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Vista® Information System

e CaridianBCT software application
e Stores donor and procedure run data

« Capable of:

— Keep track of donor demographics and procedure
Information
— Set up donor eligibility specifications

— Select most appropriate procedure to run for a
specific donor
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Vista® Information System

e Capable of (cont’d):

— Assign donors to apheresis instruments
e Trima is connected to Vista system via a network
— Information downloaded from Vista to Trima
— Procedure run data transferred from Trima to Vista
o User-defined instruments
— No network connection
— Enter run data into Vista system
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Vista® Information System

e Capable of (cont’d):

— Record and analyze procedure and post
procedure data

— Record and analyze whole blood donation data
— Record and analyze lab data
— Generate donor, procedure and product reports
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BCP Processes & Procedure Overview

SafeTrace computer system

Trima used for platelet
collections

Manual procedure run
records

Manual tracking of
RBC/Plasma loss
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Team Member Involvement

BCP: BSI:
Operations Management Manufacturing Processes
Information Technology Regulatory Affairs
Facilities Information Systems QA
Automated Collections Training and Education
Laboratory Document Control
Medical
Data Entry CaridianBCT team
Donor Recruitment
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Vista Initial Training

 Vista training provided by Caridian
— Key team members

— ldentified current process differences
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Planning

Weekly meetings
Task list

Issues identified
Solutions discussed
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I'T Support

Vista interface with SafeTrace
Migration of donor information
Import donor information daily

System Requirements Document
System Test Plan
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Process Decisions

Enter historical RBC/Plasma loss
RBC/Plasma loss for non platelet donors

Register in SafeTrace

— Vista Visit type

Donor photo

Donors who are not eligible or “walk out”
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Hardware

What to use

Number of terminals per Trima
Location of terminals

Electrical and computer connection
considerations
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Software Validation

e User Requirements Document (URD)
e User Acceptance Test (UAT)
— Vista
— Interface between Vista and SafeTrace
— SafeTrace

« Validation Testing
— Validation environment
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Procedure Development

« New SOPs for using Vista
— Automated Collections
— Laboratory
— Data Entry
— Medical
— Donor Recruitment

e Revised SOPs
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Procedure Changes

Automated donation consent

Phlebotomy documentation

Medical review
— Supervisor
— Medical Director

Eligibility check

— Recruitment
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Training

e Training development
— Video training documents
— Hands on Trima saline runs
e Training staff
— Training environment
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Staff Training
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