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Pharmacy-based Postmarketing Safety
Surveillance Network

= A clinical trial network dedicated to rapid
provision and trusted communication of

postmarketing rate-based drug safety
Information
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Pharmacy-based Postmarketing Safety
Surveillance Network

= A systems-based approach to improve proper
medication use by providing

Rapid acquisition of metric-based safety information
= 21CFR11 compliant, Standards based (CDISC data)
» Targeted patient populations

Transparency
» Contact with Pharmacist
» Easily Understandable

Continuous Improvement
» Real time third-party analysis with rapid adjudication

= Flexible data collection allows for measurement of
intervention

Connectivity
= Physician Collaboration
= Database Collaboration
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Safety-Surveillance Research Process Model
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Pharmacy-based Postmarketing Safety
Surveillance Network

= [Features

Central IRB

Centralized Training
through APhA
Foundation

Site Selection through
APhA

Pt Recruitment locally

Simple Standard Data
Collection

Third Party Expert
Analysis

Economically Viable
Real Time Reporting
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Pharmacy-based Post marketing Safety
Surveillance Network

=  American Pharmacists Association (APhA)
* Approximately 60,000 members
* APhOA Foundation Activities
= National Demonstration Projects «

= Public Education |
= Quality Improvement ol e
= Research 15/ Tt
= Applied Clinical Intelligence s
 CDISC Registered Service Provider o e e o
e Activities

» Data Monitoring Committees
» GCP level Data Collection and Biometrics
= Collaborative and Analytic technology solutions
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Pharmacy-based Postmarketing Safety
Surveillance Network

= ACI and APhA have been developing program for over
3 years

= Proven track record of high quality community
pharmacist research and intervention

= Qver 200 gualified research sites have participated
= Electronically linked network technologies
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Simple Real Time Data Collection

PATIENT CONSENT FORM

T IR
DataFax #X00X Plate #002

prODUCTNAME: [ [ [ ] [ [ 1 [ 1]

please print
PATIENT CONSENT

| autharize my pharmacist to collect
any safety informatien regarding use of the above product.

Patient signature

Patient Name - please print

PREFERRED METHOD OF NOTIFICATION:

O Telephone —w- Telep IIIIIIIIIIIII

phone number

O Email —» Email @

O Both

PREFERRED TIME OF DAY TO BE CONTACTED:
Piease check all that apply

D Before 8 am
|:| 9 am to Noon
[ noonto 5 pm
a Spmto 7 pm
D Tpm to 10 pm

[ 7pm to Midnight

Figure 3 ©Copyright of Apphed Clinical Intel; gence, LLC
2003
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21 CFR 11 compliant
Patient Tracking

Site Performance
Monitoring

Real time reporting
2-way communication
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Collaboration and Communication
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| SafetyView - Laboratory Data - Microsoft Internet Explorer
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Conclusions: Pharmacy-based Postmarketing
Safety Surveillance Network

= A system to assure proper *Partnership Opportunities
medication use

* True rates of adverse
events, non-compliance,
drug interactions

e Continuous feedback loop
to measure interventions

* Transparent
* Rapidly deployable
* Increase public confidence

Large database— test and
generate hypotheses

risk analysis and
communication tools
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Questions
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