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• To quantify a Health System Specialty Pharmacy (HSSP) impact on HCV treatment 
rates and clinical outcomes

• To engage stakeholders across a large enterprise to engage in patient navigation to 
reduce barriers to treatment for HCV

• To increase acceptance of pharmacist recommendations by providers

Breaking Barriers: Patient Navigation in Specialty Pharmacy for 
Chronic Hepatitis C Treatment Access

Erika Harrington  |  Cleveland Clinic Specialty Pharmacy

Background Outcomes

Hepatitis C (HCV) is blood borne and infections occur through exposure to blood or 

blood products. Hepatitis C is an inflammation of the liver caused by the hepatitis C 

virus. The virus can cause both acute and chronic hepatitis, ranging from severity 

from a mild illness to a serious, lifelong illness including liver cirrhosis, cancer and 

death. 1 Most hepatitis C infections occur through exposure to blood from unsafe 

injection practices, unsafe healthcare, unscreened blood transfusions, injection drug 

use, and high-risk sexual practices that lead to exposure to blood. 2

Globally, an estimated 50 million people have chronic HCV, with about 1 million new 

infections occurring per year. Ohio has 10,975 confirmed and probably new cases of 

hepatitis C in 2022 (most recent data available) with an estimated 89,000 people 

living with chronic HCV.3 This number is likely underreported due to lack of awareness 

to screen.

Direct-acting medications (DAAs) can cure more than 95% of persons with HCV 

viremia, but access to diagnosis and treatment is low.4 Despite the availability of 

highly effective treatments, access to these therapies remains a significant barrier for 

many patients. Patient navigation programs have emerged as a promising approach 

to improving access to specialty pharmacy services for chronic HCV treatment.

Patient navigation is a process that involves guiding patients through the 

healthcare system, providing education and support, and addressing barriers to care. 

In the context of specialty pharmacy for chronic HCV treatment, patient navigators 

can help patients access and adhere to treatment, coordinate care with healthcare 

providers, and navigate insurance and financial assistance programs. This QI/QA 

project was used to identify and remove system barriers, patient specific barriers 

simultaneously with the creation of a collaborative practice agreement (CPA) and 
Pharmacy HCV Ambulatory Clinic to reduce time to wait for HCV treatment.

Stakeholders

• OB/GYN ensured HCV screening is completed with each pregnancy. A workflow 

has been developed to triage patient into care once the pregnancy is concluded

• Providers who prescribe MAT were educated to screen and rescreen high risk 

patients for HCV. A workflow is in place to triage patient for HCV treatment if 

viremic.

• Many risk factors for HIV overlap those for HCV. HIV providers can refer HCV+ 

patients for appropriate HCV treatment.

• Patients who are taken to the emergency room for overdose are screened for 

HCV on admission and the Antibiotic Governance Committee call back service 

notifies patients who test HCV+ and refers the patient to treatment providers.

• Infectious Disease specialists who see patients with infectious endocarditis 

associated with injection drug use refer HCV+ patients.

• Primary care providers are encouraged to screen each patient for HCV and if 

positive, refer the patient to the Pharmacy HCV Ambulatory 

Clinic.                         

Patient Barriers

Service Description

Specialty Pharmacists receive a daily report of all new HCV viral loads across the 

enterprise regardless of where the order was placed. Pharmacists perform manual 

chart review to identify if the patient is eligible for treatment. Pharmacists document 

within the patient chart the positive lab test and when possible, inform the ordering 

provider and primary care provider of the unexpected result. All patients with HCV 

viremia are added to an HCV registry (Compass Rose) which provides a method to 

track patient identifiers and a reminder system for follow up.

Patients who will not be pursued for treatment are those living outside of the licensed 

state of practice, those who did not see any provider at this health system within the 

past two years, and those who had no demographic or contact information in their 

electronic chart. All other patients are eligible for treatment by an appropriate 

provider.

Guidance on triaging patients to appropriate care, as well as creating treating plans 

and follow up for patients who need HCV treatment is readily available online at 

HCVguidelines.org. 4,5 These guidelines are updated regularly by the American 

Association for the Study of Liver Diseases (AASLD) and the Infectious Disease 

Society of America (IDSA) and provide easy to use recommendations on whether a 

patient qualifies for "simplified treatment" and who is NOT eligible. This program used 

the same list of patient characteristics to determine if patient could be treated by a 

primary care provider or a specialty pharmacist working under a collaborative practice 

agreement (CPA), or if the patient should be triaged to a specialist.

• Prior Hepatitis C treatment with a direct-acting agent

• Hepatitis B core antibody (HBcAb) positive

• HIV

• Known or suspected hepatocellular carcinoma

• Prior organ transplant

• Cirrhosis: one or more of the following:

• Radiographic evidence of cirrhosis

• AST to Platelet Ratio Index (APRI) >=2.0

• Fibrosis-4 (FIB-4) >= 3.25

Patients who are found to be HCV+ and currently pregnant were added to the HCV 

registry for follow up upon the expected end of the pregnancy.

Discussion

This is a prospective study and many patient specific factors will be collected as 

outcome measures. The overarching goal is to double the number of treated 

patients each quarter while maintaining completion and cure rates The study period is 

July 1, 2024 to June 30, 2025. 

Confounding factors to implementation

• Original go-live was delayed due to staff training and requirement for specialized 

training before the CPA could be utilized. This led to a backlog of HCV positive 

patients needing chart review and triage to care. 

• Pharmacy experienced unexpected reluctance with some providers to create the 

referral to the HCV Ambulatory Clinic. This could be described as a lack of patient 

ownership.

Unexpected use of the Pharmacy HCV Ambulatory Clinic

• Specialists such as Gastroenterology, Hepatology, Infectious Disease, and 

Transplant surgeons have all made referrals to the clinic demonstrating that 

pharmacists can collaborate as treatment providers in a variety of simplified and 

complex patient variables.
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Comorbid conditions (e.g. substance use, 
psychiatric disorders, uncontrolled medical 
conditions

• Educate and Counsel

• Refer for services (MOUD or syringe service programs)

• Co-localize services

• Pregnancy – revisit HCV treatment after delivery

Competing priorities and loss to follow up

• Engage case managers and patient navigators

• Utilize population health tool to track and retain patients

• Proactive appointment scheduling and reminders

• Expand secure messaging with patient to engage patient, 
send reminders, and share lab results

Treatment adherence and adverse effects

• Provide counseling and education from a specialty 
pharmacist

• Consider directly observed therapy

• Utilize incentives and transportation assistance when able

Lack of access to treatment (financial barrier, 
lack of insurance, geographic distance, lack of 
specialist availability)

• Patient navigators in Specialty Pharmacy can educate on 
availability to health insurance, and liaise with 
pharmaceutical patient assistance programs and copay 
assistance programs

• Participate in models of care involving close collaboration 
between primary care clinicians and specialists

• Utilize telemedicine visits with healthcare providers

Lack of practitioner expertise

• Improve awareness of updated screening recommendations

• Provide accessible learning 

• Promote treatment on a primary care level

• Collaborate with specialists using eConsult (Infectious 
Disease and Hepatology)

OB/GYN Women's Health Institute

Medication Assisted Treatment (MAT) 
Providers

Human Immunodeficiency Virus (HIV) 
providers

Emergency Room Providers

Infectious Disease (ID) Specialists

Primary Care

Objectives

System Barriers

Specialty Pharmacists and other stakeholders serve as patient navigators to 

coordinate removal of patient barriers whenever possible.

Lack of practitioner expertise on a primary care level was addressed in two ways: 

with the creation of Pharmacy HCV Ambulatory Clinic and by offering learning and 

mentorship through a four-hour continuing education program. The on-demand 

learning is called Ohio Hepatitis Education Program (OH-HEP) and will be 

available to any interested learner across Ohio (not limited by area of practice or 

association with this health system hospital). Continuing education credits will be 

offered to physician, advanced practice nurses, nurses and 
pharmacists. http://www.ccfcme.org/OH-HEP

Q1 62

Q2 75

Q3 54

Q4 66

Number of 
HCV treated 
patients in 

2023 Q2 2024 
150

Q3 2024 
108

Q4 2024 
132

Q1 2025 
124

Goal number 
of HCV 

patients 
treated in 

2024/2025

Q1 100%

Q2 96%

Q3 95%

Q4 98%

Cure rates 
2023

Q1 87%

Q2 87%

Q3 83%

Q4 89%

Completion 
Rates

Use population health tools to 
create prompts for providers 

of universal HCV screening for 
all patients – once per lifetime 

and ONGOING if high risk 
behaviors

Best Practice Alert(BPA) 
populates within the 

chart

To clear the alert, the 
provider must complete 
the testing AND either 

choose to treat the 
patient or refer the 

patient

Ensure laboratory 
automatically reflexes the 

HCV antibody test to HCV rna 
quantitative test to confirm 

viremia

Retesting no longer 
needed for antibody + 

patients

System will remind 
providers to rescreen 

with HCV rna test only (if 
antibody test is positive)

Consider "opt out" universal 
testing for HCV

Increases screening rates
Reduces stigma since 

EVERY patient gets 
tested

Use telemedicine when able 

Reduces NO SHOW rates 
for in-person 

appointments by 
eliminating 

transportation issues

Increase patient 
engagement

Awareness of the importance 
to treat HCV once a patient is 

found to be viremic

"Old school" thinking 
that if the viral load was 

low, the infection was 
"dormant"

Refocusing on the 
urgency to treat HCV 
since insurances have 
(mostly) changed their 

approval criteria

https://odh.ohio.gov/know-our-programs/viral-hepatitis/data-statistics/hcv-5yr-report
http://www.aasld.org/practice-guidelines
http://www.hcvguidelines.org/
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