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Agenda

• Compliance and Regulatory Environment

• Label Design

• Workflow Analysis

• Automatic Identification

• Consumables of Value



Compliance Driving Change

ISBT-128

Global standard for ID, labeling, and information 

transfer of human-origin medical products

Labels

Delivery 

Mechanisms

Data Structures

Reference Tables

Definitions

Descriptions to 

provide consistency 

of transferred data 

Descriptions for converting 

data to codes 

Characteristics for data 

interpretation

Barcodes &/or RFID

Physical link between info and 

product

FDA 21 CFR 809 IVD Products
Labeling Requirements for Reagents 

IVDR

• Immediate Container

• Inserts and Outer Packaging

• General Purpose and Equipment

• Unique Device Identifier

• UDI–PI – Serial number, lot number, date

• UDI–DI – Model of device

• UDI Carrier - RFID with Linear or 2D Barcode

• Labels and Instructions for Use

file://asgard/universal/Private/RFID/RFID_ProximateGoals/Diagnostics/Portrait.pptx


Beyond Compliance





The Spectrum of Automatic Identification Possibilities

Customer Value Creation Potentiallow

low

high

high

RFID 

+ 

Passive Sensing

2D, QR Barcodes

Linear Barcodes

DIN Sets

dynamic

(WMRM: write many read many)

static

(WORM: write once read many)

RFID with User 

Memory for Quality 

Controls

RFID Labels

Unique Identifier 

for Process 

Tracking

Sensed variables:
Temperature

Humidity

Time
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(Dynamic Data
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Product Life)



Low Frequency High Frequency Ultra-High

Frequency

Super High 

Frequency

Operating 

Frequency
Typically 125 or 

134KHz

13.56 MHz Around 900MHz Can be over 3GHz

Data Transfer Rate 2-4 Kb/S 10-20 Kb/S 20-150 Kb/S 150+ Kb/S

Affected by 

Common Opaque 

Materials              

(Metal and Water)

Low or No Impact Highly Impacted Significantly 

Impacted or 

Blocked

Significantly 

Impacted or 

Blocked

Read Range Up to approx.

3 feet

Up to approx.

3 feet

Up to approx.

20 feet

Longest

RFID System Types 



Battery powered 

integrated circuit X X

Onboard Radio 

Transmitter X

Read Range Distance 
Best Better Good

Battery Assisted Tags 

Active
Semi-

Active
Passive



Hybrid Barcode- RFID

• Variable information, branding, and human 
readable data for consumables

• Tracking of consumables through the 
process with multiple scan methods for 
automated and semi-automated 
instruments 

• System redundancy = reduced downtime 
and protection of the revenues and profits 
associated with proprietary consumables 



High Frequency (HF) RFID System 



Solution 



Specimen Tracking and Auditing 

• On-Device Tracking

• Linking Laboratorian, Assay/Analysis, and Specimen

• Chain of Custody

• Accessioning

• Can replace paper requisition

• Mayo Implemented for tissue sample containers as a pilot program. 
http://www.rfidjournal.com/articles/view?8367/2

• Reduced discrepancy rate from 10% down to near zero

• Decreased the amount of time employees spend inputting data for each sample by 
approximately 50%

http://www.rfidjournal.com/articles/view?8367/2


Extending the Curve- Future Proofing 

• Ensure that the solution lasts the intended life of the consumable/ 
platform

• Reduce the need for re-qualification, manage end-of-life issues

• Extend the life of the consumables revenue and profit stream with 
minimal disruption 
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