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The Evolution of New Therapies “®

Healthcare technologies have historically focused on:
Products Infused
Products Injected

Products Ingested

More than 50% of hospitals
now transpl ant

el sedb, be 1t Dbor
cells or designer cellular
therapies.
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Beginning of T®

The first recorded transplantation was recorded between the
years 285 and 305 AD.

Twin brothers, Saints Cosmas and
Damian, studied medicine in Syria and
became famous for their healing skills.

Their most miraculous exploit was the
grafting of a leg from a recently

deceased Ethiopian to replace a
patientos ul cered | e

They were later cited by Joint
Commission for improper storage and
their inability to trace the product.
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U Tissue transplants seen as

leading edge now represent

every day procedures

E Heart, liver, kidney and other
primary organs

E Bone implants

E Skin

E Cellular therapy products

E Other tissues

More than 10 million tissue

transplants in the past 20 years

E Source: AATB

—

The AATB has accredited nearly
100 tissue banks and has over

1100 members.
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Bones and TilI ssues ar
hospitals without a clear owner.

U Materials Management
E Non-clinical expertise
U Operating Room

EVendors feature 01 at e
surgeons without inventory or quality

controls
U Blood Bank iWedve been
E Have the expertise to manage, maintain, the FDA, we know what
report on inventory It os |1 ke 1t

back against
- Dr. Lane

E Without tools, most use paper logs on
freezer doors
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Lack of centralized controls create

confusion, inefficiencies and waste.

U Tracking, monitoring and
managing inventory throughout
hospital is difficult

U Outdated inventory results in
significant cost and loss

U Ordering & vendor qualifications
oversight is inconsistent

U Worse case scenario is
contamination or product recall

AHospital s ri sk m
need to know that there is a fairly

consistent process to manage all of
these moving pa
- Dr. Kaplan

One customer disposed
of $40,000 of outdated
materials.
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Why Address Biologics Management? %@

U Sentinel Events are becoming
more visible and increasing
regulatory pressures
E Joint Commission 8PC.17.10-30
E FDA321 CFR 1271
E AABB/AATB/EBAA
E CAP

U The focus is on Biovigilance
= Tracking/Tracing

Vendor Qualification

Adverse Outcome Documentation

Recall awarenessand public safety
alerts

> [ M M

By Adam Goldman

ASSOCIATED PRESS

NEw YORK — The man ac-
cused of scheming to plunder
bodies for parts used in thousands
of tissue transplants is poised to
plead guilty, and authorities and
victims’ relatives say his testimo-
ny could roil the billion-dollar in-
dustry.

In an effort to escape a lengthy
jail sentence in cases in Philadel-
phia and New York, Michael Mas-
tromarino has agreed to talk to
investigators about the companies
that bought the stolen tissue, said
his lawyer, Mario Gallucci.

“Let’s just say that he is going
to assist them and give any infor-
mation he has about the proces-
sors and their role,” Gallucci said.

The companies that processed

the tissue alreadv face hundreds

Man accused in hody-part
tissue scandal may tell all

Michael
Mastromarino
has agreed to
talk about
firms that
bought stolen
tissue, his
lawyer says.

the Blood and Tissue Center of
Central Texas.

The parts were used in disk re-
placements, knee operations, den-
tal implants and a variety of other
surgical procedures performed by
unsuspecting doctors across the
United States and in Canada.
About 10,000 people received tis-
sue supplied by BTS.

Among the bodies BTS looted
was that of “Masterpiece Theatre”
host Alistair Cooke, who died in
2004.
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How Can We Achieve Biovigilance? “®

New requirements have focused us on biologics
management.

U What tools are available?
E Paper logs
E Access database

E Tissue vendor provided software
for their own materials

Our approach should address donors and recipients.

AThe 1 nformation system
needs for a unit of red cells they also need for a

frozen femur sitting

- Dr. Ness
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Extending Blood Management

experlence to blOlOgICS. ClosedLoop® Clinical Systems For Safer HealtnCare.
) . UserName [ Facilitylm
U Bone and Tissue Password | Domain e —
E Bone/Tissue Banking
Utilize existing knowledge and blood SI0IogICs
management functionality
U Ce”UIar Therapy s BiologiCare 1.0 Release Date June 2008
E Stem Cells TJC PC.17.10, PC.17.20,

. _ and PC.17.30 compliant
Utilize concept of process driven

product manufacture

E Designer Therapies

- A new and uncharted o6worl do
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Biologic Product Continuum

TRANSPLANT CENTER TISSUE BANKS

Return Usage Information Referral and Initial Screening

Consent/Authorization
Issue / Transplant

Retrieval
Preparation

Eligibility: Screening

Environment Control . :
Tissue Processing

Receipt Distribution
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U Mediware is creating a ClosedLoopE x@ﬂ\,-’[ediware
enVIronment for managlng bone and ClosedLoop® Clinical Systems For Safer HealthCare.

) tlssues - - User Name | Facilityluosp v|
U Initial functionality: passwors | Do e

Electronic Vendor Qualifications Cancel

E Manage Individual tissues as well as lots and
sublots

Scanning of Tissue Donor Cards and Order
Requisitions
At-a-Glance Inventory Review

Multi -facility, Multi -site inventory TJC PC.17.10, PC.17.20,
management and PC.17.30 compliant
Tissue Bank Reconciliation

Recall and Quarantine Management
Adverse Event Alerts

Workflow Management
Management Reporting

HL7 Integration to other systems

m

Biologics

mp

o BiologiCare 1.0 Release Date June 2008

[m™ [T

m [T [T [T [T [TP
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ich Inventory
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Product Level Detalils in Inventory )

U All products
Included within
selected product
type on one screen

U Detalls include:

E Expiration dates

E Supplier

E Tissue parameters

E Availability

M HCLL Biologics - Hospital's Name - User Demo Logged  In, - [Biologics Module] EEX
g+ File Module Report Window Help -8 x
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Inventory Recelve

U Scan tissue log
for permanent
record

U Document tissue
parameters upon
receipt

U Assign storage
locations

U Batch/ single
unit receive
capabilities

U Designed
specifically for
bone and tissues
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