropic effects of IFN™, 2005-07, $60,000/yr
Operating grant: “Myosin heavy chain isoforms in circhotic cardiomyopathy™, 201 1-13,
$60,000/yr

MRC/ Operating grant: “Spanchnic capacitance in cirrhosis”, 1990-93, $56,000/yr.

CIHR Operating grant: “Cardiac membsanes in cirrhosis”, 1994-97, $52,000/yr.
Operating grant: “Membrane mechanisms of cirrhotic cardiomyopathy, 1997-2002,
$63,000/yr.
Operating grant: “Cirrhotic cardiomyopathy: causes and consequences” 2002-07,
$112,000/yr.
Operating grant (co-P with R.J. Hilsden): “Treatment of active injection drug users
infected with HCV with pegylated interferon, 2003-07, $134,000/yr.

Pharmaceutical industry (Amgen Canada, Cytel Corp., Agouron, Gilead, GlaxoSmithkline,
Schering-Plough, Serono, Hoffman-LaRoche, Idenix, Leo, Bristol Myers Squibb, Wyeth Ayerst,
Genentech, Johnson&Johnson, Intermune), Phase [l and U1 clinical studies of antiviral agents in
chronic viral hepatitis, ascites, hepatocellular carcinoma, autoimmune hepatitis and primary -
biliary cirrhosis 1992-present, (variable funding per study).

INVITED NATIONAL AND INTERNATIONAL ADDRESSES PAST 20 YEARS:



1. Japanese Association of 'Hepatology annual congress, Fukuoka, Japan, June 1995: *“Mechanisms
of cirrhotic cardiomyopathy™ )

2. Sapporo Medical College, Sapporo, Japan - March 1996: “Review of cirrhotic cardiomyopathy”
3. Kagawa Medical School, Kngaﬁva. Japan - March 1996: “Cirrhotic cardiomyopathy”

4. Kurume Medical University, Kurume, Japan - March 1996; “Cirrhotic cardiomyopathy
mechanisms” '

5. 3 International Korean Scientists Triennial Conference, Seoul, Korea - June 1996: “Pathogenic
mechanisms of cirrhotic cardiomyopathy”

6. Chinese University of Hong Kong, Hong Kong - July 1996: 1) “Mechanisms of cirrhotic
cardiomyoputhy” 2) “Viral hepatitis: the Canadian Perspective™

7. National Yang-Min University, Taipei, Taiwan - July 1996: “Citrhotic cardiomyopathy™

8. Canadian Digestive Disease Week annual congress, Banff - March 1.997: “Cardiovascular effects
of bile salts” and “Hepatitis C treatment”

8. Japanese Portal Hypertension Society Annual Meeting, Fukuoka, Japan - September 1997:
*“Update on cirrholic cardiomyopathy” (Keynote address)

9. First Canadian Association for Study of Liver (CASL) Single Topic Conference: “Hepatocellulue
carcinoma”, co-organizer and cochair of congress, Niagara-on-the-Lake, ON, June 1998.

10. CASL Special Topic Conference: Natural History of chronic HCV, an expert panel consensus.
Co-organizer, cochair and panelist. Toronto, ON, Sept 1998.

11. Association Frangaise de I'étude du Foic (AFEF) Annual Congress, Portal Hypertension
Symposium, Paris, France - October 1998: “Mechanisms of cirrhotic cardiomyopathy™ (Keynote
uddress)

12. Laboratory Centre for Disease Control 2" pyblic Health symposium on Hepatitis C, Ottawa -
Oct 1998: “Treatment of HCV patients”

13. Sunnybrook Gut Club, Toronto - October 1998: “Update hepatitis C”

~ 14. MRC - Health Canada special conference, Defining an agenda for hepatitis C in Canada, Ottawa
- Jan 1999: “Viral hepatitis network centres of excellence - where do we go from here™

15. Hepatitis B: Treatment Strategies for the New Millenium, conference chairman and principal
organizer, Quebec City, QC, Jan 1999.

16. Hospital Medica Sur, 2™ Annual Liver Day (wilh-teleconfcrencing.tb 12 other Mexican



17.
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19.

20.

23.

24,

25.

27.

28,

29.

30.

hospitals), Mexico City - Febrary 1999: “Treatment of hepatitis C with IFN and ribavirin”

New Brunswick Association of Gastroenterology Annual Meeting, Moncton - April, 1999:
“Update viral hepatitis” and “Hepatic complications of iBD"

Canadian Association for Study of Liver Viral Hepatitis Consensus Conference, Montreal -
March 1999: “Epidemiology of hepatitis B in Canada”™

Vancouver Gut Club, Vancouver - June 1999: “Treatment of hepatitis B”

Gastro99 Pan-American Gastrocnteralogy biannual meeting, Yancouver - Sept, 1999; “Cirrhotic
cardiomyopathy™

_Second anaual CASL Single Topic Congress, “Hepatic Fibrosis”, chairman and organizer of

congress, Kananaskis, AB, Oct 1999.

_ American Association for Study of Liver Disease (AASLD) Annual Meeting, International Liver

Transplant Society Pre-meeting Symposium, Dallas, Texas - November 1999: “Cirrhotic
cardiomyopathy and liver transplantation”, and co-moderator, workshop: “Are hyperdynamic
conditions necessary for successful transplantation”

Fourth Annuat Update Liver Disease and IBD, Cancun, Mexico - Feb 2000: panelist, interesting
cases, and workshop modcrator, “Management of borderline patients™

Pegylated Interferon (Pegasys) Investigators” meeting, Mar 2000, Athens, Greece: “Histological
results of the Pegasys 95 study”

Management of hepatitis C at the turn of the new millenium, Acapulco, Mexico, Mar 2000,
workshop moderator, “Patterns of response to Lreatment”

_ International Congress of Infectious Disease, 9" annual meeing, sateilite symposium on “New

approaches to the difficult HCV patient”, Buenos Aires, Argentina, Apr 2000: “Pegylated
interferon treatment of cirrhotic HCV patients”.

Interscience Congress of Antimicrobial Agents and Chemotherapy (ICAAQC) 40™ annual
meeting, symposium on “New directions in treating hepatitis C”, Toronto, Sept 2000: *Quality of
life in patients with chronic hepatitis C”

5" Annual Update in Liver Diseuse and Inflammatory Bowel Disease, Tucson, AZ, Feb 2001:
workshop leader, “Portal hypertension” E

Canadian Digestive Discase Week, sympasium organizer and chairman, “Management of
hepatitis B: new strategies for an old disease™, Banff, Alberta, Feb 2001

Mexican Association of Hepatology Annual meeting, Hepatitis symposium, “Role of liver
biopsy in hepatitis C* and “Pegylated [FN therapy for chronic hepatitis C"", Guadalajura, Mexico,
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. Oct 2001.

31 Correciional Service of Canada annual healthcare congress, “Management of hepatitis C",
Ottawa, Feb 2002 -

© 32, Canadian Society of Hematology, hémophilia symposium, “Bleeding disordess in liver disease

patients”, Bunff, Alberta, Mar 2002

33. 6™ Annual Update in Liver and Inflammatory Bowel Disease, “Interesting Cases” organizer and
chairman, Nassau, Bahumas, Mar 2002

34. Lebanese Society of Gastroenterology 1* Annual Congress, “La regulation centrale de la
circulation sanguine au cours de I'hypertension portale”, Beirut, Lebanon, Apr 2002

35. American Association for Study of Liver Disease, Symposium on Clinical Research in Portal
Hypertension, luacheon workshop leader, “Heart in portal hypertension”, San Francisco, May
2002

6. Canadian Associution of Pathologists, 53" Annual méeting. “Update in hepatitis C Calgary,
May 2002 -

37. European Association for Study of Liver monothematic conference on Vascular Mechanisms in
Liver Disease, “Cirrhotic cardiomyopathy: definition and basic mechanisms”, London, UK, July
2002 :

38. Uﬁiversity of London tri-hospital (St. Mary’s, St. Thomas, Chelsea-Westminister) Infectious
Disease rounds, “Chronic hepatitis C: a Canadian perspective”, London, UK, July 2002

39. Hepatitis C forum: Foundations for Cure, “Early predictability of pegylated IFN alfa-2a therapy
in chronic hepatitis C”, Rhodes, Greece, Sept 2002

40. Annual Westemn Canadian Update in Medicine for Psychiatrists course, “ABC’s of viral
hepatitis™, Banff, Alberta, Sept 2002

41. GI Grand Rounds, University Alabama-Birmingham, “Cirrhotic cardiomyopathy: clinical and
basic aspects” Birmingham, AL, USA, Nov 2002

42. Western Canadian Peginterferon alfa-2b Update, “Review of peginterferon HCYV studies”,
Edmonton, AB, Dec 2002 -

43. 7" annual Update Liver and Inflammatory Bowel Disease, “Interesting cases” organizer and co-
chairman, San Juan, Puerto Rico, Jan 2003

44. African Association for Study of Liver Disease 6™ annual congress, “Liver biopsy in hepatitis
C”, “Peginterferon: early predictability and individualized treatment of hepatitis C patients”,
“Risks/Benefits of treating cirthotic HCV patients” Cairo, Egypt, Mar 2003.



45, Canadian Viral Hepatitis Consensus Conference, “Treatment of HCV relapsers and
nonresponders to previous antiviral therapy, and role of maintenance treatment”, Ottawa, Nov
2003.

- 46. McGill University— Jewish General Hospital Mizne Lectureship. Award, “The heart in |

cirrhosis”, Montreal, Nov 2003.

47. Queen’s University Division of Gastroenterology Rounds, “Cirrhotic cardiomyopathy: what it
means 10 the clinician and researcher”, Kingston, ON, Mar 2004

48. Australian Hepatitis C Symposium: Make the difference a cure, “Treating patients with HCV
cirthosis”, and “Treatment of HCV genotypes 2 and 37, Sydney, Australia, Mar 2004

49, International Ascites Club EASL pre-meeting symposium on Cirrholic Cardiomyopathy:
“Evidence for cirrhotic cardiomyopathy: animal models”, Berlin, Germany, Apr 2004

50. LatinoAmerican HCV symposium, “Treating the cirrhotic patient”, “HCYV': interesting cases” and
breakfast workshop, La Romana, Dominican Republic, Jul 2004

51. Chosun University Hospital International Symbosium, “Cardiovascular complications of
cirrhosis”, Kwangiju, Korea, Sept 2004

52. Kyunghee University Hospitat, Dept of Medicine Grand Rounds, “Cirrhotic cardiomyopathy™,
Seoul, Korea, Sept 2004

53. Mexican Society of Internal Medicine, annual congress, “Treatment of chronic HCV" and
“Interesting hepatitis cases”, Veracruz, Mexico, Nov 2004

54. Asian Pacific Association for Study of Liver (APASL) 14™ annual meeting, “Cirrhotic
cardiomyopathy”, and “Animal models of portal hypertension”, *Animal models of
cardiovascular dysfunction in liver disease” New Delhi, India, Dec 2004

55. Canadian Association for Study of Liver (CASL) First Winter Mecting, “What is so good about
being an academic hepatologist?”; symposium organizer and cochairman, “Treating chronic
. Hepatitis C: the new reality”, Banff, AB, Mar 2005

56. AGA Clinical Symposium: “Cirrhosis: more than a liver disease™, 56™ Annual DDW meeting,
“the heart in cirrhosis”, Chicago, USA, May 2005

57. Ecos Internacionales, 17" annual meeting of Mexican Society of Gastroenteroiogy. Symposium
on Treating Difficult HCV: “Treatment of HCV cirrhosis”, and “HCYV interesting cases™, Puebla,

Mexico, Ang 2005

58. Isfahan University Faculty of Medicine GI seminar series, “Management of hepalitis C”, Isfal:nan,
* Iran, Sept 2005 ' - i @ ; e



59. Iranian Socicty of Physiology and Pharmacology, 17" biennial congress, “Mechanisms of
cirthotic cardiomyopathy” (one of 8 keynote addresses) Kerman, Iran, Oct, 2005 °

60. Tehran University of Medical Sciences, Faculty of Pharmacology Grand Rounds,
“Cardiovascular complications of cirrhosis: new insights”, Tehran, Tran, Oct 2005

61. Tehran University, Shaﬁuti Hospital GI Rounds, “Cirrhotic cardiomyopathy”, and “Treatment of
chronic hepatitis C", Tehran, Oct 2005 T, '

62. Memorial University of Newfoundiand - St. Clare’s Hospital Medical Grand Rounds, “Hepatitis
C: 2005 update™, St. John's, NL, Oct 2005 ;

63. AASLD 56" Annual Meeting, “Presentation of AASLD Distinguished Achievement Award to
Dr. Jenny Heathcole™ (introduction of awardee), San Francisco, CA, Nav-2005

64. Peruvian Society of Gastroenterology, 25" annual congress, “Cardiovascular complications of
liver disease™, “cirrhotic cardiomyopathy™, “ireating the HCV patient with normal
transaminases”, “treatment of HCV cirrhosis”, Lima, Peru, Nov 2005

65. Blood Ties Four Directions congress “HIV and HCV: Bringing Expertise to the North”,
“Hepatitis C: from Shukespeare (0 the 21* century” (keynote address), Whitehorse, Yukon, Feb,

2006

66. Whitehorse General Hospital, Grand Rounds, “Update Hepatitis C 2006", Whitchorse, YK, Feb,
2006

67. Clironic Liver Disease Foundation Speakers Bureau symposium, “Management of hepatocellular
carcinoma”, Las Vegas, NV, Feb 2006

68. CASL 2™ annual Winter Meeting, “Treating hepatitis C: the Canadian EAP experience”,
Toronto, ON, Apr 2006

69. Canadian EAP/RAP Investigators meeling, debate: “borderline-compensated patients with HCV
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Cross Examination Answers by Dr. Samuel S. Lee
On Affidavit Sworn January 26, 2016

1. With regard to paragraph 13 of your affidavit affirmed January 26, 2016 (the
“January 26, 2016 affidavit”), discussing the Fourth Revision and the Fifth Revision of
the medical models prepared by the Medical Model Working Group (“MMWG "), what
aspects of the Fourth Revision and Fifth Revision did you review prior to preparing
your affidavit? Break your answers down by the Fourth Revision and the Fifth Revision

and the following components of each revision:
a. medical model in its electronic state;

b. the report pertaining to the medical model in whole or, alternatively the sections
reviewed; and

c. the appendices o the report pertaining to the medical model.

Answer:

A) No, I did not see the medical model in its electronic state for either the Fourth or
Fifth Revisions.

B) Yes. I reviewed the reports pertaining to both the Fourth and Fifth Revisions of the
medical model generally, but not in detail.

¢) Yes. I reviewed the appendices to both the Fourth and Fifth Revisions of the reports
generally, but not in detail.

2. With regard to paragraph 13 of the January 26, 2016 affidavit discussing the Fourth
Revision and Fifth Revision of the medical models prepared by the MMWG, and in
particular the statement that the “[Fifth Revision's] mode of presentation focuses on the
percentage of patients progressing 1o cirrhosis rather than the average time required
Jfor patients to progress through the disease stages from infection to cirrhosis”:

a. did you understand at the time you affirmed your affidavit that while the narrative
in the Fifth Revision includes statements of percentage of progression to cirrhosis,
the Fifth Revision model itself and the tables which contain its output, allow the

user of the model to calculate percentage of patients who progress through each
disease stage and allow the user of the model to determine the time that the

average patient will take to progress through the disease phases?

Answer: yes.

Answers to Cross Examination Questions



b. did you understand at the time you affirmed your affidavit that the medical model's
structure and the nature of the output it is capable of producing did not change from
the Fourth Revision to the Fifth Revision?

Answer: yes,

3. With regard to paragraph 21 of the January 26, 2016 affidavit, do you agree that
Telaprevir was approved by Health Canada for treatment of persons with compensated
chronic HCV genotype 1 in August 20117

Answer: yes.

4 With regard to paragraph 21 of the January 26, 2016 affidavit, do you agree that
Boceprevir was approved by Health Canada for treatment of persons with chronic
HCV genotype 1 in August 2011?

Answer: yes.

5. Do you agree that Telaprevir and Boceprevir were the first direct acting anti-viral
drugs (DAA) to be approved by Health Canada for the treatment of chronic HCV?

Answer: yes.

6.  With regard to paragraph 27 of the January 26, 2016 affidavit, do you agree that the
estimate of persons in Canada infected with HCV from all sources includes persons
you describe as 4,000 living persons who are known to have been infected by HCV-
contaminated blood between 1986 and 1990, as well as:

a. hemophiliac persons known to have been infected by HCV who received blood
products between 1986 and 1990;

Answer: Yes.

b. persons infected by HCV-contaminated blood between 1986 and 1990 and
hemophiliac persons who received blood products between 1986 and 1990 who do
not yet know they have been infected with HCV;

Answer: Yes

Answers to Cross Examination Questions



c. persons infected by HCV-contaminated blood between 1986 and 1990 and
hemophiliac persons who received blood products between 1986 and 1990 who
know they have been infected with HCV but did not know about the Settlement
Agreement before the June 30, 2010 first claims deadline and so are not included in
the cohort described as *'4,000 living persons who are known to have been infected
by HCV-contaminated blood between 1986 and 1990"; and

Answer: yes

d. persons infected by HCV-contaminated blood between 1986 and 1990 and
hemophiliac persons who received blood products between 1986 and 1990 who
know they have been infected with HCV but did not apply to the Settlement
Agreement before the June 30, 2010 first claims deadline and so are not included in
the cohort described as “'4,000 living persons who are known to have been infected
by HCV-contaminated blood between 1986 and 1990”?

Answer: yes

7. With regard to paragraphs 54 and 55 of the January 26, 2016 affidavit, did you
understand when you affirmed your affidavit that the Fifth Revision of the medical
mode prepared by the MMWG provides the equivalent analysis of disease-stage
transition rates and provides that the current uncalibrated estimates of years to
progress from infection to cirrhosis is 52.2 years while the calibrated estimate is 41.5
years {see section 2.2.4 and table 7]?

Answer: yes

8. Withregard to paragraph 58 of the January 26, 2016 affidavit, did you understand
when you affirmed your affidavit that the Fifth Revision of the medical model prepared
by the MMWG takes into account approved DAA drugs up to and including those
approved in 2014?

Answer: Yes. My comments in paragraph 58 concern the Fourth revision.

.  Withregard to paragraph 58 of the January 26, 2016 affidavit, did you understand
when you affirmed your affidavit that the Fifth Revision of the medical model prepared
by the MMWG predicts lower percentages of persons alive in 2013 who will advance to
cirrhosis or who will die of liver disease than predicted in the Fourth Revision?

Answer: No. My comments in paragraph 58 concern the Fourth Revision.
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10.

With regard to paragraph 58 of the January 26, 2016 affidavit, did you understand
when you affirmed your affidavit that the Fifih Revision predicts [see table 13.2]:

a.

16.4% of non-hemophiliac patients alive in 2013 will progress to cirrhosis by 2060
and 16.5% by 2070;

11.3% of non-hemophiliac patients alive in 2013 will die of liver related causes by
2060 and 11.6% by 2070;

31.2% of hemophiliac patients alive in 2013 will progress to cirrhosis by 2060 and
31.2% by 2070; and

24.5% of hemophiliac patients alive in 2013 will die of liver related causes by 2060
and 24.9% by 2070?

Answer: My comments in paragraph 58 only concern the Fourth Revision.

11

With regard to paragraph 59 of the January 26, 2016 affidavit:

a.

when you affirmed your affidavit, did you review or rely upon uny statistics or peer
reviewed literature in expressing the opinion that two-thirds to three-quarters of
patients at the cirrhotic stage of HCV infection likely have sought medical attention

and been diagnosed?
If you reviewed or relied on any statistics or peer-reviewed literature, identify and
produce it.

Answer: No, that is my educated expert estimate based on 28 years of clinical practice
and accumulated expertise. There is no available medical literature or statistics to

answer this question.

12,

With regard to paragraph 57 of the January 26, 2016 affidavit:
a. did you review any data pertaining to the 1986-1990 Hepatitis C cohort before

b.

affirming in your affidavit that that “a significant number of the 4000 claimants
have had their HCV cured by antiviral therapy in the past 2 decades”?

if you reviewed any data before affirming the statement quoted above, identify it and
produce it.

Answer: That estimate is based on the assumption that almost all the 4000 claimants
have been assessed by a specialist physician, and the majority given antiviral treatment.

As older interferon-based therapy cures approximately half the patients, and newer

therapies available from 2011-the present time have incrementally cured ever-larger

percentage to the current >90% cure rates, my estimate is based on these underlying
assumptions.

B) no data was used in making these assumptions.
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13.  With regard to paragraph 57 of the January 26, 2016 affidavit, and the statement that
“a significant number of the 4000 claimants have had their HCV cured by antiviral
therapy in the past 2 decades™, prior to affirming your affidavit, what number of
claimants did you determine have had their HCV cured by antiviral therapy in the past
2 decades?

Answer: I do not know the exact number.

4. With regard to paragraphs 59 and 61 of the January 26, 2016 affidavit, provide a
number or percentage breakdown of your practice according to the following category
of patients:

a. persons infected through blood transfusions between 1986 and 1990;

b. hemophiliac persons infected with HCV who received infusions of blood products
between 1986 and 1990; and

¢. persons who do not fall into (a) or (b).

Answer: Currently, the approximate percentages of these patients in my practice are:
A) 0.5%

B) 0.1%

C) 99.4%

15.  With regard to paragraph 61 of the January 26, 2016 affidavit;

a. did you refer to any data or pecr reviewed literature or any other material when you
affirmed your affidavit and estimated the “distribution pattern in terms of the
Settlement compensation levels”?

b. If the answer to question 16(a) is yes, identify and produce the data or peer
reviewed literature.

¢. at what specific date you were estimating the “distribution patiern in terms of the
Settlement compensation levels” when you affirmed the affidavit;

d. if the answer to 16(d) was that the estimate was not made as of a specific date,
confirm that.

Answer: a) no

c¢) January 2016
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16, With regard to paragraph 61 of the January 26, 2016 affidavit, at the time you affirmed
your affidavit, did you understand that the 2013 medical model demonsirates that the
persons who have applied for compensation under the 1986-1990 Hepatitis C
Settlement Agreement were distributed as follows at December 31, 2013 (see tables 4.2
and 4.1 of the report on the Fifth Revision):

a. non-hemophiliac 17.5%, hemophiliac 15.8% at Metavir FO, RNA — (disease level 1);
b. non-hemophiliac 33.%, hemophiliac 20.3% at Metavir FO, RNA + (disease level 2);
¢. non-hemophiliac 26.9%, hemophiliac 17.8% at Metavir Fi1/F2 (disease level 3);

d. non-hemophiliac 10.7%, hemophiliac 23.3% at Metavir F3 (disease level 4);

e. non-hemophiliac 8.6%; hemophiliac 18.1% at Metavir F4, compensated cirrhosis
(disease level 5);

S non-hemophiliac 1.7%, hemophiliac 2.9% at Metavir F4, decompensated cirrhosis
(disease level 6),

g non-hemophiliac 0.5%; hemophiliac 1.3% with hepatocellular cancer (disease level
6), and

h. non-hemophiliac 0.7%,; hemophiliac 0.6% post liver transplant (disease level 6)?

Answer: Yes

17.  With regard to paragraph 61 of the January 26, 2016 affidavit, in your experience does
disease progression and disease stage distribution differ between hemophiliac HCV
infected persons infected with HCV who received blood products between 1986 and
1990 and non-hemophiliac persons who were infected with HCV through blood
transfusions between 1986 and 1990?

Answer: In my experience, all-cause mortality is higher in hemophiliacs compared to
nonhemophiliac transfused HCV cohorts. Liver fibrosis progression rates do not
significantly differ between the two groups.
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18.  With regard to paragraph 62 of the January 26, 2016 affidavit:

a. did you review any statistics or peer reviewed literature before or at the time you
expressed the opinions that:

i. 70-85% of persons having Level 5 HCV —derived disease will have presented as
patients and been diagnosed;

ii. 90-95% of persons having Level 6 HCV-derived disease will have presented as
patients and been diagnosed; and

iti. 99% of persons at ELSF will have presented as patients and been diagnosed?

b. If you relied upon any statistics or peer-reviewed literature in forming the opinions
expressed identify and produce it.

Answer: No, there is no literature to answer this question. The reason for the apparent
discrepancies in these percentages compared to my paragraph 59, as raised in the
affidavit of Dr V. Bain is that these are two different cohorts of cirrhotic patients. The
cohort in my paragraph 59 is the entire group of those with cirrhosis amongst the
approximately 300,000 HCV-infected patients in Canada. As many patients with mild
cirrhosis have no symptoms, the percentages who have presented to medical attention
and are thus aware of their cirrhosis diagnosis will be less than the group represented in
my paragraph 62, which is those cirrhotics who have been transfused between 1986-90
and who have claimed or are eligible to claim for compensation. As they have aiready
presented to medical attention during the period 1986-90 and are mostly aware of their
transfused status and thus more likely to be aware of their HCV-positivity compared to
the entire HCV cohort, they will be much more likely to have presented to medical
attention and be aware of their cirrhosis, especially those with more advanced liver
failure, and thus significant symptoms and signs such as jaundice, ascites (fluid
distension in the belly), encephalopathy (confusion and abnormal mental function),
severe weakness and fatigue.
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