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HCV trends in the era of  direct-acting antivirals (DAA’s)

HCV treatment initiation with 
DAA’s is not increasing

CDC Viral Hepatitis Surveillance Report, 2021

Acute HCV cases are increasing 
locally and nationally
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Hepatitis C Virus (HCV) disparities in San Francisco (SF)
Approximately 11,500 people are living with active, untreated HCV in SF

Facente, SN et al. PLoS One 2022
San Francisco Viral Hepatitis Surveillance Report, 2024

 PWID are 3% of SF population 
but 90% of new HCV infections

 Black and African Americans 
are 5% of SF population but 25% 
of reported HCV cases
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Barriers to initiating HCV treatment

Yela, A et al. Harm Reduction Journal. 2024;
 Millman, AJ et al. Topics in Antiviral Medicine, 2017

Socio-Individual Factors Clinical Factors System Factors

o Stigmatization

o Mistrust of medical establishment

o Psychiatric comorbidities

o Lack of transportation and 
telephone access

o Competing priorities

o Social exclusion and 
marginalization

o Incomplete confirmatory testing 
(HCV RNA)

o Lack of provider knowledge and 
comfort with HCV treatment

o Co-occurring HBV, HIV, or 
decompensated cirrhosis 
precluding simplified treatment

o Incomplete linkage to treatment

o Complicated health system
o Little comprehensive care
o Insurance requirements
o High drug costs and copays
o Prior authorizations
o Subspecialty prescriber 

requirements
o Fibrosis and genotype testing 

requirements
o Sobriety requirements

A test-and-treat model delivered 
in a neighborhood setting could overcome 

most of these barriers. 
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The No One Waits (NOW) Study
 Objective: To determine the feasibility, acceptability, and 

safety of HCV treatment at the point of HCV infection 
diagnosis disclosure in a non-clinical neighborhood 
setting.

 Participants: Street-outreach recruitment targeted 
people experiencing homelessness and injecting drugs 
who were eligible for simplified HCV treatment.

 Design: Single-arm trial between July 2020 and October 
2022.

 Test and Treat Intervention: diagnostic testing, staff-
facilitated telemedicine, 2-week medication starter pack, 
community setting Site: Downtown location close to 

public transit and social service 
organizations; Non-clinical 

neighborhood spaceCTN: NCT03987503 
Gilead Sciences (ISR-US-18-10603) Morris

Kim R. et al. Healthcare, 2024; Morris, MD., et al. JAMA Network Open. 2023.
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NOW Pharmacy team workflow
1. Intake 2. Prescription 3. Benefits 

Investigation
4. Prior 

Authorization
5. Insurance 

Approval
6. Medication 

Delivery
Baseline 
participant 
information 
is gathered: 

• Identification 
card

•Health 
insurance

•Bloodwork
•Income and 
household size

SOF/VEL is 
prescribed by 
clinician: 

Pharmacist is 
notified by secure 
message

Participant given 
2-week starter 
pack of donated 
SOF/VEL

Insurance is 
verification 
and 
enrollment by 
pharm tech: 

Pharm tech and 
research team 
communicate to 
troubleshoot 
hurdles 

Prior 
authorization is 
submitted:

Pharm tech compiles 
required information

Pharm tech submits 
PA request

Pharm tech and 
research team 
respond to appeals

Insurance 
approves 
authorization 
request: 

PT/RT enrolls 
participant in copay 
assistance

If copay assistance 
not successful, 
study pays copay

Pharmacy team 
coordinates 
SOF/VEL 
delivery:

Research team and 
pharm tech 
coordinate pickup 
from specialty 
pharmacy

Research team picks 
up SOF/VEL and 
dispenses to patient

30 min 10 min 5 min – 7 days 30 min 24 -72 hrs 15 min -1 hr
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NOW Participant Demographics
From July, 2020 to October, 2021, 87 participants were diagnosed with active 
HCV and initiated treatment on the same day. 

• 29% women
• 25% Black and African American
• 80% ongoing injection drug use
• 97% income below the federal 

poverty line
Living situation:

• 61% of participants were unsheltered
• 43% were currently living outdoors or in 

a vehicle

• 17% were in single-room 
occupancies (SROs) or hotels.

Morris, MD., et al. JAMA Network Open. 2023.
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Primary endpoint results

  Feasibility: 84% PP-group (95% CI:73%, 92%) treatment 
response (cure) (ITT: 67%  (95% CI: 56%, 76%)
- SVR12 and tx completion lower among unsheltered

 Acceptability: 87 (98% (95% CI: 96%, 99.5%) started Tx at 
diagnosis

 Safety: None experienced an adverse event, late exclusion, or 
died
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Results
Time to obtaining insurance coverage of DAA’s

 70.1% (65) transitioned to 
insurance-covered DAA’s 
within two weeks

 89.7% (78) transitioned 
prior to completing 
treatment



The role of the pharmacy team in rapid HCV treatment initiation: lessons from the No One Waits (NOW) study11

Results
Barriers to obtaining insurance-covered DAA’s

 Managed Medi-Cal plans 
required DAA’s to be dispensed 
by specialty pharmacies

 Prior authorization requirements 
 Insurance coverage
 Delivery of medication required 

patient’s consent in writing or by 
phone
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Results
DAA copays and copay assistance

 Medi-Cal and managed Medi-Cal 
patients had no copay

 All with Medicare (n = 8, 9%) had 
copays (~$4)

 All qualified for copay assistance 
from foundation grants

• Program-specific eligibility
• Proof of income
• Household size

Copay Assistance Program 
requirements
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Insurance barriers to DAA access are easing in 
California, USA

Prior authorizations required 
by managed Medi-Cal

DAA’s must be dispensed 
by specialty pharmacies

DAA’s required to be 
prescribed by subspecialists

DAA’s can now be dispensed through 
local community pharmacies

DAA’s no longer need to be prescribed by 
gastroenterologists or hepatologists

Prescription drugs covered by
Medi-Cal and do not require a PA

Barrier Current state in California
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Significant insurance barriers to DAA access remain 
nationally

Insurance requirements for DAA
coverage are not standardized

Specialty pharmacies create barriers for 
patients without housing or a phone 

Any copay prevents HCV 
people from accessing DAAs 

Multi-disciplinary collaboration 
with an integrated pharmacy team 
can bridge delivery barriers 

Copay assistance programs can eliminate 
co-pays for low-income HCV patients

Free medication programs effectively
prevent delays in treatment initiation

Barrier Lesson from NOW study
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Direct pharmacy partnerships played a critical 
role in overcoming insurance, prescription, 
and medication dispensation barriers that 

remained within the test-and-treat NOW 
model.



16

Thank you!

Meghan.Morris@ucsf.edu

YOUR NAME HERE

Visit Posters 212 and 213
for more NOW Study results
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