Study Description
Randomized, multicenter, doubleblind,
Phase Il trial of a hepatitis B vaccine

Study Objective

To compare the efficacy and tolerability
of a new hepatitis B vaccine with those
of the industry standard vaccine in
older, non-immunized adults

Study Compound
Investigational hepatitis B vaccine

Patient Population

Healthy adults >40 years old who had
not previously been immunized against
hepatitis B

Treatment Period
3 injections over 24 weeks

Primary Efficacy Parameter

% patients with a seroprotective
immune response, defined as a serum
hepatitis B surface antibody level
>10mlU/L

Participating Countries
3 BSouth Korea, Philippines, Singapore

Study Specifics
¥ Number of active sites: 8
¥ Patients recruited: 420
¥ Recruitment period: 32 weeks

Quintiles Services

Project Management, Clinical
Operations, Pharmacovigilance,
Regulatory, Interactive Voice Response
Services, Clinical Trial Supplies
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Key Challenges

Several factors made this study exceedingly challenging. Approval of the study protocol in
South Korea was delayed by approximately four months by inquiries from the local regulatory
authorities. Recruitment efforts were compromised by a high screen failure rate (58%) attributed
primarily to high, non-qualifying serum hepatitis B surface antibody levels in many patients—
the scale of the problem had not been anticipated because no reliable data on hepatitis B
seroprevalence were available for participating countries.

How Were These Challenges Met?

As the customer had limited resources and experience with regulatory issues, Quintiles worked
closely with them to address the frequent inquiries from the South Korean regulatory authorities
as they evaluated the study protocol. Quintiles’ regulatory experts relied on their previous
experience and local regulatory knowledge to tailor study-related information and solutions,
such as arranging meetings to educate the Korean regulatory authorities about the science behind
the vaccine.

Because of the timely responses and efforts, what could have been a prolonged delay in
initiating the study was restricted to four months. In order to meet the original recruitment
targets and timeline in the face of the challenges posed by the delay in South Korea, Quintiles
identified and initiated several back-up sites quickly. In addition, Quintiles revised site
recruitment targets upward and implemented strategies designed to maximize recruitment. For
example, Quintiles coached sites individually on recruitment strategies and collaborated with
sites to create site-level recruitment plans containing site/CRA agreements on recruitment
targets. To further motivate sites to recruit efficiently, Quintiles initiated competitive
recruitment. Time was saved by scheduling site visits immediately after investigator meetings
and pre-identifying patients for screening in order to reduce the number of ineligible patients
undergoing full screening procedures. Quintiles assiduously followed up with sites to check that
revised recruitment targets were being met and to counsel sites needing to improve recruitment
performance.

Outcome

The original recruitment target and timeline were met with more than 1100 patients screened to
yield 420 randomized patients (Figure). A low attrition rate of 6% was maintained between
randomization and the last immunization visit. The trial was successful and yielded important
data on the efficacy of this investigational vaccine in older, difficult-to-immunize adults.
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