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Abbott Core Dx Products Overview

Product Scope
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« A, Band C (IVD only)
» Professional use

m—— Product Line

« Immunoassay
+ Clinical Chemistry
« Hematology

. Certification
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* QMS and GDP have been certified for Taiwan Core Dx

===l Product Characteristic
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« Temperature Sensitivity Product(Assays)




Topics Sharing for Temperature Sensitivity Product

TFDA GDP Requirement

ISO 13485:2016 Requirement

Article 132 # 3% & (Infrastructure)

A 7 2% %5 (6.3 Infrastructure )

Article 141 i¥3& 8 1% 2 (Work environment and
contamination control)

1 T % B (6.4.1 Work environment
(6.4.2Contamination control )

) & = % 3 ¥

A& R

Article 192 &1 3 42 5 (Preservation of product )

A &7 3£ (7.5.11Preservation of product )

Article 20% ¥ &2 £ B3 # (Control of monitoring
and measuring equipment)

FEEERKAE L EH (7.6 Control of monitoring and
measuring equipment)

TR~ AT E ik

Article 233 #F ~ w iz %2 i 2 % % (Reporting to
regulatory authorities)

T/ A EQE ST (I A 3 3
authorities)

(8.2.3 Reporting to regulatory

Article 25# % %2 & 4] % # & A & (Control of
nonconforming product)

* &R A &2 EFIiE (83.1 Control of nonconforming
product)

Article 26 7 # & A& & @ 2 3% (Actions in
response to nonconforming product detected before

delivery)

A w FR2ZL P ERAE KL FTF (83.2 Actions in
response to nonconforming product detected before delivery)

Article 274 &3 f7{6 2 % # & A & ¢ +] (Actions
in response to nonconforming product detected after
delivery

A FEFRZ A LR A N2 (TF (8.3.3 Actions in

response to nonconforming product detected after delivery)




Warehousing-1/2

Equipment Establishment for Storage of Temperature
sensitivity products (such as 1Q, 0Q, PQ)

— Equipment establishment (cooler, freezer or
room temperature etc....)

1. Temperature range
— Temperature mapping (cold spot & hot spot)
1. outsourcing or self

— Equipment for Temperature Alarming and
monitoring

— Calibration Procedure
1. outsourcing or self

— Software Validation (Commercial software) for
relevant equipment

1. IQ & 0OQ & PQ




Warehousing-2/2

Basic Maintenance for relevant storage Equipment (e.g., cooler,
freezer or room temperature, thermometer, UPS system...)

— Equipment maintenance
1. Equipment maintenance frequency
2. Situation for RE-Verification & RE- Validation
— Temperature mapping
1. Protocol and mapping frequency
2. Situation for Re-verification & Re-validation
— Temperature Alarming and monitoring
— Calibration
1. Frequency & Protocol
— software validation (Commercial software)
1. IQ & 0Q & PQ
2. maintenance frequency

3. Re-verification & RE- validation




Packaging Establishment-1/3

Example for Packaging Establishment
e.g.

Frozen Product:
https://www.voutube.com/watch?v=kg hTzzhEHI (Source : ThermoSafe )



https://www.youtube.com/watch?v=kg_hTzzhEHI
https://www.youtube.com/watch?v=kg_hTzzhEHI

Packaging Establishment-2/3

Packaging Establishment (such as I1Q, 0Q & PQ)
 Packaging condition Choosing

1. Temperature sensitivity product

2. Active or passive shipping systems

» Passive shipping system establishment (cooler, freezer or room
temperature ...)

1. Packaglng condition establishment

i _small | Medium | __large
aﬁ {i% Edil ? ? ?
? ? ?

* Active shipping system: outsourcing

» Equipment for Temperature monitoring
* Calibration

1. Purpose

2. Frequency & Protocol
 software validation (Commercial software)
1. 1Q & OQ & PQ




Packaging Condition Maintenance & Monitoring -3/3

Packaging Condition Maintenance & Monitoring

— Passive shipping system Maintenance & Monitoring (cooler, freezer or
room temperature ...)

1. validation frequency
2. Situation for RE-Verification & RE-Validation

— Calibration procedure for relevant equipment
1. Frequency & Protocol

— Software Validation (Commercial software) for relevant equipment
1. Maintenance Frequency
2, Situation for RE-Verification & RE- Validation
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S &=m (Control of nonconforming product)

58 | 5 & i A 15

|

®Source

» Receiving Goods from manufacturer or locally purchasing
» Goods (Temperature sensitivity products) returned by customer

® Action-(Abbott Policy)

> Isolation depending on product specificity temperature and waiting for site decision
» Product is in quarantine area and waiting destruction



AREEmMEEA

(Act| n for Nonconforming product detected before delivery)

eSource:
»Manufacturer’s information or Customer information

®Action(Abbott Policy):

»|solation depends on product specificity temperature and waiting for site decision
»Or Product is in quarantine area and waiting destruction



EmBiTEZAREEmEHl
(Action for Nonconforming product detected after delivery )

®Source and Action

» Manufacturer information
» Inventory product : Product destroyed, or product released

» Product is in customer site: product destroy at customer site or delivery product correction info to
customer.

» Locally Medical Incident or Customer information

» Products hold to stop shipments and await manufacturer's decision



5O UL (Mock Recall)

* Purpose
» Annual Effectiveness check & verify PMS handling Procedure and Product traceability
» To ensure all procedure and process are effectiveness in managing product recall
» To ensure continually process improvement
* Source:
» Manufacturer product information (high-risk products , high-volume products.....)....
* When
» No product recalls have occurred in 1 year
* Responsibility

» Depends on relevant teams described in the SOPs






