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About BioTrak E— E—

CoreConsulting Areas

A Observational Researckervices:
» Observational research studies

» Labeling comprehension studies
- Patient package inserts
- Medication Guides
- Instructional aids
- Educational materials

» Product usability studies
- User acceptance
- Comprehension and performance
- Human factors

PharmaTrak Researclservices:

» REMS assessments for measuring the effectiveness of
- Medication Guides
- HCP communications
- Other educational materials designed to mitigate risk
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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 oveR75total research studies and ové0web-based questionnaire survey
studies with patients, health care providers, and pharmacists

Recent and relevariabeling comprehension study experience:
A Observational studies to test patient package inserts and product usability
A Observational studies to test Medication Guide comprehension
A REMS assessments

Complete offering for optional GCP program: SOPs and policies covering ethics, privacy,
security, part 11 compliance, and Good Clinical Practice (GCHatasgrver
safeguards
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Labeling Comprehension and
Observational Research Consulting
Experience
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Leadership in REMS Program Design

and Implementation

A Establishing industry best practices

»

»

»

»

»

Design of efficient and successigisessment protocols with expertise in:

- Questionnaire development

- Electronic data capture and secure hosting (since 2002)

- Survey validation process including literacy review options and pretesting
- Multimodal recruitment approaches

- Statistical analysis and reporting metrics

Proven methods for cosgffectively recruiting prescribers and patients for Rx
assessments and observatiosalidies

Proprietaryweb survey portal providing easy but well controlled online survey
accessat www.treatmentsurvey.com

Realil AYS | 48aS3aYSyil REaniaTaEAYSISREAKO 2| NR

ASSESS databasfeaggregated REMS assessment results guides Clients with
selectionof appropriate performance metrics, interpretation of results, and
determination of corrective actions

Expert research session moderators

Bilingual, HIPAA compliant call support
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http://www.treatmentsurvey.com/

Leadership in REMS Program Design

and Implementation

Centralized assessment portal

N e _
> = 'realmems"rve com -a\&s- for easy stakeholder and client
v -, -
("‘.\\\ Sponsored by BioTrak Market Intelligence, Inc.M : access
About FAQ's Contact/Support Clients Home

Uniqueclient specific
dashboard for reatime
assessment reporting

Welcome to TreatmentSurvey.com

Please enter your survey code here:
Please note: You will be asked to re-enter your
the survey you will be participating in. \ y
Wy
To complete the survey by telephone, or for teld :f /
f ber: 866-866-5856 ext 2 bet the if -
roe mber s ses e et | = & [PinarimalraiK
ara ayuda en Espafiol por favor llame a nues \
866786%{5856 exte?]sion g .\ VI EWER
Home
Q3. Pharmacy dispensed Mt
Guide N 73%
Proprietary web Coding and Q2. HCP distributed Med Guid«E 0%
database system verifies survey
H H H . . 14%
code authorizationand directs QL Med Guide Recewﬁh et
to appropriate surve ‘ ‘ ‘
pp p y 0% 50% 100%
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Multimodal Recruitment Capabilities — B—

Prescribers

Pharmacy Claims Consumer Health

Databases Panels

Pharmacy Patient Advocacy
Intercept ' Groups/Foundations

Opt-in Patient Online

Databases Forums

Targeted
Advertisement
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Observational Research and Labeling Comprehensio

Recent Study Experience

Observational Research and Labeling Comprehension Study Experience

Disease Area

Sample

Patients and Parent

Product

Type of Research Study

Observational study pre

Methodology

Allergy . Injectable Drug/Device combination assessment  of usability and attitudes Qne—qn—one
Caregivers : ) interviews
towards a new drug delivery device
Patients and Parent Observational study and pre -market
Asthma . Inhaled Drug/Device combination assessment  on probable use patterns and Web -based Survey
Caregivers . .
attitudes towards new inhaler technology
Observational study and pre -testing of a One-on-one
Dermatology Patients Injectable Aesthetic patient package insert for readability and interviews
comprehension
Observational periapproval study on One-on-one
Diabetes Patients Injectable Drug/Device combination product usability and comprehension of interviews
patient package insert
Patients and Parent Rectally administered Drug/Device Observatlonal__ periapproval 'study on One-on-one
Caregivers combination product usab!llty and comprehensmn of interviews
patient package insert
. . Rectally administered Drug/Device Observational periapproval study — on dose One-on-one
Epilepsy Pharmacists

preparation and understanding of
instructional materials
Phase IV Patient Registry

combination interviews

Patients and Parent Rectally administered Drug/Device to measure

Caregivers combination pharmacy d|s_pensmg perforr_‘nance and Survey
patient understanding
Gastro -esophageal Patients Orally administered Drug capsule Pre -Market Product Evaluation for new One-on-one
Reflux (GERD) Y g cap oral GERD medication including swallow test interviews
Observational periapproval study on One-on-one
Pain Patients Inhaled medication product usability and comprehension of . .
. p interviews
patient package insert
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REMS Assessment Experience

Disease Area

Antiviral

Cardiovascular

Cardiovascular

CNS

CNS
Epilepsy
Epilepsy
Epilepsy

Gastroenterology
Gastroenterology
Metabolic
Oncology
Pain

Pain

Surgical/Other

Transplantation

Transplantation

Sample

Patients

Patients and Prescribers

Patients

Patients and Physicians

Patients
Patients
Patients
Patients
Patients
Patients
Patients
Patients
Patients

Patients and Physicians

Patients and Physicians

Patients and Prescribers

Patients and Prescribers

Examples of
Product

New Rx Medication
New Rx Medication
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
New Rx Medication
New Rx Medication

New Rx Medication

New Rx Medication

New Rx Medication

Existing Rx Medications

REMS Assessment

Experience

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 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 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 the
serious medication risks
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

Web -Based and Call Supported Survey

Web -Based and Call Supported Survey
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Key Learnings from Labeling Effectiveness
Studies
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Labeling Effectiveness Testing S -

A Study Rationale & Benefits
I Improve product safety, efficacy, and usability
I Mitigate risks from inappropriate drug or product use
I Reduce regulatory jeopardy

I Improve approval timeframe
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