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Re: G55-105-337-0124 - A Phase 2, Muiticenter, Opan-Label Study to Investigate the Safety
and Efficacy of Sofosbuvir/Ledipasvir Fixed-Dose Cornbination + Ribavirin Administered In
Subjects Infected with Chronic HOV who heve Advanced Liver Diseasa or are Post-Liver
Transplant

1 am writing to inform you that your patient Ms Western was enrolied in a clinical study
which | am currently running in my clinic. The study is a Phase 2, open-label study which will
investigate the safety and efficacy of Sofosbuvir/Ledipasvir Fixed-Dose Combination
[SOR/LDY FDC) lexperimental drug) with Ribavirin {RBV] as a possible treatment for patients
with chronic ganotype 1 or 4 HOV infectiun who have Advanced Liver Disease or are Post-
Liver Transpiant.

Gllead Sciences inc. is funding the study, and this study is being conducted in Austrelia,

Canads, New Zealand, and various European countries,
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this is a Phiase 2 study designed to explore the efficacy and safety of the SOFALDY FOC tablat
with-REV iny 8 population of subjects whe hove sdvanced hepatic disease. Subjents with
advanced disease are often excluded from clivicsl trisls, However, it (s also recognised that
whzn new therapies becoms availahle, the theraplas ave going to be used guickdy i thase
difficult-to-treat subjects. Tharefore, it is apmopriate to explore the efficacy and safety of
this pew regimer in a formal clintcal study, o that the data Can provids guidance to
physicians.

Subjects are randomised ih 2 11 ratlo 20 recelve sifther 12 or 24 weeks of dasing with
SCF/LDY FDC [given ence daily) + REBY {ghver a5 a divided dose twice dally)..

The following medications are prohibited during the screening period and for a minimum of
28 days prior to the Day 1 visit through the end of treatmant:

s Chronic use of systemic immunosuppressants Including, but not limited te,
corticosteroids {predaisone squivalent of > 10 mg/day for > 2 weeks), azathioprine,
or monccional antibodies (eg, Infliximab), tn Cohort B, costicosteroiis at higher
doses may be used far short periods as dinicaily necessary to treat episodes of acute
rejection,

s |nvestigational agents or devices for any indication

¢ Drugs disallowed per presoribing informetion of RRY

«  Concomitant use of certain medications or herbal/natural supplements {inhibitors or
inducers of drug transparters iz, Pgpd wirh study drugls) may result in PK
interactions resulling in increases of decreases in exposure of study drugls).
Ixamples of representative medications witich are prohibited from 28 days prior o
Day 1 through the end of treatment sre lsted below:

o ] Drug Class Agents Disallowed Use with Caution {prescribe only
) S : when medically relevant)
' Acid Reducing Praton- Pump {nhibltors H2-Heceptor Antagonists
| Agents | Antacids
| Antiarrhythmics Quinidine
| Anticonvulsants Phenocbarbital, Phenytoin,
Carbarmazepine, Oxcarbazepine
Antimycobacterials Rifabutin, Rifapentine, Rifampin

Cardiac Medications Valsartan, Clmesartan,
Telmisartan, Ranolazing,

Bosentan, Digoxin

Herbal/Natural St. Johit's Wort, Echinaccea, Mitk
Supplements | thistle {i.e., silymarin), Chinese
herb sho-saike-to {or Xiao-Shal-
Hu-Tang)
HMG-CoA Reductase | Rosuvastatin Atorvastatin (< 10 mg per day),
inhihitors imvastatin, Pravastatin,
pitavastatin, Fluvastatin,
Lovastatin
Other Madafini
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4f you know of any reasons why this patient should not participate in this triai or have
information that you think may be relevant to the patient’s participation in the trial, please
contact Gin Lee on ¢

During the trial any adverse reactions will need to be recorded so please let us know if the
_patient experiences any of these during the study.

This trial has been approved by an Ethics Commitize and the Regulatory Authority {MHRA),
It is conducted in compiiance with Good Clinical Practice, the Declaration of Helsinki and UK
Legislation.

| enclose & copy of the patient information sheet for your information.

Yours sincerely

Electronically checked to avoid delay
GRO-C

Dr Kosh Agarwal BMed Sei (FHons) MD ¥ROP (Ed)
Consultant Hepatologist
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