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PharPoint’s team has successfully participated
in over 200 oncology trials since 2007 and has
the right experience to seamlessly support your
study.

Our team of experts have extensive experience within oncology, including
experience with immuno-oncology, solid tumors, and hematologic cancers. This
includes expertise within RECIST criteria and the STING pathway. We have
experience with the FDA's oncology division since 2006, including a recent
NDA submission for Chemotherapy-Induced Myelosuppression (CIM) and a
BLA for NMIBC. Additionally, PharPoint’s on-staff MDs have supported
numerous oncology studies in their careers.

PharPoint’s teams work collaboratively from the start to pursue a seamless
study experience for sponsors, sites, and patients.

SUCCESS STORY
Meeting Enrollment Goals

PN Ahead of Schedule
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< Site In one recent oncology success story, PharPoint

7y Engagement partnered with a sponsor to provide project

8- Strategy managemeqt, clinical monitoring, site management
and biometrics support.

n o

c The study, a Phase 1 trial within breast cancer,

(@) enrolled 17 subjects in 4 escalating-dose cohorts

(@) across 4 clinical sites. PharPoint’s team facilitated

(@ Industry-Best enrollment adjudication in partnership with the sponsor.

Cg Timelines

Each cohort filled within the expected time frame, and
Last Patient Last Visit (LPLV) was completed ahead of
schedule.
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Oncology Rescue During g
COVID-19 Pandemic < Sy
»
During the COVID-19 pandemic, PharPoint was brought ==
onto an oncology study as a rescue partner. O Consultative
Approach
Our team pivoted the study to remote C:D
monitoring,adjusting monitoring schedules per site O
capabilities. Additionally, we guided sites through 0O
COVID-19 vaccine implementation in conjunction with the (¢») Rgmpte
dosing schedule. (7)) Monitoring
»

With support from our team, the study successfully
sustained its enrollment rate.

OUR EXPERT ADVICE
Areas of Focus for a Successful Oncology
Study

» Site Selection: Leverage site expertise to maximize patient enroliment and
engagement

» Site/Patient Centricity: Minimize site and patient burden to maximize
engagement

* Data Entry: Stress importance of timely data entry during site qualification
visits with the goal of minimizing backlog. If lengthy data entry processes are
noted at a site during qualification, consider pursuing alternative locations

* Investigator Budgets: Recognize inflationary impact on investigator budgets
during negotiations to allow for rapid CTA and site activation

» Patient Profiles: Ensure clinical collaboration with data management team to
increase efficiencies in both monitoring and data cleaning

* Patient/Cohort Management: Ensure study team has tools to enable real-time
review of patient data, allowing team to recognize critical signals as soon as
possible
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ABOUT

PharPoint Research is an award-winning and client-focused contract
research organization (CRO) that offers Phase 1 through Phase 4
clinical trial support to clients of all sizes. Founded in 2007,
PharPoint’s team has participated in over 1,000 clinical trials with a
high business repeat rate.

Our services include:

* Clinical Operations Statistical Programming

* Medical Monitoring  DMC Support
* Project Management * Medical Writing
+ Data Management + Study Rescue

» Biostatistics



