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INTRODUCTION
BACKGROUND AND STUDY OBJECTIVES

Malaysia I1s an upper middle-income country with a population of more than 32 million
people and an estimated HCV seroprevalence In the general population between 0.3%
and 2.5%. People who inject drugs represents 0.24% (75 000) of the adult population
but are disproportionately affected by HCV (prevalence of 67.5% - 89.9%)
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BACKGROUND AND STUDY OBJECTIVES

Malaysia I1s an upper middle-income country with a population of more than 32 million
people and an estimated HCV seroprevalence In the general population between 0.3%
and 2.5%. People who inject drugs represents 0.24% (75 000) of the adult population
but are disproportionately affected by HCV (prevalence of 67.5% - 89.9%)

Major challenges have been under-screening, under-diagnosis and under-treatment;
until 2017, 1t Is estimated that just 6.1% of people infected with HCV were diaghosed.

FIND, In partnership with the Malaysian Ministry of Health (MoH) and the Drugs for
Neglected Diseases Initiative (DNDI), developed a pilot project to catalyse the scale-up
of a partially decentralised and simplified HCV testing algorithm.
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INTRODUCTION
GEOGRAPHICAL DISTRIBUTION OF STUDY SITES IN MALAYSIA
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METHODS
HCV CARE PATHWAY AT PHCS AND HOSPITALS IN THREE REGIONS IN MALAYSIA

Settin JsS 25 primary healthcare clinics in 3 regions

Participants gave informed consent

HCV antibody rapid diagnostic test

Screening
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METHODS
HCV CARE PATHWAY AT PHCS AND HOSPITALS IN THREE REGIONS IN MALAYSIA

Settl n gs 25 primary healthcare clinics in 3 regions 5 selected hospitals

Participants gave informed consent

HCV antibody rapid diagnostic test

Screening ‘

!

Patient referral to 5 selected hospitals, Sample transport to central
sampling for HCV viral load laboratory, the Institute for

‘ Venous sample for HCV viral load l Medical Research

HCV viral load completed at the Institute for Medical
HCV RNA positive Research

I
______________________________________________________________ Y_l

Viral load

Email result from laboratory to hospital :
Next visit: result from hospital to patient :

____________________________________________________________________________________________________________________________________
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Settl n gs 25 primary healthcare clinics in 3 regions 5 selected hospitals

Participants gave informed consent

HCV antibody rapid diagnostic test

Screening ‘

!

Patient referral to 5 selected hospitals, Sample transport to central
sampling for HCV viral load laboratory, the Institute for
‘ Venous sample for HCV viral load l Medical Research
Vi ra I I o a d HCV viral load completed at the Institute for Medical
HCV RNA positive Research

é‘ ''''''''''''''''''''''''''''''''''''''''''''' ‘l

: Email result from laboratory to hospital :

:L Next visit: result from hospital to patient :

- | -
I
Initial assessment visit, pre-treatment |
assessment bloodsand FibroScan
Treatment initiation visit
(doctor consultation)
Pre-treatment ! !
Non-cirrhotic Cirrhotic
assessmen t din d (FibroScan <12.5 kPA with M probe or <10 kPA with XL probe) (FibroScan >12.5 kPA with M probe or >10 kPA with XL probe)
| N | | v v
t e at men t INI t I at on Compensated Decompensated
i \ N
Sofosbuvir/Daclatasvir 12 weeks Sofosbuvir/Daclatasvir 24 weeks for genotype 3 (ribavirin is optional); o= Stabilize before treatment initiation

Sofosbuvir/Daclatasvir 12 weeks for the other genotypes (ribavirin is optional)
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HCV CARE PATHWAY AT PHCS AND HOSPITALS IN THREE REGIONS IN MALAYSIA

Settings

Participants gave informed consent

HCV antibody rapid diagnostic test

Screening

«

!

Patient referral to 5 selected hospitals,
sampling for HCV viral load

25 primary healthcare clinics in 3 regions

5 selected hospitals

Sample transport to central
laboratory, the Institute for
Medical Research

Viral load

Pre-treatment
assessment and

treatment initiation

) 4

Venous sample for HCV viral load ~L

HCV viral load completed at the Institute for Medical
Research

HCV RNA positive

: Email result from laboratory to hospital :
: Next visit: result from hospital to patient :
L. _d

Initial assessment visit, pre-treatment
assessment bloods and FibroScan

Treatment initiation visit

) 4
Non-cirrhotic

(FibroScan <12.5 kPA with M probe or <10 kPA with XL probe)

Sofosbuvir/Daclatasvir 12 weeks

(doctor consultation)

v
Cirrhotic
(FibroScan >12.5 kPA with M probe or >10 kPA with XL probe)

v v
Compensated Decompensated
\ v
Sofosbuvir/Daclatasvir 24 weeks for genotype 3 (ribavirin is optional); S Stabilize before treatment initiation

Sofosbuvir/Daclatasvir 12 weeks for the other genotypes (ribavirin is optional)

Sustained virological response
(done in 12 to 24 week window
after end of treatment)

| Sample referral for HCV viral load at a designated
Venous sample for SVR > Ministry of Health hospital or central laboratory
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RESULTS
PATIENT CHARACTERISTICS AND ASSOCIATION WITH HCV RDT RESULTS

Multiple logistic regression
(RDT+ versus RDT-)

Adjusted
p-value

Total screened Positive RDT Negative RDT

# Total # Positive # Negative

0
(% Total) (% Positive) (% Negative) OR (95%)

Risk factors (arranged in order of decreasing HCV RDT positivity)
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RESULTS
PATIENT CHARACTERISTICS AND ASSOCIATION WITH HCV RDT RESULTS

Multiple logistic regression
(RDT+ versus RDT-)

Adjusted
p-value

Total screened Positive RDT Negative RDT

# Total # Positive # Negative

0
(% Total) (% Positive) (% Negative) OR (95%)

Risk factors (arranged in order of decreasing HCV RDT positivity)

People who inject drugs (PWID) 2004 (13.0) 1483 (74.0) 521 (26.0) 28.3 (24.3 - 33.0)
Chronic liver disease and/or hepatitis 711 (4.6) 347 (48.8 364 (51.2) 4.7 - 7.7

Previously in jail/prison 1903 (12.4) 894 (47.0 1009 (53.0) 2.0-2.8

Tattooing . 203 (32.1 2957 (67.9) 1.3-2.3
HIV infection . 290 (30.5 662 (69.5) 3(1.8-2.9
Long-term haemodialysis . 16 (24.2) 50 (75.8) 5.2 (2.7 - 10.0)

Recipients of blood/blood products/clotting factor concentrates/organ 61 (22.9 206 (7.1 49(3.3-7.4
transplant before 1994

170 (83.3 3.1 (1.8 -5.5)
(

(48.9) 6.0 ( )
(47.0) 2.4 )
Intranasal illicit drug use 2253 (14.7) 767 (34.0) 1486 (66.0) 2.0 (1.8 - 2.3)
(32.1) 1.7 ( )
(30.9) 2.3 ( )

) )
Needle stick injury or mucosal exposure to HCV-infected blood . 34 (16.7) )
Sex worker . 21 (15.3) 116 (84.7) 1.1 (0.6 - 2.1)
Partner who is HCV-infected . 27 (14.3) 162 (85.7) 3.8 (2.3-6.2)
Children born to HCV-infected women . 4 (12.9) 28 (87.9) 3.1(0.9-11.0)

History of WERIE medical procedures (€.g. surgery, biopsy, endoscopy, solid 200 (7.1) 2598 (92.9) 0.6 (0.5 - 0.8)
organ donation)

Body piercing . 182 (5.6) 3054 (94.4) 0.8 (0.6 - 1.0)
Transgender . 11 (5.5) 190 (94.5) 0.4 (0.2 - 0.8)
Men who have sex with men (MSM) . 35 (4.6) 725 (95.4) 0.5(0.3 - 0.7)
Others/Undisclosed . 172 (2.9) 5693 (97.1) 0.1 (0.1 - 0.14)
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RESULTS
PATIENT CHARACTERISTICS AND ASSOCIATION WITH HCV RDT RESULTS

Multiple logistic regression
(RDT+ versus RDT-)

# Total # Positive # Negative OR (95%) Adjusted
(% Total) (% Positive) (% Negative) p-value

Total screened Positive RDT Negative RDT

Risk factors (arranged in order of decreasing HCV RDT positivity)
People who inject drugs (PWID) 2004 (13.0) 1483 (74.0) 521 (26.0) 28.3 (24.3 - 33.0)

Chronic liver disease and/or hepatitis 711 (4.6) 347 (48.8) 364 (51.2) 6.0 (4.7 - 7.7)

Long-term haemodialysis 66 (0.4) 16 (24.2) 50 (75.8) 5.2 (2.7 -10.0)

Recipients of blood/blood products/clotting factor concentrates/organ 267 (1.7) 61 (22.9) 206 (77.1) 49(3.3-7.4
transplant before 1994
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RESULTS
PATIENT CHARACTERISTICS AND ASSOCIATION WITH HCV RDT RESULTS

Multiple logistic regression
(RDT+ versus RDT-)

Adjusted
p-value

Total screened Positive RDT Negative RDT

# Total # Positive # Negative

0
(% Total) (% Positive) (% Negative) OR (95%)

Risk factors (arranged in order of decreasing HCV RDT positivity)

People who inject drugs (PWID) 2004 (13.0) 1483 (74.0) 521 (26.0)  28.3(24.3-33.0) < 0.001

% HCV RDT positive In PWID vs non-PWID 4.2%; p < 0.001
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RESULTS
HCV CARE CASCADE COMPARING PWID VS NON-PWID

2000
1500
m QOverall mPWID Non-PWID
72.6%
1000 82.5%
78.7%
500 Q 65.7%
LO - 82.1%
- 3 ~ 68.0%
™ o
™ - 58.5% 96.6%
0 = S > & 3 & 2

RDT+ RNA test done RNA+ Completed pre- Started Tx Completed Tx Eligible for SVR SVR tested SVR achieved
Tx tests and
referred for Tx
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RESULTS
HCV CARE CASCADE COMPARING PWID VS NON-PWID

2000
PWID 82.5% vs non-PWID 87.1%; p = 0.04
1500
m Overall mPWID Non-PWID
72.6%
1000
78.7%
500 Q 65.7%
LO 382.1%
o0
. ~ 68.0%
& - ; 58.5% 96.6%
- i 2 : :
O (@) LO

RDT+ RNA test done RNA+ Completed pre- Started Tx Completed Tx Eligible for SVR SVR tested SVR achieved
Tx tests and
referred for Tx
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190 PWID, 132 non-PWID
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PWID VS NON-PWID AT DIFFERENT TREATMENT SITES

/

Treatment initiation site: PHC
500 PWID, 169 non-PWID

/\

PWID non-PWID

110/169 (65.1%)
Initiated treatment

|

103/110 (93.6%)
completed treatment

|

70/103 (68.0%)
were eligible for SVR testing

|

48/70 (68.6%)
had a SVR cure assessment

47/48 (97.9%)
achieved SVR

Treatment Initiation site: Hospital
190 PWID, 132 non-PWID
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110/169 (65.1%) 69/132 (52.2%)

Initiated treatment

|

43/69 (62.3%)
completed treatment

29/43 (67.4%)
were eligible for SVR testing

|

13/29 (44.8%)
had a SVR cure assessment

12/13 (92.3%)
achieved SVR
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I CONCLUSIONS

Demonstrated good rate of case-finding for high-risk
populations including people who Inject drugs

Comparable outcomes between PWID and non-PWID along the
HCV care cascade and at different treatment sites

- RNA+ of PWID < RNA+ of non-PWID
- SVR of PWID =~ SVR of non-PWID
- Better retention of PWID at PHC vs hospital

The optimised model of fully decentralised HCV care Is now
being adopted by MoH as part of a nationwide scale-up of HCV
service provision
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