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• Stability budget is the validated/approved 
amount of time a drug substance or 
product can spend out of the 
normal/labeled storage conditions during 
its entire supply chain without risk to its 
quality

• It is defined by two or more temperature 
limits (defining zones) and an allowed 
time per zone (budget)

-5.0°C-5.0°C

30 minutes30 minutes singlesingle
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The keyword is ....Motiviation for 
using
Stability Data
in temperature 
controlled 
logistics

Handling of Temperature Excursions

Who is involved in the 
handling of temperature 
excursions ?



Discussion - share your experienceHandling of 
temperature 
excursions

How much effort do you 
have to invest in handling 
of temperature excursion?

• Time
• Number of people involved
• Non availability of products
• Re-produce, re-pack, re-ship of products
• Discard of products



Discussion - share your experienceHandling of 
temperature 
excursions

Would the number of 
excursions reduce by 
implementing alarm criteria 
based on stability data ?



Impact of using stability data
for temperature controlled shipments

User experiences

Handling of 
temperature 
excursions

Case Studies



Handling of 
temperature 
excursions

Case Study #1

Big German 
Pharmaceutical 
Company



Handling of 
temperature 
excursions

Case Study #2

Temperature control management system - large animal health company

• Project Facts: 
▪ Implemented 35+ sending sites

▪ 120 destination sites.

▪ 300 users

▪ >25,000 temperature data files received in first year

• The project created temperature management awareness throughout the 
company; consequently improving global distribution policy and 
qualification guidelines for packaging, storage, ocean containers and 

vehicles.
• With refined temperature management globally, they were able to create 

an ’excursion allowance model’, separating major from minor excursions 

and reducing QA processing time, by using multiple alarm zone data 
loggers. 

• Overall this reduced total excursions of +15 °C..+25 °C products by 62% and 

by 77% for +2 °C..+8 °C shipments! 
Equating to 11,000 hours/year of reduced workload 
Reduction of lost sales equal to $USD 61 M/year
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How to implement the use of Stability Budgets 
in your processes for temperature controlled 
shipments ?

Handling of 
temperature 
excursions
by using
Stability Budgets

-5.0°C-5.0°C

30 minutes30 minutes singlesingle



1. Logger configured

2. Post shipment assessments
with analysis software or 
cloud database

3. Stability Budget 
Management System

4. Long-term continuous 
monitoring 

Different ways of 
implementing 
the use of 
Stability Budgets

-5.0°C-5.0°C

30 minutes30 minutes singlesingle



Configure your
temperature 
data logger with 
Stability 
Intelligence

• PDF Logger, single 
use 

• Multi-level-alarm (8 
ranges)

• Automatic PDF 
report with 
embedded data 

• Configuration 
setting software to 
specify multi-level-
alarm zones based 
on stability data

• A smart, easy 
configuration tool

1.  Logger configured



Configure your
temperature 
data logger with 
Stability 
Intelligence

PDF Report

Reminder !
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elproVIEWER

Analysis 
Software to 
assign Stability 
Profiles and 
assess 
temperature 
excursions

2a.  Post shipment assessments
with analysis Software

Software supported assessments using stability data

Instead of manually calculating how much stability was used in each step,
software tools can be used to apply stability to a shipment.

Different stability profiles  can 
be applied to the same 
temperature data



elproVIEWER

Analysis 
Software to 
assign Stability 
Profiles and 
assess 
temperature 
excursions

Joining multi-steps shipments, 
re-asses and create assessment reports

Step:

+15 °C ..+25 °C 
(+25 °C..+40 °C < 90 days)

+15 °C ..+25 °C 
Example:

Result:
(Example)

Production
or filling

Distribution
hub

Local
distribution 

2a.  Post shipment assessments
with analysis Software



elproVIEWER

Analysis 
Software to 
assign Stability 
Profiles and 
assess 
temperature 
excursions

+15 °C ..+25 °C 
(+25 °C..+40 °C < 90 days) +15 °C ..+25 °C 

2a.  Post shipment assessments
with analysis Software



elproVIEWER

Analysis 
Software to 
assign Stability 
Profiles and 
assess 
temperature 
excursions

+15 °C ..+25 °C 
(+25 °C..+40 °C < 90 days)

2a.  Post shipment assessments
with analysis Software



liberoMANAGER

Cloud database 
for temperature 
monitoring data 
of products in 
transit

15-25

2-8

Sender

Head 
office

Destination

Database

QA Manager

2-8

15-25

SSCR quarantine

release

release

Generic Process and Flow of Data

2a.  Post shipment assessments
with a cloud database



liberoMANAGER

Cloud database 
for temperature 
monitoring data 
of products in 
transit

Assessment Process

2a.  Post shipment assessments
with a cloud database

1:44

liberoMANAGER Assessment Tool.mp4


BIG Data

Managing 
Stability Budget 
of Products
throughout the 
entire 
distribution 
chain

3.  Stability Budget Management System

Production / Warehouse Clinical Site Fridge A Fridge B

Product fit for use?
Stability Budget left?

Product
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Storage FacilityFridge ATruck

Vision

Device and 
Software 
Platforms

Manage cold chain shipments

Manage products & stability budgets

Sender Destination

Manage places (e.g. fridges)

LIBERO Cloud
(liberoMANAGER)

ELPRO Cloud
(elproMONITOR)

Vision

3.  Stability Budget Management SystemManaging 
Stability Budget 
of Products
throughout the 
entire 
distribution chain
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Vision

Solution 
Elements

Products
(stability budgets)

Product information

Places
(e.g. fridge)

Batches
(time stamps)

Batch 
information

Sensors
(from continuous

monitoring)

Real-time
3rd party

sensor

Real-time
GSM-device

Real-time
ECOLOG

M.Row M.Row M.Row

LIBERO Cloud

ELPRO Cloud

Shipments
(attributes)

Shipment
information

Files 
(e.g. PDF reports)

LIBERO W

File

LIBERRO T/C

File

ELPROapp
for

LIBERO ITS

File

Managing 
Stability Budget 
of Products
throughout the 
entire 
distribution 
chain

Solution 
Elements

3.  Stability Budget Management System
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Using one 
temperature 
indicator to 
monitor the 
entire supply 
chain

4. Long-term continuous monitoring 

Product specific stability 
budget configuration

Break tab to start delay 
& statistics

Apply to box 
(self adhesive)

Constantly calculates 
remaining stability 

Records deviations with 
calibrated sensor

Any time show or 
download the status

OK

Operates and shows 
status during 3+ years

Archive Reports on 
Cloud Database
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Using one 
temperature 
indicator to 
monitor the 
entire supply 
chain

4. Long-term continuous monitoring 



• Increase availability of your products
• Reduction of loss of products
• Avoid re-production, re-packaging, re-shipment
• May allow to reduce requirements and costs for packaging and 

transport 
• Faster release of goods and therefore faster delivery to 

patients
• Reduction of process time for temperature excursions
• Less people to be involved in the release process

Stability Data -
the Superhero?

Using Stability Data for the 
handling of temperature 
excursions offers a lot of 
benefits:



Stability Data -
the Superhero?

ELPROlino

• Start with analysing your data
• Calculate how many deviations could have been 

avoided
• Create a business case for all or part of your 

shipments
• First choose an easy way of implementation
• Gradually expand later 
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Stability Data the Superhero –
Using a Budget In Practice 
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Comments or 
Questions ?

Thank you very much


