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Dedication

This report is dedicated in loving memory to Glen Edward Hillson, for whom knowledge
about and action on these issues did not happen fast enough.



Preamble

The Canadian Treatment Action Council (CTAC) is a national, non-profit, consumer-
driven organization dedicated to improving the lives of people living with HIV/AIDS by
promoting informed public policy and public education, and promoting awareness of
issues that impact access to treatment and health care for people living with HIVV/AIDS.

Over the course of 2003, CTAC, with the financial support of Schering-Plough Canada
and Agouron/Pfizer, sponsored a series of regional fora in Vancouver, Montreal, Toronto,
and Halifax, regarding treatment and care issues in HIV and Hepatitis C co-infection. In
January, 2004, these fora culminated in a multidisciplinary gathering of 50 people living
with HIV and/or HCV co-infection, physicians (including general practitioners,
hepatologists, and gastroenterologists), epidemiologists, and people working in
community organizations, correctional settings, government, and the pharmaceutical
industry (see Appendix One). The national meeting was supported by Schering-Plough,
Hoffmann-LaRoche, the Anemia Institute, Agouron/Pfizer,
ShireBioChem/GlaxoSmithKline, Bristol Myers Squibb, Abbott Laboratories, and
Boehringer Ingleheim.

The purpose of CTAC’s regional fora and national meeting was to identify barriers to the
appropriate treatment, care and support of people who are co-infected, and to identify
mechanisms and the key players involved in moving past those barriers. The national
meeting was intended to produce a report that would serve as a ‘roadmap’ of where we
are in Canada with the epidemic of HIV/hepatitis C co-infection in terms of treatment and
care issues, where we need to go, and how we can get there.

This document is a summary and synthesis of that national meeting, bolstered by other
relevant information and recommendations where appropriate, and was prepared by Paula
Braitstein (Board Member, Canadian Treatment Action Council (CTAC), Senior Policy
Advisor on Health Promotion, BC Persons with AIDS Society (BCPWA)).

CTAC would like to thank the organizers of the meeting, including Louise Binder, James
Kreppner, Philip Lundrigan, Paula Braitstein, Sheena Sargent, Patrick Mclintyre, Claire
Checkland, Kim Thomas, Lorne Fox, Marie Prevost, Susan Redgrave, Daryle Roberts,
Daryn Bond, Francgoise Grothé, and Marlene Allan. CTAC would like to gratefully
acknowledge the work of the notetakers, Chantale Perron and Terry Pigeon. Last but not
least, the organizing committee would like acknowledge and thank Mardie Serenity for
her logistical wizardry, excellent minutes, attention to detail, and generally keeping it all
together!
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Executive Summary

Hepatitis C and HIV co-infection is an important Canadian health issue that is not
receiving the attention it demands. Hepatitis C affects approximately 30% of people
living with HIV (and approximately 10% of those infected with hepatitis C are also
infected with HIV). Co-infected individuals are more likely to be Aboriginal, young,
current or former injection drug users, current or former inmates, and people who
received contaminated blood or blood products in the course of their healthcare. The
majority of people who are co-infected live in Montreal or Vancouver, with emerging
epidemics in Ottawa, Toronto, Calgary, and Edmonton.

In the presence of HIV, hepatitis C disease progression takes place 2 to 3 times faster,
compared to people who only have hepatitis C. Thus, in seven to fifteen years after
becoming infected, approximately 50-70% of co-infected people will begin to develop
liver inflammation, and at least 20-30% will progress to liver fibrosis and cirrhosis,
including end-stage liver disease. Because of the rapidity of disease progression in co-
infected individuals, and their often unique constellation of social and health needs (e.g.
in dealing with addiction, mental health, and HIV treatment issues), co-infected people
represent a distinct population, falling between the cracks of both HIV and Hepatitis C
treatment systems. HIV care providers and community services are ill-equipped, under-
funded, and often lack sufficient or appropriate information on hepatitis C. Hepatitis C
care providers are sometimes uninterested in HIV issues or HIV-positive people and
often also require education and awareness training on HIV. Hepatitis C community
services are almost non-existent, in part because of the lack of leadership by the Federal
government (approximately 1% of Canadians are believed to be infected with hepatitis C,
yet Canada has no national Hepatitis C Strategy or dedicated funding).

The average onset of HIVV symptoms in the absence of treatment is seven to ten years
after infection. The onset of fibrosis or scarring of the liver due to hepatitis C in the
presence of HIV is seven to fifteen years. Many individuals who are currently co-
infected acquired their two viruses together, and many of them became dually infected in
the 1990°s. Because of this, there is urgency to address the unique issues arising from the
convergence of these epidemics.

The purpose of CTAC’s regional fora and national meeting was therefore to identify
barriers to the appropriate treatment, care and support of people who are co-infected, and
to identify mechanisms and the key players involved in moving past these barriers. The
meeting was intended to produce a report that would serve as a ‘roadmap’ of where we
are in Canada with the epidemic of HIV/hepatitis C co-infection in terms of treatment and
care issues, where we need to go, and how we can get there.

Areas identified as needing particular attention were:
- Clinical issues including access to treatment, management of side effects, balancing

HIV management, psychiatric and mental health supports, transplantation, and health
care delivery



Defining research priorities

Policy issues ranging from federal and provincial strategies and funding, to formulary
drug coverage and transplantation

Prevention education, including primary and secondary prevention

Community support services

Correctional settings

Advocacy Priorities

Short-term:

Identify best practices and standards of care for HIV/HCV co-infection.

Advocate with provincial and private payers to broaden criteria for accessing
treatment, and to cover concomitant Growth Factors, if necessary.

Update treatment and management guidelines for co-infection, including HCV
treatment issues, HIV treatment issues, side effect management, transplantation,
nutritional issues, and psychiatric issues (expand upon what is contained in the CASL
2004 viral hepatitis guidelines).

Disseminate treatment and management guidelines widely.

Work with CTN to expand their HCV co-infection *Core’ as a basis for a network of
investigators in co-infection.

Have provincial transplant centers and the Canadian Society of Transplantation
develop appropriate guidelines for the assessment and transplantation of HIV co-
infected individuals.

Identify pharmacoeconomists who can conduct research into the cost-effectiveness of
properly addressing HIV/HCV co-infection, and the cost-effectiveness of treatment,
and those who are willing to work with community activists to decipher existing
materials.

Use advocacy issues, such as lack of access to treatment, to raise public awareness
and apply pressure on government through media campaigns.

Long-term:

Develop a national observational cohort of co-infected individuals, on and off
treatment.
Expand CTAC’s Post-Approval Surveillance System project to incorporate HCV
treatments.

Next Steps

CTAC to disseminate meeting report to all meeting participants, and other relevant
stakeholders who did not attend.

CTAC to organize a national meeting of key clinicians, scientists, and consumers, to
develop a research agenda for distribution to all research funding bodies (including
the pharmaceutical industry, CIHR, OHTN, and CTN).

National state-of-the-art co-infection treatment and management guidelines should be
developed and published.



CTAC’s Co-Infection sub-committee to identify individuals interested in working
together to develop workplan priorities to continue this work, including following-up
on priorities highlighted in this report.

. Advocate with the federal government for the immediate establishment of an on-
going National Hepatitis C Strategy, appropriately resourced (as per the Canadian
AIDS Society document entitled “A National Hepatitis C Strategy in Canada: A
Discussion Paper”, www.cdnaids.ca).

PASAN to circulate updated information regarding co-infection in correctional
settings.

HepCure BC to conduct a survey on the availability of HCV treatment across the
country, and disseminate findings (see Appendix Two).




Summary of Recommendations by Stakeholder

Federal Government
Fund and implement an ongoing national hepatitis C strategy that significantly
incorporates HIV co-infection.
Incorporate priorities regarding co-infected individuals into the CSHA, with extra
dollars attached.
Devote more money to researching clinical aspects of co-infection, including natural
history and pathogenesis issues.
Create a network of databases for sharing data regarding treatment outcomes among
co-infected individuals, and a network of physicians and researchers focussing on co-
infection.
Establish Centers for Excellence in Hepatitis C with expertise in HIV co-infection.
Provide sufficient financial resources to allow integrated and specialized clinics to
operate.
Immediately implement and fund more harm reduction and addiction treatment
services.
Fund AIDS Service Organizations and other community-based organizations to
provide resources and materials to co-infected individuals.
Pressure the Canadian Society for Transplantation to develop appropriate guidelines
for transplantation in HIV-infected individuals.
The Ministerial Council on HIV/AIDS should advise the federal HIVV/AIDS Division
to incorporate HCV co-infection into the revised CSHA, with the recommendation of
attaching not currently allocated dollars.
Include significant participation from both HIV and hepatitis C groups in the
membership of all federal government committees addressing either HIV or hepatitis
C issues.
Classify hepatitis C as an AIDS defining illness, and classify addiction as a disability
(where it is not already).
Support, fund, and implement general and targeted education campaigns aimed at
increasing the number of people getting tested for both viruses, and at decreasing the
stigma associated with having them. Health Canada should lead and fund these
initiatives, in collaboration with grassroots organizations and the provincial
government.

Provincial Governments
Expand eligibility criteria for accessing and remaining on hepatitis C treatment for as
long as patient and physician believe it necessary and appropriate.
Recognize and accept that the cost of growth factors is part of the cost of HCV
treatment; then negotiate with the companies that make hepatitis C treatments, and
those that make the growth factors, to enable the combined usage at a reduced cost.
Develop provincial Hepatitis C Strategies, with devoted money, paying particular
attention to addressing clinical management and community support issues.



Identify what specialized services, in terms of HCV treatment and HIV co-infection,
are available in Canada, and where they are available.

Regularly revise treatment and management guidelines based on current evidence,
and disseminate widely to physicians and patients.

Ensure that each province has appropriate guidelines for liver transplantation in HIV-
infected individuals.

Develop Centers for Excellence in Hepatitis C with expertise in HIV co-infection.
Provide sufficient financial resources to allow integrated and specialized clinics for
coinfection to operate.

Immediately fund and implement more harm reduction and addiction treatment
services.

Support, fund, and implement general and targeted education campaigns aimed at
increasing the number of people getting tested for both viruses, and at decreasing the
stigma associated with having them. Health Canada should lead and fund these
initiatives, in collaboration with grassroots organizations and the provincial
government.

Include significant participation from both HIV and hepatitis C groups in the
membership of all provincial government committees addressing either HIV or
hepatitis C issues.

Classify addiction as a disability (where it is not already).
Fund AIDS Service Organizations and community-based organizations to provide
resources and materials to co-infected individuals.

Correctional Services
Immediately implement recommendations from existing reports regarding safe drug
use and tattooing, methadone treatment, addiction treatment, harm reduction, and
unhindered access to knowledgeable care providers and specialists.
Enhance collaboration between existing clinics and hepatitis, HIV, and infectious
disease specialists.
Integrate other health care modalities into all clinics, and move toward a holistic and
patient-centered model of care.
Provide opportunities to see patients in health care settings daily or weekly to assist
them with receiving and tolerating their treatments (e.g. daily observed therapy,
maximally assisted therapy), and provide adequate nutritional and mental health
supports.
Develop new, or adapt existing, drop-in day clinics to help patients receive and
tolerate their treatments.
Immediately implement more harm reduction and addiction treatment services.
Launch general and targeted education campaigns aimed at increasing the number of
people getting tested for both viruses, and at decreasing the stigma associated with
being infected.
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Industry
Make products, including both HCV treatments such as pegylated interferon and also
supportive therapies such as erythropoeitin (EPO), more accessible through price
reduction and other means.
Work with public payers to expand eligibility criteria for accessing and remaining on
hepatitis C treatment for as long as patient and physician believe it necessary and
appropriate.
Conduct pharmacoeconomic studies to show the cost-effectiveness of supportive
treatments such as EPO, and early treatment of HCV infection.
Participate in the development of a HIV/HCV co-infection research agenda, and
integrate these priorities into their drug development plans.
Devote more money to researching clinical aspects of co-infection, including natural
history, pathogenesis issues, HCV treatment, and HIV treatment.
Always provide an expanded access program for new drugs for hepatitis C, with
designated spaces reserved for HIV co-infected individuals.
Include, and separately analyze, HCV co-infected individuals in research for HIV and
HIV-related products.
Support community initiatives in the areas of harm reduction, addiction treatment,
and poverty reduction.
Support the development of drop-in centers for co-infected persons, including explicit
supports for co-infected people on treatment.

Clinicians, Health Care Services, and Health Authorities
Use clinical authority to advocate that third party payers expand their eligibility
criteria for accessing and remaining on hepatitis C treatment for as long as patient and
physician believe it necessary and appropriate.
Encourage public payers and pharmaceutical manufacturers to negotiate the costs of
HCV treatment, including growth factors.
Identify best practices and standards of care elsewhere in the world for the treatment
and management of HIVV/HCV co-infection.
Identify what specialized services, in terms of HCV treatment and HIV co-infection,
are available in Canada, and where they are available.
Regularly revise treatment and management guidelines based on current evidence, in
consultation with consumers, and disseminate widely to other physicians and patients.
Refer HIV-positive patients to transplant centers for assessment, even if the transplant
center does not have an HIV infection policy, and not wait until the patient has
decompensated cirrhosis to refer them.
Pressure organ transplant centers to develop appropriate policies and guidelines for
assessing and performing liver transplants on people living with HIV. Clinicians and
surgeons working in transplant centers should be proactive in developing these
policies and guidelines.
Encourage and support existing HIV clinics in working more collaboratively with
hepatitis experts.
Hepatitis experts should become more proactive in learning about HIV and
collaborating with HIV experts.
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Move all clinics toward integrating other health care modalities, and toward a holistic
and patient-centered model of care.

Develop Centers for Excellence in Hepatitis C with expertise in HIV co-infection.
Provide opportunities to see patients in health care settings daily or weekly to assist
them with receiving and tolerating their treatments (e.g. daily observed therapy,
maximally assisted therapy).

Develop or adapt drop-in day clinics to help patients receive and tolerate their
treatments.

Implement more harm reduction and addiction treatment services.

Develop Continuing Medical Education programs specifically to train physicians on
co-infection, and develop and offer more training to front-line workers.

Develop mentorship and training programs in co-infection for physicians and
researchers.

Support efforts to classify hepatitis C as an AIDS defining illness, and addiction as a
disability.

Develop more drop-in centers for persons co-infected with HIV and HCV, including
explicit supports for people on treatment.

Scientists
Conduct pharmaeconomic studies to show the cost-effectiveness of early HCV
treatment and the use of supportive therapies such as EPO.
Regularly revise treatment and management guidelines based on current evidence, in
collaboration with consumers, and disseminate widely to physicians and patients.
Develop an HIV/HCV research agenda in order to identify research priorities across
the Four Pillars Drug Strategy (harm reduction, prevention, treatment, enforcement).
The Canadian Association for HIVV Research (CAHR) should write a letter to CIHR,
OHTN, CTN, and other research institutions such as CanFAR, to advocate for more
money to be devoted to researching various aspects of co-infection, including natural
history and pathogenesis issues.
Develop Centers for Excellence in Hepatitis C with expertise in HIV co-infection.
The CIHR Advisory Committee on HIV/AIDS and the Federal Ministerial Council on
HIV/AIDS should recommend the same thing to these research organizations.
The Canadian HIV Trials Network should create a network of databases for sharing
(anonymized) data regarding treatment outcomes among co-infected, and a network
of physicians and researchers focussing on co-infection.
Research funding bodies such as CIHR, CanFAR, the CTN, and the OHTN should
solicit research proposals specific to the issue of HCV/HIV co-infection.

Community Organizations
Develop and implement more harm reduction services.
Develop targeted education campaigns aimed at increasing the number of people
getting tested for both viruses, and at decreasing the stigma associated with having
them.
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Lobby for funding dedicated to HCV/HIV co-infection to be built into the Canadian
Strategy on HIV/AIDS, with devoted materials and resources developed as a result.
Make hepatitis C co-infection a priority in organizational workplans.

Encourage participation of both HIV-positive and hepatitis C-positive individuals on
organizational committees.

Provide resources and materials to HCV/HIV co-infected individuals about co-
infection.

Develop peer-driven networks and groups to foster mutual support and collective
action.

Develop more drop-in centers for persons co-infected, including explicit supports for
people on treatment.

Activists and Consumers
Have courage, be tenacious, and know your stuff.
Familiarize yourself with the recommendations for all stakeholders, select the issue(s)
that is/are of highest personal importance and/or interest, and actively work towards
the achievement of the recommended actions, either as an individual or through an
affiliate organization.
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Epidemiology and Population Health Issues

According to the World Health Organization, hepatitis C has infected approximately 170
million people globally to date. Africa has the highest prevalence at 5%, suggesting there
may be an epidemic of HIV/HCV co-infection lurking there should the HIV epidemic
become controlled (. Canada’s HCV prevalence is estimated to be 1% (approximately
250,000-300,000 people) many of whom have no idea they are infected. Approximately
10% of people who have HCV also have HIV. In North America and Western Europe,
up to 30% of people who are HIV-positive are co-infected with HCV, depending on the
primary HIV risk group in a given population (e.g. in parts of Spain, 50-70% of all
people with HIV also have hepatitis C because of the prevalent use of injection drugs).
In most places, people who acquired HIV through injection drug use or the use of
contaminated blood products are very likely to also have hepatitis C. In Canada,
Aboriginal people and youth, especially women, people who have ever been incarcerated,
and anyone who has used injection drugs, are particularly vulnerable. HCV is much
more infectious than HIV, and can be spread through a minute amount of blood. Thus,
intranasal cocaine use, or improperly sterilized tattoo or acupuncture equipment, are all
risk factors for acquiring HCV.

Worldwide, injection drug use accounts for at least half of all new HCV infections. Like
HIV, the populations in which HCV is becoming epidemic are more marginalized. For
this reason, addressing the epidemic of HIV/HCV co-infection requires addressing many
root causes of poor health and high risk behaviors. These include inadequate,
inaccessible, and unaffordable housing, poverty, stigma and discrimination, uncontrolled
addictions, and the US-led “War on Drugs”, which prevents the government of Canada
from widely implementing harm reduction programs or the medical use of marijuana.
These issues were raised repeatedly in the meeting, and considered integral and essential
to any meaningful solution.

As antiretroviral therapy has extended the length and improved the quality of life of
thousands of people living with HIV/AIDS, previously unseen diseases are now emerging
in this population. Hepatitis C has become a leading cause of death in people living with
HIV/AIDS in countries where people have access to antiretrovirals, including Canada.

Clinical Issues

The Hepatitis C Virus (HCV) is an RNA virus, like HIV, but it differs from HIV in that it
does not integrate itself into the host person’s DNA. This means that it is possible to
eradicate HCV from the body. HCV can cause end-stage liver disease and liver cancer.

The hepatitis C virus is not believed to cause its damage directly. HCV viral load does
not correlate well with disease progression, as in the case of HIV, although HCV viral
load is an important predictor of treatment success, and a high HCV viral load is believed
responsible for the elevated rates of vertical HCV transmission among HIV-co-infected
mothers. Rather, it is believed that HCV is an immune-mediated disease, meaning that it
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does its damage by disrupting the immune system. Hepatic fibrosis and cirrhosis, or
scarring of the liver, is actually the body’s healing response to liver damage.

People with HIV are particularly vulnerable to HCV progression. This is likely due, in
part, to the poorly understood relationship between hepatitis C and the immune system.

In people who only have HCV, approximately 25-30% will progress to cirrhosis in 20-30
years, while another 50-70% will have on-going liver inflammation without necessarily
advancing to end-stage liver disease. The remainder are able to spontaneously clear their
virus through an effective immune response. Unfortunately, these natural history data
have not been confirmed in HIV-positive people. In people who are immune-
compromised, such as those with HIV, HCV accelerates. It is to be expected, given all
the other ways that HIV negatively impacts HCV, that a higher proportion of HIV co-
infected people will progress to end-stage liver disease. Overall, people who are co-
infected with HIV/HCV can expect their HCV infection to progress two to three times
faster, so those who are going to progress to end-stage liver disease can expect it to
happen, on average, 7-10 years from the time they were infected with HCV.

HIV-positive men, women who are post-menopausal, people who are older than 50,
people with lower CD4 counts, and people who drink alcohol are all at greater risk of
progressing to end-stage liver disease. The lower the CD4 count, the more vulnerable to
liver disease. One study showed that a CD4 count below 500 cells was associated with
progression to liver fibrosis, even in people without HIV.

So keeping the immune system strong is important, but the use of antiretroviral therapy
can be both beneficial and detrimental to people co-infected with HIV and hepatitis C.
The interactions between hepatitis C, immune depletion and restoration, and antiretroviral
medications are complex and not well understood. Antiretrovirals are, obviously,
instrumental in preventing immune depletion, and in restoring immune function.
However they can also be harmful to the co-infected through a variety of mechanisms, all
of which need more study:

- hepatitis C related liver disease (i.e. hepatic fibrosis) can become accelerated as a
result of immune reconstitution

- hepatitis C viral loads, already elevated in people with HIV, can become further
elevated upon starting antiretroviral treatment

- hepatitis C can lead to mitochondrial dysfunction (including fatty liver, lactic
acidemia and lactic acidosis, and peripheral neuropathy), insulin resistance, and
diabetes — all of which are also potential side effects of antiretroviral medications

- nevirapine and ritonavir are known to be particularly toxic to the liver, and there is
insufficient data to know whether low-dose ritonavir is harmful in people who are co-
infected

- hepatitis C independently causes severely elevated liver enzymes, and taking
antiretrovirals can lead to further elevations and increased clinical symptoms,
sometimes resulting in interruptions of the HIV treatment

15



- antiretrovirals taken together with hepatitis C treatments make treatments even more
difficult because of the overwhelming additional toxicity

- people with hepatitis may have poorer immune responses to antiretroviral treatment
compared to HIVV mono-infected people

Fortunately, moderate advancements are being made in the treatment of hepatitis C. The
use of pegylated interferon in combination with ribavirin has improved response rates
among both HCV mono-infected and HIVV/HCV co-infected. Although no head-to-head
study has been conducted to date, data presented at the 11™ Conference on Retroviruses
and Opportunistic Infections (Feb 2004) suggests that those who are HIV/HCV co-
infected will have poorer responses to treatment. The 48-week long APRICOT co-
infection study allowed the concomitant use of growth factors to manage ribavirin-
associated anemia, used full-dose ribavirin throughout, and used a population of people in
their clinical trial who were on average healthier than the target population. Pegylated
interferon alpha 2a combined with ribavirin still only achieved a 40% sustained virologic
response, including 80% among those with genotype 2/3, but less than 30% among those
with genotype 1. The majority of people with hepatitis C in North America and Europe,
including those co-infected with HIV, have genotype 1. This was one of three co-
infection treatment trials presented at CROI 2004; this was both the most rigorous study
in design, and by far achieved the most favorable results.

There are multiple factors that can influence the potential for successful HCV treatment.

Many of these factors were identified in the meeting as being barriers to treatment for co-

infected people in Canada today. These include:

1. Being able to take the treatment for as long as patient and physician both feel it
necessary and appropriate.

- continued treatment: currently, those with GT1 have their treatment stopped if
they haven’t achieved at least a 2-log reduction in their HCV RNA by week 12.

- long-term maintenance treatment: on-going studies (HALT-C) are examining the
safety and efficacy of long-term maintenance treatment, and although these data
will be years coming, there is evidence now to show that being on treatment, even
in the presence of HCV viremia, confers histologic benefit to the liver (i.e.
reduces fibrosis and inflammation).

- treatment in the presence of HIV: HIV co-infection may result in delayed HCV
viral clearance after starting HCV treatment, but the virus can be, and is,
eventually cleared.

2. Having access to the use of growth factors such as erythropoeitin and GM-CSF/G-
CSF.

- ribavirin-associated anemia: this is one of the most treatment limiting factors, and
the use of growth factors has been shown to improve full adherence to ribavirin,
as well as improve patients’ quality of life (being able to take full dose ribavirin
the entire period is predictive of treatment success).

- cost: treatment with growth factors is expensive, and neither the provincial payers
nor the private insurers want to pay, but it is a cost that should simply be
considered part of the cost of treating hepatitis C.

3. Being able to start treatment when patient and physician feel it is appropriate.
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- decision making: whether and when to treat hepatitis C should be a decision
made together by patient and doctor.

- eligibility criteria: numerous eligibility criteria exist across Canada proscribing
who can even try treatment, or not. These criteria vary from province to province
(see Appendix Two). Examples of requirements include: being completely HCV
treatment naive (including interferon monotherapy), having consistently elevated
ALTs, or having evidence of moderate fibrosis (see Appendix Three). These
criteria are largely not evidence-based: relapsers from interferon monotherapy, for
example, have nearly as high response rates to peglyated interferon plus ribavirin
as treatment naive people do; ALTs are a notoriously bad measure of liver disease
(studies have shown that 25% with liver cirrhosis will have normal ALTS); people
are known to have more successful treatment outcomes if they don’t yet have
fibrosis.

4. Having strong psychiatric supports, including consultations with a knowledgeable

psychiatrist and access to support groups.

- Depression: anti-depressants are regularly prescribed preventively when people
are starting HCV treatment, because the depression associated with the interferon
treatment can be grueling.

5. Having knowledgeable and coordinated care, including HIV specialists, HCV

specialists, dieticians, social workers, and nurses.

6. Treat HCV first to make HIV treatment possible.

- Over 75% of severe cases of HAART-related hepatotoxicity (usually defined as
grade 3/4 increases in liver enzymes) occur in those HCV co-infected.

- Reduce the probability of mitochondrial toxicity or metabolic abnormalities from
developing secondary to the hepatitis C.

- Adherence to HIV treatment is already a challenge.

HCV treatment may only benefit 20-30% of people who are co-infected. Therefore, a
broad array of services, supports, and clinical guidelines are required to support those
who are chronically infected with HIV and HCV.

Clinical Recommendations and Responsibilities:

Recommendation: The use of Growth Factors should be considered a standard part of
the cost of treating hepatitis C. Public and private payers need to be educated about
the importance of growth factors for patients. Pharmaeconomic studies should be
performed to show the cost-effectiveness of these supportive treatments. Public
payers should negotiate with the companies that make hepatitis C treatments, and
those that make the growth factors, to enable their combined usage at a reduced cost.
Responsibility: Community activist groups and prescribing physicians should target
third party payers, both public and private, to encourage them to cover these products.
Community activists and physicians should approach leading epidemiologists with
pharmacoeconomic specialties to do the appropriate studies.
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- Recommendation: Public payers must be pushed into expanding their eligibility
criteria for accessing and remaining on hepatitis C treatment for as long as patient and
physician believe it necessary and appropriate.

- Responsibility: Third party payers (provincial and private payers), community
activists, patients, physicians (both HIV and HCV).

- Recommendation: Identify best practices and standards of care elsewhere in the world
regarding the treatment and management of HIV/HCV co-infection.
- Responsibility: Clinicians, scientists, community activists, people co-infected.

- Recommendation: Identify what specialized services, in terms of HCV treatment and
HIV co-infection, are available in Canada, and where they are available.

- Responsibility: Provincial representatives to the Canadian Treatment Action Council,
community activists, clinicians, health authorities.

- Recommendation: Regularly revise treatment and management guidelines based on
current evidence, and disseminate widely to physicians and patients.
- Responsibility: Clinicians, guideline developers, community activists.

Liver Transplantation and HIV

Hepatitis C is the leading cause of liver transplantation in the world. Until 1996,
transplants were not an option for people living with HIV/AIDS because the morbidity
associated with full-blown AIDS resulted in people not living long enough to benefit
from a transplant. Since 1996, however, and the advent of Highly Active Antiretroviral
Therapy (HAART), liver transplants have been performed in nearly 100 people living
with HIV/AIDS. Overall, the rate of success in terms of patient and graft survival among
HIV-positive people is equivalent to that in HIV-negative people. Some factors increase
the probability of a successful outcome, including a higher baseline CD4 count, being
able to tolerate and respond virologically to antiretrovirals post-transplant, and strong
personal and social support. Unfortunately, hepatitis C returns in nearly all cases, and in
a significant proportion of people causes cirrhosis of the new liver within 1 — 3 years.
However, this also happens in HIV-negative people, and research is underway into how
to reduce this adverse outcome.

Based on currently available evidence, recommended criteria for being a transplant
candidate are:

- Having a baseline CD4 count of at least 100 cells, preferably 200 cells.

- Being able to respond virologically to HAART post-transplant (i.e. not being multi-
drug resistant).

- Meeting other eligibility criteria unrelated to HIV disease, as determined by
transplant centers.
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Guidelines regarding transplantation are generally a provincial issue, and pressure should
be put on provincial transplant centers to develop progressive and evidence-based
guidelines regarding HIV and transplantation.

Transplantation Recommendations and Responsibilities:

Recommendation: Provinces need to develop guidelines for the transplantation of
HIV-infected individuals.

Responsibility: Physicians should refer their HIV-positive patients to transplant
centers. Physicians and activists should pressure transplant centers to develop
appropriate policies and guidelines for assessing and performing transplants on
people living with HIV. Transplant centers should be proactive and responsive to
developing these guidelines.

Clinical Research Needs

HIV/HCV co-infection raises a multitude of research questions. These questions pertain
to the pathogenesis of HCV and its relationship with the immune system, the interactions
between HCV disease and the toxicities of antiretrovirals, and of course issues related to
treatment of HCV. Specific research ideas that arose during the meeting were:

Improved measures of liver disease (to replace biopsies)

Improved understanding of who to treat, for how long, and how to improve sustained
response rates (including reducing or managing side effects)

The safety and feasibility of maintenance HCV therapy

Strategies to improve adherence

The economic burden of HCV disease, and the cost effectiveness of treatment
Research specific to co-infected IDU’s

The impact of immune suppression, immune restoration, and antiretroviral therapy on
the progression of liver disease

The interactions between HCV disease and the toxicities of antiretrovirals (i.e. insulin
resistance, diabetes, mitochondrial damage, etc.): are they additive or multiplicative?
Primary vaccine research

New, less toxic, and easier to take treatments

Developing a National HCV Clinical Trials Network

Developing a National HCV Research Training program

Research Recommendations and Responsibilities:

Recommendation: A research agenda should be developed to identify priorities in
understanding the natural history of hepatitis C in the presence of HIV, new targets
for drug development, and improvements in the currently available treatments.
Responsibility: Consumers, physicians, independent investigators, pharmaceutical
companies. CTAC offered to organize a symposium devoted to developing a co-
infection research agenda.
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- Recommendation: More money should be devoted to researching clinical aspects of
co-infection, including natural history and pathogenesis issues.

- Responsibility: Research funding bodies, including the Canadian Institutes of Health
Research (CIHR), the Canadian HIV Trials Network (CTN), the Ontario HIV
Treatment Network (OHTN), the Federation de Recherche de la Societe Quebecoise
(FRSQ), and the Michael Smith Foundation for Health Research (MSFHR), should
all be sensitized to the importance of co-infection, and encouraged to solicit research
proposals specific to the issue. The Canadian Association for HIV Research (CAHR)
would be well positioned to write a letter to these institutions on this subject,
supported by various bodies, such as the CIHR Advisory Committee on HIV/AIDS,
and the Federal Ministerial Council on HIV/AIDS. Pharmaceutical companies
developing new drugs for hepatitis C should always provide an expanded access
program with designated spaces reserved for HIV co-infected individuals.
Pharmaceutical companies conducting research in HIV and HIV-related products
should always try to do research in the HCV co-infected.

- Recommendation: Create a network of databases for sharing (anonymized) data
regarding treatment outcomes among co-infected, and a network of physicians and
researchers focussing on co-infection.

- Responsibility: The Canadian HIV Trials Network’s Hepatitis C Co-infection Core is
best poised and suited for this role.

Health Care Needs

HIV/HCV co-infected individuals by definition represent a distinct patient population.
For example, medically they require HIV specialists, HCV specialists, and perhaps
addiction specialists, often simultaneously. Treating the HIV without considering the
HCV, or treating the HCV without considering the HIV, could be disastrous. Many
people who are co-infected would greatly benefit from ‘Co-Infection Clinics’, some with
additional expertise in addiction. These clinics should be multidisciplinary, including
knowledgeable dieticians, social workers, nurses, and psychiatric/psychosocial support.
These clinics should be as accessible as possible to people living in more remote
locations, as well as flexible in terms of structure (appointment only versus drop-in
times). Models of coordinated, integrated care exist in the setting of HIV. These include
the MAT/DOT program, Vancouver Native Health, and the Dr. Peter Center, all in
Vancouver. These models should be developed and elaborated upon to include treatment
and management of hepatitis C. Where possible, these clinics should incorporate other
programs and services, such as meals, social activities, and educational programs.

Health Care Recommendations and Responsibilities:

- Recommendation: Existing HIV clinics should be encouraged and supported in
working more collaboratively with hepatitis experts.

- Recommendation: Hepatitis experts should become more proactive in learning about
and collaborating with HIV experts.
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Recommendation: All clinics should move toward integrating other health care
modalities, and moving toward a holistic and patient-centered model of care.
Recommendation: Centers for Excellence in Hepatitis C with expertise in HIV co-
infection should be developed.

Responsibility: Clinic and hospital administrators and directors, clinician scientists,
other leaders in the field

Recommendation: Health care settings should provide opportunities to see patients
daily or weekly to assist them with receiving and tolerating their treatments (e.g. daily
observed therapy, maximally assisted therapy). Drop-in day clinics should be
developed and adapted for these purposes.

Responsibility: Federal and provincial governments should provide sufficient
financial resources to allow these types of clinics to operate. Hospitals, HIV, and
hepatitis clinics should introduce this kind of flexibility and opportunity into their
operations.

Recommendation: More harm reduction and addiction treatment services must be
implemented.

Responsibility: Collaboration among Health Canada, Correctional Services Canada,
harm reduction groups, provincial and regional health authorities.
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Federal and Provincial Policy Issues

A plethora of policy issues were identified and discussed at the meeting. People who are

HIV/HCV co-infected must first be identified as a unique population. To appropriately

address the epidemic of HIV/HCV co-infection, the issue must be treated as one that is

greater than the sum of its two parts. Currently people are falling through cracks

everywhere, and there is a lack of expertise, research, and resources devoted to this

particular problem. While moving forward on either HIV or hepatitis C will help people

who are co-infected, the co-infected have a unique set of problems and issues that must

be given devoted attention:

- their HIV will be much more difficult to treat because of liver disease

- their HCV will progress more rapidly and aggressively than their mono-infected
counterparts, and will be more difficult to treat

- they face the stigma of both HIV and HCV

- HCV has become a huge part of HIV community-based work out of necessity,
without the resources to support it.

Although there is no consensus as to whether HIV co-infection should become a part of a
Hepatitis C strategy, or whether HCV co-infection should be part of an HIV strategy, or
whether HIV/HCV co-infection should have its own strategy, HIV/HCV co-infection was
considered by all to be a distinct problem. The federal and provincial governments must
make HIV and hepatitis C co-infection a priority. There is the perpetual problem of the
‘silo” mentality (each one acting as a distinctly separate government), which is why the
federal and provincial governments must all be brought to the table together.

Addressing either the HIV, HCV, or HIV/HCV epidemics without addressing the social
determinants of health (i.e. housing, poverty, stigma, etc.) can only ever be partially
effective. Advocates and policy makers must constantly be trying to improve the social
conditions that predispose people to poor health and high-risk behaviors. This includes
advocating for changes to the U.S.-led “War on Drugs’, which prevents Canada from
moving forward on progressive drug-related policies, including implementing harm
reduction strategies.

In February, 2004, the Canadian AIDS Society produced a document entitled “A National
Hepatitis C Strategy in Canada: A Discussion Paper”. It is available from their website,
www.cdnaids.ca. This comprehensive document should be used as a basis for further
discussions.

Policy Recommendations and Responsibilities:

- Recommendation: The Canadian government should implement a national on-going
hepatitis C strategy, with attached dollars, that in some significant way incorporates
HIV co-infection. The CSHA should incorporate priorities regarding co-infected
individuals into the strategy, with dollars attached.

- Responsibility: The Federal government must show leadership in this area, but
hepatitis C and HIV community organizations and care providers must keep the
pressure on the Federal government to do so. ldeally, a taskforce coalition would be
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struck to move these issues forward. The Ministerial Council on HIV/AIDS should
advise the federal HIV/AIDS Division to incorporate HCV co-infection, with the
recommendation of attaching newly allocated dollars, into the revised CSHA.

- Recommendation: All government committees, federal or provincial, addressing HIV
or hepatitis C should have significant participation from the other as part of the
inherent constitution of their membership.

- Responsibility: Federal, Provincial, Territorial, and F/P/T committee chairs, as well as
provincial medical association advisory bodies.

- Recommendation: Hepatitis C should be classified as an AIDS defining illness, and
addiction should be classified as a disability.

- Responsibility: Provincial advocacy groups should work together to revise the
definition of disability to include addiction, and Population and Public Health Branch
of Health Canada (formerly LCDC) should revise their list of AIDS defining
opportunistic infections to include hepatitis C.

Correctional Settings

HIV/HCV co-infection is a major issue in correctional facilities. The prevalence of
hepatitis C among those who have HIV in these institutions is close to 100%. All of the
problems that exist outside the prison walls, including lack of access to treatment and
care, stigma and discrimination, inability and barriers to accessing harm reduction
measures or addiction treatment, are magnified in correctional settings. These issues
have been raised in numerous fora before, and documented in a multitude of reports.
Unfortunately, little or no progress has been made towards addressing them. Poor prison
conditions, such as overcrowding, make the situation worse. Sharing of rigs and needles
for drug use and tattooing remains common, there is little or no preparation for inmates’
release, and their re-entry into the community often results in a re-entry into a lifestyle
which may put them at risk of re-infection and/or of or infecting others.

People who are in prison are good candidates for HCV treatment, if the appropriate
supports are in place. It is an ideal opportunity for voluntary treatment with strong daily
follow-up. This includes addiction treatment, HIV treatment, and HCV treatment.
Unfortunately, prison and government officials are reluctant to admit that there is even a
problem with HIV and HCV infection in prison.

Correctional Recommendations and Responsibilities:

- Recommendation: Implement existing reports regarding how correctional institutions
need to change to allow for safe drug use and tattooing, methadone therapy, other
addiction treatment, harm reduction, and unhindered access to knowledgeable care
providers and specialists. Examples of these reports include: “Action on HIV/AIDS
in Prisons: Too Little, Too Late - A Report Card”, November 2002; “HIV/AIDS in
Prisons: A Final Report”, September 1996. Both are available at:
http://www.aidslaw.ca/Maincontent/issues/prisons.htm/.
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- Responsibility: Corrections Canada, provincial correctional institutions

Prevention and Education

There are many levels on which education needs to take place. Primary prevention,
preventing new infections, must be achieved through the implementation of harm
reduction measures (e.g. safe injection sites, prescription heroin, needle exchange
programs), addiction treatment, and broad public and targeted education campaigns
(towards youth, for example) regarding how HCV is transmitted and how to avoid it.
There are thousands of people who don’t even know they have hepatitis C because they
are not considered ‘high-risk’. This stereotype is dangerous, and education campaigns
aimed at breaking down stereotypes and encouraging people to get tested for HCV are
critical.

Secondary prevention, preventing disease progression among those already infected, can
also be accomplished through the use of harm reduction and addiction treatment, in
addition to appropriate community resources being developed to help people learn about
the ways they can take care of their health (e.g. accessing treatment and care, reducing
alcohol intake, weight loss if necessary, nutritional issues, etc.). Education for people
who are co-infected also needs to include life-skills training (e.g. literacy), and lifestyle
stabilization. People who are co-infected have particular needs in terms of education,
particularly treatment education, because the medical issues they are dealing with are far
more complex and more urgent than those of people who are HCV mono-infected.

It was agreed by all at the meeting that a lot of education needs to happen at the level of
care professionals, including physicians. Most of HIV specialists know little about HCV,
and vice versa. General practitioners tend not to know much about either, and especially
not the combined effects of HIV and HCV. This lack of knowledge and understanding
has a lot to do with why people who are co-infected fall through the cracks of care and
treatment.

A major barrier to accomplishing any and all of this is the lack of national or provincial
strategies to address HCV in general. Without a formal strategy, the financial resources
and infrastructure are simply not present to allow for the assignment of responsibility and
support of educational initiatives.

HIV is widely associated with social stigma and discrimination. Infection with the virus
itself and the behaviors and lifestyles that are assumed to accompany it are all considered
taboo and socially and culturally unacceptable. Because hepatitis C shares many of the
same risk factors as HIV, it too has become a disease of stigma and discrimination: and
brings up issues of homophobia, drug-phobia, and HIV phobia. Stigma can prevent
people from getting tested, and it can prevent people from seeking treatment. There was
a consensus among participants at the meeting that stigma is one of the major barriers for
HIV/HCV co-infected people accessing good care, treatment, and support.
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Prevention and Education Recommendations and Responsibilities:

Recommendation: General and targeted education campaigns aimed at increasing the
number of people getting tested for both viruses, and at decreasing the stigma
associated with having them.
Responsibility: Health Canada should lead and fund these initiatives, in collaboration
with grassroots organizations.

Recommendation: Continuing Medical Education programs should be developed
specifically to train physicians on co-infection, and more training should be
developed and offered to front-line workers. Mentorship and training programs in co-
infection for physicians and researchers would be instrumental.

Responsibility: Medical associations, leading clinicians in the field, conference
organizers, and community-based organizations.

Recommendation: HCV specific funding should be incorporated as part of the
Canadian Strategy on HIV/AIDS, and used in part towards developing educational
materials and resources; AIDS Service Organizations should continue to make
hepatitis C co-infection a priority in their workplans.

Responsibility: Health Canada, AIDS Service organizations and community-based
organizations.
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Support Needs

Many co-infected people have an increased need for social and mental health support.
Both HIV and HCV can cause cognitive impairments, and HCV treatments are especially
known to cause depression, anxiety, and suicidal thoughts or actions. Many co-infected
people have increased fatigue, and reduced quality of life. Many also have a constellation
of special needs that arise from poverty, addiction, and mental health issues that may
have been present prior to infection, and from disenfranchisement in general.

There are models of peer-empowerment programs that work, such as the Vancouver Area
Network of Drug Users (VANDU), and the BC Persons with AIDS Society. These
models should be supported, developed, and used as a basis for developing other
programs. There are currently few, if any, hepatitis C community resources, because of
the lack of funding or strategy by the provincial or federal governments. Therefore AIDS
Service Organizations and HIV specific community-based programs bear the huge
burden oftrying to cope with the epidemic of HCV and HCV/HIV co-infection. ASOs
need to find ways of being more responsive to the needs of the HCV-co-infected,
including educating staff and volunteers about HCV, and becoming more flexible in their
hours of operation, locations, and program delivery.

Support Recommendations and Responsibilities:

- Recommendation: Fund AIDS Service Organizations and community-based
organizations to provide resources and materials to co-infected individuals.

- Responsibility: Health Canada, Provincial governments, community-based
organizations

- Recommendation: Develop peer-driven networks and groups to foster mutual support
and collective action for co-infected individuals.
- Responsibility: People living with HIV and hepatitis C.

- Recommendation: Develop more drop-in centers for persons co-infected, including
explicit supports for people on treatment.

- Responsibility: Community-based organizations, government funders, community
clinics.
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Summary of Key Recommendations

Clinical Recommendations:

Recommendation #1: The use of Growth Factors should be considered a standard
part of the cost of treating hepatitis C. Public and private payers need to be educated
about the importance of growth factors for patients. Pharmaeconomic studies should
be performed to show the cost-effectiveness of these supportive treatments. Public
payers should negotiate with the companies that make hepatitis C treatments, and
those that make the growth factors, to enable their combined usage at a reduced cost.
Recommendation #2: Public payers must be pushed into expanding their eligibility
criteria for accessing and remaining on hepatitis C treatment for as long as patient and
physician believe it necessary and appropriate.

Recommendation #3: Identify best practices and standards of care elsewhere in the
world regarding the treatment and management of HIVV/HCV co-infection.
Recommendation #4: Identify what specialized services, in terms of HCV treatment
and co-infection , are available in Canada, and where they are available.
Recommendation #5: Regularly revise treatment and management guidelines based
on current evidence, and disseminate widely to physicians and patients.

Transplantation Recommendations:

Recommendation #1: Provinces need to develop appropriate guidelines for the
transplantation of HIV-infected individuals.

Research Recommendations:

Recommendation #1: A research agenda should be developed to identify priorities in
understanding the natural history of hepatitis C in the presence of HIV, new targets
for drug development, and improvements in the currently available treatments.
Recommendation #2: More money should be devoted to researching clinical aspects
of co-infection, including natural history and pathogenesis issues.

Recommendation #3: Create a network of databases for sharing (anonymized) data
regarding treatment outcomes among co-infected, and a network of physicians and
researchers focussing on co-infection

Health Care Recommendations:

Recommendation #1: Existing HIV clinics should be encouraged and supported in
working more collaboratively with hepatitis experts.

Recommendation #2: Hepatitis experts should become more proactive in learning
about and collaborating with HIV experts.

Recommendation #3: All clinics should move toward integrating other health care
modalities, and moving toward a holistic and patient-centered model of care.
Recommendation #4: Centers for Excellence in Hepatitis C with expertise in HIV
co-infection should be developed.

Recommendation #5. Health care settings should provide opportunities to see
patients daily or weekly to assist them with receiving and tolerating their treatments
(e.g. daily observed therapy, maximally assisted therapy). Drop-in day clinics should
be developed and adapted for these purposes.
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Recommendation #6: More harm reduction and addiction treatment services must be
implemented.

Policy Recommendations:

Recommendation #1: The Canadian government should implement a national on-
going hepatitis C strategy, with attached dollars, that in some significant way
incorporates HIV co-infection. The CSHA should incorporate priorities regarding co-
infected individuals into the strategy, with dollars attached.

Recommendation #2: All government committees, federal or provincial, addressing
HIV or hepatitis C should have significant participation from the other as part of the
inherent constitution of their membership.

Recommendation #3: Hepatitis C should be classified as an AIDS defining illness,
and addiction should be classified as a disability where it is not already.

Correctional Recommendations:

Recommendation #1: Implement existing reports regarding how correctional
institutions need to change to allow for safe drug use and tattooing, methadone
therapy, other addiction treatment, harm reduction, and unhindered access to
knowledgeable care providers and specialists.

Prevention and Education Recommendations:

Recommendation #1: General and targeted education campaigns aimed at increasing
the number of people getting tested for both viruses, and at decreasing the stigma
associated with having them.

Recommendation #2: Continuing Medical Education programs should be developed
specifically to train physicians on co-infection, and more training should be
developed and offered to front-line workers. Mentorship and training programs in co-
infection for physicians and researchers would be instrumental.

Recommendation #3: HCV specific funding should be incorporated as part of the
CSHA, and used in part towards developing educational materials and resources;
AIDS Service Organizations should continue to make hepatitis C co-infection a
priority in their workplans.

Support Recommendations:

Recommendation #1: Fund AIDS Service Organizations and community-based
organizations to provide resources and materials to co-infected individuals.
Recommendation #2: Develop peer-driven networks and groups to foster mutual
support and collective action for co-infected individuals.

Recommendation #3: Develop more drop-in centers for persons co-infected,
including explicit supports for people on treatment.
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