6.1

6.2

6.3

potential research projects and enable the collaboration of individuals
interested in developing these projects.

Improving surveillance

Collection and collation of surveillance data

The Hepatitis Denominator study, which is a national study coordinated by the
HPA, provides the best available surveillance information for hepatitis C.
Greater Manchester is a sentinel site for this study that collects and collates
laboratory data alongside demographic data and risk factor information. The
study is currently being developed at a national level to improve access to
data through a user-friendly website in accordance with partner organisation
needs.

The establishment of a local surveillance system would be complex and
resource intensive and would duplicate much of the work currently being
undertaken by the Denominator Study. In the short term Greater Manchester
should continue to participate as a sentinel site in the Denominator study and
support future developments of this study.

Epidemiological reports

The HPA should produce annual epidemiological reports on hepatitis C
infection across Greater Manchester using data from the Denominator study,
and local laboratories alongside healthcare activity data and death data.
These reports should be widely disseminated to key stakeholders including all
members of the Greater Manchester Hepatitis C Strategy Group, Greater
Manchester Directors of Public Health and gastroenterologists, drug services
and DAATs and the local prisons. This report should include modelling
estimates of the epidemic particularly around future projections of the
numbers of patients who may be eligible for specialist treatment and the
disease burden.

Development of a web-fronted hepatitis C database

The development of a web-based integrated hepatitis C database which
bridges community and hospital care would enable patients to move more
seamlessly through the care pathway. A similar system has been established
locally for patients in Salford to assist practitioners and commissioners in
effective chronic disease management of these patients. This system uses
specific software to extract data from GP and acute clinical systems of EMIS,
In Practice Systems and iSOFT.

A similar system for hepatitis C could be fairly simply developed based on the
chronic disease database. This should be explored further by the HPA in
collaboration with the acute trusts and PCTs as a longer term solution to
support patient care and data management across partner organisations
involved with hepatitis C care and provide better information for
commissioners around disease burden and treatment outcome. Any future
developments should link into national information technology projects such
as the electronic patient record (EPR).
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Actions to support implementation of the strategy

An implementation coordinator working across services and across Greater
Manchester could facilitate the effective development of services in
accordance with the recommendations outlined in this strategy.

In order to facilitate the implementation of the strategy the Greater
Manchester strategy Group shall continue to meet on a twice yearly basis to
oversee and monitor developments. This group shall report back to the
Greater Manchester Directors of Public Health and DAATSs on a yearly basis.

Targets around the implementation of the strategy should be set by
commissioners in collaboration with the strategy group to help in delivering
service change.

Summary of key recommendations
Prevention

* Review and strengthening of local prevention activities with increased
collaboration between services

* Drug users and prisoners to be the priority groups for future preventative
activities

* Increased public and professional awareness of hepatitis C

* Improved access to needle exchanges across Greater Manchester

* Training for individuals and organisations involved with drug users and
people with hepatitis C

Testing

* Testing facilities to be provided in a range of clinical and community
settings, such as GUM clinics, drug services and primary care

* Development of finger prick testing as second line sampling methodology
to blood collection in those with poor venous access

* Training for community drug workers in obtaining blood through external
jugular route

* Increase testing in primary care settings

* Dissemination of testing protocols and pathways across Greater
Manchester

Treatment

* Improved access to treatment through provision of treatment in primary,
secondary and tertiary settings

* Tertiary centres to focus on more complex cases (advanced liver disease,
co-infected patients)

* Local interested gastroenterologists to provide treatment for un-
complicated cases

e Qutreach consultant clinics to support treatment in community settings
(e.g. drug services, prisons)Specialist nurses to work across different
settings to support delivery of treatment services, working under
supervision of hospital consultant

Surveillance

e Continued surveillance through National HPA Hepatitis Denominator
StudyGMHPU to produce annual epidemiological reports on hepatitis C
infection across Greater Manchester
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* Future development of a web-based, integrated HCV database which
bridges community and hospital care to enable patients to move more
seamlessly through the care pathway

References

Department of Health. Hepatitis C Strategy for England. London: Department
of Health; 2002.

Department of Health “Guidance for Clinical Health Care Workers: Protection
against Infection with Blood-borne Viruses. Recommendations of the Expert
Advisory Group on Hepatitis”. London: Department of Health; 1998.

O'Connor PG, Molde S, Henry S, Shockcor WT, Schottenfeld RS. Human
immunodeficiency virus infection in intravenous drug users: a model for
primary care. Am J Med. 1992;93(4):382-6.

Sorensen JL, Mascovich A, Wall TL, DePhilippis D, Batki SL, Chesney M.
Medication adherence strategies for drug abusers with HIV/AIDS. AIDS Care.
1998;10(3):297-312.

Stein MD, Rich JD, Maksad J, Chen MH, Hu P, Sobota M, Clarke J.
Adherence to antiretroviral therapy among HIV-infected methadone patients:
effect of ongoing illicit drug use. Am J Drug Alcohol Abuse. 2000;26(2):195-
205.

Page 19 of 22



Appendix 1: Algorithm for the screening of samples for hepatitis C within the

laboratory

v

One test reactive,

one test not
reactive

RIBA

* Many non-virology laboratories now perform the initial screening assays. Reactive samples should be
transferred to a Specialist Virology Unit for confirmation using an independent enzyme immunoassay if a

Hepatitis C enzyme immunoassay

v
Test +ve

v
Second (independent) Hepatitis C
enzyme immunoassay*

v

Both Reactive

"antibody
detected"
RIBA selected on basis
of epidemiology &
clinical details and
T/C ratios
v
Authorisation
& comment
v
Report

Test -ve

v

Report as
"antibody not
detected"

v

Both Negative
"antibody not
detected"

second independent assay is not available in the screening laboratory.
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Appendix 2: Testing algorithm for patients progressing to treatment

Hepatitis C
quantitative
PCR'?**
A4
Hepatitis C
genotyping**
v v
Genotype 1 Not- Genotype 1
or4 or4
v

At 12 weeks - !

Hepatitis C Zagzeks
quantitative PCR Py

v

Hepatitis C
v quantitative PCR
>2 I_og drop in If -ve
viral load v
continue therapy
to 48 weeks 24 weeks
v

age C . 4

LG Hepatitis C

CELEIDIHER quantitative PCR

If -ve
v

24 weeks

Y
Hepatitis C
quantitative PCR

** Notes:-

L HIv positive or cirrhotic patients have a different protocol — please see below.
2 Assessment for treatment includes:

* Blood samples for:

- EDTA - HCV PCR and genotyping; full blood count; clotting, biochemical profile (liver
function, thyroid function, urate, a-feto protein in selected cases; alpha 1 anti-trypsin +
caeruloplasmin if <40); and ferritin.

- Clotted blood - serology (if not performed in primary care — HbsAg, Anti-HBc,
hepatitis A 19G, syphilis and HIV antibody); serology for autoimmune markers (anti-
nuclear antibody, smooth muscle antibody, anti-thyroid antibody)

e Liver biopsy and assessment for necroinflammation (grade) and fibrosis (stage)
*  Abdominal ultra-sound
* Assessment for portal hypertension and hepatocellular carcinoma in those with cirrhosis

** Where either or both HCV quantitative test results and HCV genotype results are available
from primary care centres the patient may proceed directly to treatment. Copies of reports
confirming HCV antibody, RNA and genotype status can be obtained from the local specialist
virology centre.
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Appendix 3: Testing algorithm for HIV positive patients and
cirrhosis progressing to treatment

Testing Pathway — HIV+ve patients and cirrhotic patients

Hepatitis C
quantitative
PCR**

A 4

All Genotypes

v
At 12 weeks -
Hepatitis C
quantitative PCR

v
>2 log drop in
viral load
continue therapy
to 48 weeks

v
48 weeks

therapy

v

Hepatitis C

quantitative PCR
If -ve

v

24 weeks
v

Hepatitis C
quantitative PCR
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