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1. BACKGROUND

Outcomes in a heterogeneous reabrld population of Hepatitis
C patients may not reflect those observed through highly
controlled clinical trials. Little is known about rdifeé response to
PEG + RBV + Séhiice there were no clinical trials in this group
and the FDA modeling estimated a 76% SVR. In addiMN, +
SOF/- RBV has only been studied in a small group of treatment
failures and none who had also failed ad¢tjimen. Thistudy
looks at responses in these groups of treatment failure patients.

Trio Health is a disease management company that works in

partnership with academic medical centers, community physicians

and specialty pharmacies to optimize care for Hepatitis C. Dataq

of treatment for patients receiving antiCV medication.

obtained through the Trio Health program were used for analyses

4. PATIENT DISPOSITION

6. SVR12 RATES IN ITT AND PP

Numerator = SVR Achieved:; Denominator = Intent to Tr

/. PREDICTORS OF RESPONSE

Al SVR12 and 95% CI, ITT v PP, by Regimen. Red filled values indicate.p <= 0

2. AIMS

To determinereatlife SVR irtreatment-experienced (TE)

5. BASELINE CHARACTERISTICS

Genotype 1 HCWatients

Patients on a 12 week regimen, n = 332

Patient Demographics and Clinical Characteristics at Baseline

To evaluate efficacy and safety of 12 week regimens containing
simeprevir or sofosbuvir in treatmet@xperiencedsenotype 1

HC\patients

3. METHODS

Datawere collected from Rsecordsthroughthe Trio Platformn
partnershipwith AcariaHealthAllCare Plus Pharmacy, Aureus
Health Services DBA Special Design Healthcare andspbeialty
pharmacies. From a starting population of 407 treatment
experienced GT1 patients, analysesre limited to332 patients
who initiated a 12 week regimen between Dec 2013 and Mar
2014 (to allow capture of outcomes before presentation). The
majority of patients were treated in academic practices, thougt
the overall practice majority was communibased.
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SVR12 were calculated using IntémfTreat(ITT, boxed in Patient
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Regimen no. (%) PE%Z)EBV RBvsgiMV RBV + SOF SMV + SOF Grand Total*
147 (44%) | 39 (12%) 9 (3%) 127 (38%) | 332 (100%)
Age- mean (range) 57 (2473) 61 (2572) 57 (4365) 60 (4280) 58 (2480)
Male - no. (%) 94 (64%) 26 (67%) 7 (78%) 75 (59%) | 209 (63%)
Ethnicity- no. (%)
AFRICAN AMERICAN 25 (17%) 6 (15%) 1(11%) 21 (17%) 54 (16%)
ASIAN 4 (3%) 1 (3%) (0%) 7 (6%) 12 (4%)
CAUCASIAN 94 (64%) 25 (64%) 6 (67%) 82 (65%) | 214 (64%)
LATIN / HISPANIC 14 (10%) 3 (8%) 2 (22%) 8 (6%) 28 (8%)
OTHER 10 (7%) 4 (10%) (0%) 9 (7%) 24 (7%)
Baseline- mean (range)
AST (n=300) 72 (17444) | 100 (31561)| 45 (1865) | 78 (19349) | 77 (13561)
ALT (n=300) 80 (14615) | 105 (33531)| 53 (11115) | 82 (14476) | 83 (11615)
Hb (n=297) 14.3 (5.517.8) 14.2 (1617) | 13.3 (816) | 14 (5.317.6) |14.1 (5.317.8)

Platelets (n=296)

Genotype- no. (%)
1
la
1b

Initial Viral Load- no. (%)
<800K IU/ml
800K<2MM IU/ml
2MM<6MM 1U/ml
6MM+ IU/ml
Unknown

Fibrosis 3/4- no. (%)
F3
F4

Prior Responseno. (%)
Discontinued
Null Responder
Partial Responder
Responder Relapse
Unknown

Prior Regimen no. (%)
PEG + RBV
PEG + RBV + PI
Other/Unknown

172 (39398)

16 (11%)
92 (63%)
39 (27%)

47 (32%)
30 (20%)
32 (22%)
37 (25%)
1 (1%)

20 (14%)
41 (28%)

3 (2%)
51 (35%)
7 (5%)
84 (57%)
2 (1%)

2 (20%)
1 (10%)
7 (70%)

143 (40380)

4 (10%)
25 (64%)
10 (26%)

13 (33%)

11 (28%)

11 (28%)
3 (8%)
1 (3%)

3 (8%)
24 (62%)

(0%)
18 (46%)
(0%)
18 (46%)
3 (8%)

2 (22%)
(0%)
7 (78%)

156 (72213)

2 (22%)
5 (56%)
2 (22%)

3 (33%)
2 (22%)
2 (22%)
2 (22%)
(0%)

1 (11%)
2 (22%)

1 (11%)
5 (56%)
(0%)
3 (33%)
(0%)

20 (51%)
13 (33%)
6 (15%)

155 (35332)

14 (11%)
77 (61%)
36 (28%)

45 (35%)
23 (18%)
29 (23%)
27 (21%)
3 (2%)

16 (13%)
59 (46%)

2 (2%)
45 (35%)
8 (6%)
71 (56%)
1 (1%)

39 (27%)
44 (30%)
64 (44%)

160 (35398)

38 (11%)
205 (62%)
89 (27%)

111 (33%)

67 (20%)

79 (24%)

70 (21%)
5 (2%)

41 (12%)
129 (39%)

7 (2%)
125 (38%)
15 (5%)
179 (54%)
6 (2%)

124 (37%)
79 (24%)
129 (39%)

were calculated using Pearsonin IBM SPSS 22.

*10 patients on norstandard therapies are included in total counts but not detailed in above table.
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9. SUMMARY

Of the 332 treatmentexperienced (TE) genotype 1 (GT1) patients on 12 wk
regimens, 19 (6%) discontinued, 6 (2%) were lost to follow up, and 307 (92%)
completed therapy. 98% receivedfosbuvircontaining regimens; 50% received
both sofosbuvirand simeprevir

Reallife SVRs of TE GT1 patients were 76% and 83% for the Intent to Treat (I
and Per Protocol (PP) populations, respectively. By regimen, SVRs were 72Y%
and 78% (PP) for PEG + RBV + SOF and 81% (ITT) and 87% (PP) for SMV +
RBV.

\4

Subgroup evaluation of the TE population indicated the highest SVRs observe
GT1 norcirrhotic disease; PEG + RBSGF a84% (PP) and SMV + SOFRBV at
94% (PP).

SVRs by variable revealed a significant association to response for gender in
ITT populatiorfor PEG + RBV + S@ify, and for gender and cirrhotic status in th:
PP populatiorfor both PEG + RBVSOF and SMV + SOFRBV.
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