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SERVICE OVERVIEW
Data Management and Biostatistics

Clinical Trial Support

Thanks to experience, efficient processes, and excellent communication, PharPoint’s
U.S.-based biometrics teams help clients expedite timelines and meet study goals.

Management »  Database build

« Data quality documentation
» CRF completion guidelines
* Across study data standard-

E Clinical Data SERVICES INCLUDE:

Partner with a data management team that
prioritizes your data from day one.

ization
INDUSTRY-BEST TIMELINES
 SAE and external data
30 day reconciliation

custom database builds, compared to

an industry average of 68 days * Medical term coding

« Consulting and oversight

SERVICES INCLUDE:

« Randomization

Biostatistics and
Statistical Programming . Regulatory and advisory
meeting support

PharPoint’s consultative approach to our - :
« Statistical analysis plans

biostatistics services includes a level of

responsiveness, support, proactiveness that is (SAP)
unmatched within the industry. - Statistical analysis and sup-
port services for interim,
~—NUMBERS AT A GLANCE ——————————— futility, and DMC analysis
* Integrated summaries of
o
30+ 1 00 / o safety and efficacy
regulatory of statisticians i
submissions have advanced * Preparation of case report
supported degrees tabulations (CRTs)
\ / + Quantitative epidemiology

including patient registries



WHY PHARPOINT?

a GET RESULTS FASTER

with PharPoint’s Industry-Best Timelines

At every step, PharPoint’s standard biometrics timelines are industry-best. Throughout
your study, clean data are soft locked, reducing the number of subjects needing to be
locked following Last Patient, Last Visit (LPLV) and decreasing the timeline to database
lock to only 5 days after final Source Document Verification (SDV).

INDUSTRY STANDARD PHARJPOINT

LPLV/SDV TO DATABASE LOCK 36 DAYS

LPLV/SDV TO TOP LINE RESULTS

5 DAYS

7 DAYS

LPLV/SDV TO DRAFT TLFS

AVOID HIDDEN COSTS
| with Custom Programming

PharPoint’s statisticians use custom programming, transferring ownership to clients at the
end of a study without any added costs. Other CROs often use proprietary macros for
their programs, which can lead to problems for sponsors during the submission process.

SAVE TIME AND MONEY
with PharPoint’s Technology Partnerships

The PharPoint team has held partnerships with Medidata and Medrio since 2011,

including in-house certified study builders and administrators. These partnerships allow
us to pass on cost and timeline advantages to our clients.

CONFIDENTLY NAVIGATE REGULATORY DISCUSSIONS
with An Experienced Biometrics Team

PharPoint biostatisticians can support discussion with regulatory authorities, with
experience providing statistical representation for Type A, B, and C meetings.



