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About BioTrak M I

Two Core Consulting Areas

A PharmaTrak w S a &ligNadeky risknanagementonsultingservices:

» REMSConsulting: Developmemind implementation of Risk Evaluation and
Mitigation Strategy(REMS) programs, including those with Elements to Assure
SafeUse (ETASU

» REM3Assessments

» Riskanalysis tools and predictive marksiodels.

» Advancedanalytics and statistical support.

» Registries: Developmeand implementation of custom registry solutions for

patients, health care providers and pharmacists

A BioTrak Custom Consultirgervices:

» Observational research studies
» Labeling comprehension studies
» Product usability studies
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BioTrak Fact Sheet E— E—

A

Founded in 1999 to provide commercial support and new product planning consulting
services to the pharmaceutical and medical device industry

Team of 10 including researchers, pharmacists, regulatory, biostatistics experts, and
support staff based in Carlsbad, California

Leadership from the pharmaceutical industry

Conducted oveR70total research studies anaver 45 web-based questionnaire survey
studies with patients, health care providers, and pharmacists

Recent and relevant REMS and pharmaceutical risk management consulting experience
Considered a leader and innovator in REMS assessments

Key partnerships witfParagonR¥REMS assessments) assisTeKETASU novel
technology solutions)

Complete offering for optional GCP program: SOPs and policies covering ethics, privacy,
security, part 11 compliance, and Good Clinical Practice (GCP) and well as data server
safeguards
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REMS Consulting Experience
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Leadership in REMS Program Design

and Implementation

Establishing industry best practices in REMS Assessments

»

»

»

»

»

»

Design of efficient and successful REMS assessment protocols

Expertise in questionnaire development

Expertise in welbased survey design and secure hosting (since 2002)

Expertise in statistical analysis and sample size recommendations

Robust survey validation process including literacy review options and pretesting

Proven methods for costffectively recruiting prescribers and patients for Rx
assessments and observational studies. Includes access to large physician and
patient ailment panels as needed.

Proprietary web survey portal providing easy but well controlled online survey
access atvww.treatmentsurvey.com

Realil AYS | aaS4aYSyi( RianiaTKEAYISRE AKO 2| NR
Bilingual, HIPAA compliant call support

Producer of a thregart videos series on REMS assessments at:
http:// www.youtube.com/biotrakvideo
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Leadership in REMS Program Design

and Implementation

Centralized assessment portal
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Leadership in REMS Program Design

and Implementation

A Innovative solutions for ETASU program and implementation system design

» REMS Design Optimization Process (R&@nique,high value modeling technique
providing critical insights into the expected commercial impact of a ETASU design:
Model outputs predict likely:

} Potential to mitigate risk

} Stakeholder acceptance

} Intent to prescribe product and expected patient utilization metrics
} Market share impact

» Novel technologies tools for ETASU implementation system data capture and
communication of REMS elements:
} TouchPR(MobilePRQeQM, other

A Commitment to REMS education and consulting
»  January 25, 2010Launchedi w9 a { F ROA A2 N3»PO2YéX (KS TFAN

informationwebsite - www.remsadvisor.com
(official go live date planned for February 2, 2010)
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REMS Consulting Experience

Disease Area

Antiviral

Cardiovascular

Cardiovascular

CNs

CNs

Epilepsy

Epilepsy

Epilepsy

Gastroenterology

Gastroenterology

Metabolic

Pain

Surgical/Other

Transplantation

Transplantation

Sample

Patients

Patients and Prescribers

Prescribers

Patients and Physicians

Patients

Patients

Patients

Patients

Patients

Patients

Patients

Patients

Patients and Physicians

Patients and Prescribers

Patients and Prescribers

Product

New Rx Medication

New Rx Medication

New Indication of Existing Rx
Medication

New Rx Medication

New Rx Medication

New Rx Medication

Existing Rx Medication

Existing Rx Medication

New Rx Medication

New Rx Medication

New Rx Medication

Existing Rx Medication

New Rx Medication

New Rx Medication

Existing Rx Medications

Type of Research Study

REMS Assessment  for measuring understanding of the serious
medication risks

REMS Assessment  for measuring Junderstanding of medication
risks, appropriate use, and medication guide distribution
compliance

REMS Assessment for measuring Junderstanding of medication
risks, appropriate use, and medication guide distribution
compliance

REMS Assessment for measuring Junderstanding of medication
risks, appropriate use, and medication guide distribution
compliance

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment  for measuring understanding of the serious
medication risks

REMS Assessment  for measuring understanding of serious risks
and medication guide distribution compliance

REMS Assessment for measuring Junderstanding of medication
risks, appropriate use, and medication guide distribution
compliance

REMS Assessment  for measuring Junderstanding of medication
risks, appropriate use, and medication guide distribution
compliance

Elements to Assure Safe Use Program, Shared REMS. REMS
assessment  design and implementation for patients and health
care providers to measure REMS performance

Methodology

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web-Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web -Based and Call
Supported Survey

Web-Based and Call
Supported Survey

Web -Based and Call
Supported Survey
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Other Pharmaceutical Observational Research and

Labeling Comprehension Study Experience

Disease Area

Allergy

Asthma

Dermatology

Diabetes

Epilepsy

Gastro -esophageal
Reflux (GERD)

Pain

Observational Research and Labeling Comprehension Study Experience

Sample

Patients and Parent
Caregivers

Patients and Parent
Caregivers

Patients

Patients

Patients and Parent
Caregivers

Pharmacists

Patients and Parent
Caregivers

Patients

Patients

Product

Injectable Drug/Device combination

Inhaled Drug/Device combination

Injectable Aesthetic

Injectable Drug/Device combination

Rectally administered Drug/Device combination

Rectally administered Drug/Device combination

Rectally administered Drug/Device combination

Orally administered Drug capsule

Inhaled medication

Type of Research Study

Observational study pre -market assessment of
usability and attitudes towards a new drug delivery
device

Observational study and pre -market assessment
on probable use patterns and attitudes towards new
inhaler technology

Observational study and pre -testing  of a patient
package insert for readability and comprehension

Observational periapproval study on product
usability and comprehension of patient package insert

Observational periapproval study on product
usability and comprehension of patient package insert

Observational periapproval study on dose
preparation and understanding of instructional
materials

Phase IV Patient Registry to measure pharmacy
dispensing performance and patient understanding

Pre -Market Product Evaluation for new oral GERD
medication including swallow test

Observational periapproval study on product
usability and comprehension of patient package insert
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Methodology

One-on-one interviews

Web -based Survey

One-on-one interviews

One-on-one interviews

One-on-one interviews

One-on-one interviews

Survey

One-on-one interviews

One-on-one interviews
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Elements to Assure Safe Use Program Design
and Implementation Capabillities
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BioTrak REMS Management Procesd

Phase III/PreNDA Periapproval Launch -markeost
BenefitRisk : Prepafe & Implement Optimize
Design Negotiate Assess
Assessmen & :
Program Regulatory Effectiveness :
& Strategy Operate Redesign
Documents

wCharacterize toxicities and safety
concerns

wldentify risks associated with care
delivery

wltemize risks; determine which may
require intervention beyond labeling
(i.e., REMS)

wDefine strategic options for risk
mitigation

wSelect risk mitigation strategy, e.g.,
REMS and/or nociREMS

wAsappropriate;create development
stage risk management plan

wLabeling,Appropriate Use Program, REMS

wDevelop plan with BOTH clinical
and market inputs

® REMS Design Optimization
(RDO)

w Preassessments

wCreate REMS elements
w Effective risk communications
w Novel communication tools
w Elements to Assure Safe Use
w Implementation systems
w Assessment protocols

12 EEEEEEEE

v

wCreate REMS document and
supporting materials

wDevelop assessment protocol
wPlan contingencies

wDocument implementation details
to support negotiations

wRapid response process to edit
REMS

wBegin implementation readiness
planning
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BioTrak REMS Management Proces

Phase Ill/PreNDA Periapproval Launch -markeost
BenefitRisk : Prepafe : Implement Optimize
Design Negotiate Assess
Assessmen & . &
Program Regulatory Effectiveness :
& Strategy Operate Redesign
Documents
|
y
WETASU implementation l
wSpecifications wRoot cause analysis

wOperational interface considerations
wReporting capabilities
wSystem development

wlntegrate communication and training
elements, agreements

wValidation and usability testing
wBeta testing
wOther tool integration (IVRS, wireless

wHCP Communication Plans and
Medication Guide Programs

13 EEEEEEEE

wlmplement assessment protocol(s)
wFor REMS elements
wFor ETASU
w For REMS performance

wDefine and produce reports of
REMS effectiveness

wFor REMS elements
wFor ETASU
w For REMS performance

wDefine measures, metrics, and
reporting for internal REMS
Effectiveness Management process

wRedesign program
wRedesign REMS promotion

wRedefine internal communications
& commitments

wRapid response to changes in REMS
elements content, design, and
promotion
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