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Drug Protocol and Research Trial Working Grou

AIDS ACTION NOW! is a community=-based AIDS crganization concerned with the
provision of treatments for HIV+ individuals and people living with AIDS
(PLWAs). Since its beginnings, it has lobbled and demonstrated for greater access
Lo AIDS treatments for HIV+ individuals and PLWAs, In Canada there are at pre—
sent over 1,000 PLWAs and estimates of upwards of 50,000 individuals who are
HIV+. It is with a view to improving the life chances of these, and all Individ-
uals with HIV illness around the world, that AAN! looks forward to taking part
in this conference. .

There are two importaht sets of presuppositions behind AAN!'s approach tb thé
issue of drug protocols and research trials e first is that a cent

concerns the construction and use of knowledge in the management of medical
treatments. The second concerns the nature of HIV/AIDS illness. The latter con=
stitutes what might be called the principles and practice of HIV/AIDS medicine.
They can be listed as follows: HIV illness begins with sero-converslon--that
point at which an individual becomes HIV+, HIV/AIDS is a life threatening dis-
ease that, with proper therapy, can become a chronic, but treatable illness. Its
treatment, therefere, should follow stamdard procedures for managing chronic
diseases. The treatment regimen of cheice involves both early imtervention and
accelerated care. Lastly. it should be understood that HIV/AIDS is a highly com=
plex disease. 1ts etiology is not known with complete certainty, and knowledge
of the course of the illness is basically anecdotal.

So far, large=-scale, medical intervention In patients with HIV/AIDS in Canada
has mainly been with a view to testing prospective treatments (e.g.. the use of
AZT and aerosolized pentamidine). While some of these studies have been con-
ducted as open trials, the standard procedure is to use double-blind, placebo-
controlled trials. This appears to be de rigeur for the Canadian medical profes—
sion. There are twe kinds of problems with placebo-controlled trials, however.
First, they are seen as unethical and therefore opposed by most patlents. The
main difficulty is that placebo-controlled trials, in life-threatening situations
such as HIV/AIDS, fail to respect the rights of persons. And secondly, with
increasing supplies of "underground” treatments. this mechanism has become
impractical. Simply put. there is a problem with compliance. In the United States
for example, the data for many treatment trials have been so contaminated by
the use of unauthorized, underground treatments that thelr results will be use-
less, For both these reasons, placebo contrelled trials are increasingly a thing
of the past in the US. In AAN!"s view, a placebo-controlled trial is only ethical
when research and treatment are completely divorced. Subjects must enter
placebo-controlled drug- trials with the view of contributing to science, and not
of getting treatment for their illness or disease. In practice this means that
very few individuals with HIV/AIDS disease would or eould be volunteer subjects
for a placebo-controlled trial.

The placebo~-controlled trial is a medical-scientific, administrative device used
by the medical professlon and the government to manage access to treatments
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Learning Objectives

1) To learn about the basics of hepatitis C
(what Is It, transmission, testing,
treatment)

2) To share knowledge and information
about resources related to treatment and
support in your communities
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Aéhepatitis?
I Is Inflammation of the liver

Aét he hepatitis C vir.l
I virus that infects liver cells
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The Hep C Virus

A Before 1989 it was called
non-A non-B hepatitis

A A virus that attacks the
liver

A Spread through blood-to-blood contact,
especially shared drug-use equipment

A There is no vaccine
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Numbers

A ~ 185 million people worldwide

A ~220,697 to 245,987 Canadians with chronic
Hep C

A ~ 145,600 are previous or current injection drug
users (IDU)

AAt | east 44% of peopl e
they are infected

A Saskatchewan (54.4 per 100,000), 612 total
reported cases in 2014, compared with Canada

(29.3 per 100,000)
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Test Your Knowledge

WHAT IS THE DIFFERENCE
BETWEEN HEP A, B AND C?

A Transmission
A Progression of Untreated Hepatitis
A Treatment
A Vaccine
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Comparing Hep A, B and C

Hep A

Hep B

Hep C

Transmission

Fecal-oral route
(from contaminated
water, hands not properly
washed after going to the
bathroom)

Blood and body
fluids like semen,
vaginal fluid

Blood-to-blood
contact

Progression
of Untreated
Hepatitis

Infection usually
clears on its own

85% of people can
clear the virus
without treatment

20% of all people
clear the virus
without treatment

Treatment Treatment is Treatment is
None available and available and can
mainly works in clear the virus for
controlling viral load | most people
VaCCI ne Available Available No vaccine
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Liver

A Largest internal organ
A Can re-grow

A

Fi |l tero
Filters & Cleanses
Manufactures
Regulates

" And more!

°r ’
liver S



How can blood-to-blood contact
happen?

ASharing drug-use equipment
ATransfusions (pre-1992)

ATattooing/piercing equipment
AHygiene and grooming equipment

ARe-used or unsterilized medical
equipment
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But what abou

A Sexual transmission is rare

A Risk can increase when blood is present
or If either partner has an STI

A More common in people co-infected with

HIV
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HCV infection

| HCVimfecton
\
_ aceshepues SR

— Acute hepatitis C If 100 people

are 1 nfec

6 months < l \

~—  Spontaneous

~20 people — recovery

20-30 years <

Untreated HCV

Disease Progression

N

Chronic  _  _g0 people
hepatitis C

\/

Possible

inflammation, . 40-60 people
fibrosis,

or scarring

\/

Possible @+ Cirrhosis: 20 people

cirrhosis _
and liver cancer +Cancer: 1-4 people



Hepatitis C.

You can have it
and not know it.
Get tested.
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Diagnosis of Hepatitis C

A Hep C testing and diagnosis is a two stage
process

A Two separate tests are needed to determine
current active infection

@/ Hep C Antibody test




A Antibody (EIA)

A
A
A

AWindow period 6-9 weeks, but can be up to 6

Hep C Testing - Diagnosis

_ooks for Hep C antibodies in blood

Have anti bodi es
against getting Hep C again

months

ndicates exposure (blood to blood contact)

f or
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Hep C Testing - Diagnosis

A RNA (PCR)
I Looks for the hepatitis C virus
I measures viral load and genotype
I Window period: 1-3 weeks
I shows active infection
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Liver Damage

A Fibrosis = scar tissue
that forms on the liver
In reaction to an
Infection or toxin

A Cirrhosis = severe
widespread scarring
that destroys the liver

RCATIE



METAVIR Score

Stage 0 (FO)

No fi S (scarrring) or ver damage

Stage 1 (F1)

Beginning of iver damage: damage
has started with some slight scamng

Stage 2 (F2)

Moderate Iver damage: scarmng advances
in the liver and surrounding biocod vessels.

Stage 3 (F3)

Significant ver damage: the lver
becomes fibrotic (scamed) and
connacts with other scarred aregas.

Stage 4 (F4)

Final stage of ver damage, also called
cirhoss: the liver is severely damaged
and no longer functions properly.
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Monitoring Liver Damage

A Liver enzyme tests

I High enzyme levels mean some sort of liver
damage is happening

A Liver function tests
I Can show if the liver is working properly
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Monitoring Liver Damage

A Ultrasound

I Uses sound waves to take a picture of the
liver

I Shows the difference between a healthy liver
and one with a lot of damage

I Also screens for liver cancer
A Fibroscan
A FibroTest
A Biopsy




Treatment can
cure Hep C.
Know your options.




What Is Hep C treatment?

A Goal is to clear the virus from the body

| called SVR (sustained virological response)
A Direct-Acting Antivirals (DAA)

A Moved from boosting immune response to
Inhibiting the virus and viral replication

L CATI



Treatment Options: Pan-Genotypic
and Genotype 1
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