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HOW CAN WE 

REDUCING SAMPLING AND TESTING? 



PROCESS FLOW

How can we reduce the workload?
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SAMPLING REQUIREMENTS ïGMP GUIDELINES

Complete batch
Sampling all containers 

Identity test on each sample

Deviation permitted with Validated Procedure  
Sampling only a proportion of the containers 

Composite sample 
No details about the number of containers combined



SAMPLING REQUIREMENTS

ÅNo requirements for the number of containers sampled

ÅRepresentative and a scientifically sampling plan must 
be used.

FDA

ÅPerform indentity testing on a statiscally representative 
composite sample (NIR analysis on every container)

EMA



SAMPLING REQUIREMENTS

ÅRequire the testing of each container for identity and 
the limit test for Diethylene Glycol.

FDA & EMA

Glycerol



REDUCED TESTING DEFINITION

Not all parameters of the specification are tested. Only 

a reduced number of parameters are tested, while the 

other parameters are taken from the certificate os 

analysis from the manufacturer.



TESTING REQUIREMENTS

ÅAudited and qualified manufacturer that has been
assessed and classified

ÅManufacturer should have approppriate experience with
the material

ÅICH Q7 requires full testing on at least 3 batches

GMP Chapter 5



TESTING REQUIREMENTS

ÅFull analysis at appropriate intervals based on risk 
and compare the results with the material manufacturer 
or supplierôs certificate of analysis

GMP Chapter 5



REDUCED TESTING

Responsability 

Pharmaceutical manufacturer 

Parameters tested.

Supplierôs Audit

Reduced Sampling

Risk - based sampling plan



Excipients: 330

API: 175

Finished Products: 213 



SUPPLIER QUALIFICATION FLOWCHART

How We Do It?

Need of a 
new 
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Document/

Samples 
request

Initial 
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Qualification



SUPPLIER QUALIFICATION

Good confidence on 

the Quality Management 
System

Responsabilities

Good Quality Material



SUPPLIER RE - QUALIFICATION
(MONITORING)

Performance is reviewed
Review of Performance

ÅContinued Monitoring Material Report
(CMMR)

ÅCritical material attributes results

ÅDeviations

ÅChange controls .



SAMPLING



RAW MATERIAL AND API SAMPLING RISK ANALYSIS

ÅSamples taken are representative of 
the batch.

ÅRisk value for each material based 
on several factors => Material 
segregation within the containers.

Scope



RAW MATERIAL AND API SAMPLING RISK ANALYSIS

APIs

ÅTotal Identification

ÅSampling of ãn + 1 

Excipients

ÅTotal Identification or 
ãn + 1 Identification

ÅSampling of ãn + 1 



RAW MATERIAL AND API RISK ANALYSIS

Identification

ÅType of Container (Single use or multi use)

Evaluation

ÅComposite mix

ÅPotential for Segregation

ÅSensitive/stable Materials

Mitigation

ÅQuantity/Intake

ÅType of Process

ÅFunction in formula 

A step by step decision process based on risk evaluation:



RAW MATERIAL AND API RISK ANALYSIS

Defined Actions for Existing Raw material 
and API codes

No need to perform sampling in several levels .

In 2 batches, from 3 containers, 3 samples top, middle 

and bottom. Analysis on selected critical tests for 

potential segregation evaluation.



RAW MATERIAL AND API RISK ANALYSIS

Defined Actions for Newly Raw material and 
API codes

1 batch, from 3 containers, 1 sample from top 
and from 1 container top, middle and bottom. 
Analysis on selected critical tests for potential 

segregation evaluation.

2 batches, from 3 containers, 3 samples from 
top, middle and bottom. Analysis on selected 

critical tests for potential segregation 
evaluation.



RAW MATERIAL AND API RISK ANALYSIS

Final evaluation

A ñSampling Evaluation Reportò is 
issued evaluating the obtained results.

No evidence of segregation - Sampling 
on the top of the container, for ãn + 1 
containers.

Evidence of segregation - Actions



RAW MATERIAL AND API RISK ANALYSIS



RAW MATERIAL AND API RISK ANALYSIS



TESTING



REDUCED TESTING FLOWCHART

How We Do It?

3 batches 
from the 
supplier

Creation 
of 

material/
code 

(SAP)

Analytical 
Method 

technique

QC 
analysis

Risk 
analysis

ANR/ANC 
status 

Raw Material Risk Analysis



Introduction Sampling
Quality Control 

Testing
Test Reduction 

Strategy

Description
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Function in 
Formulation

Critical 
Material 
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Material Risk 
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Supplier Risk 
Scores

Analytical 
Method 

Qualification

Risk 
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Data 
Integrity 

Assessment

Analytical 
Validation 

Assessment

Risk 
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Deviation s
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Release

Raw Material Risk Analysis

Supplier
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Analysis



CRITICALITY ANALYSIS



REDUCED TESTING DEFINITION

< 5 lotes ANC de 5/5 lotes

entre 5 e 20 lotes ANC annual

entre 21 e 100 lotes ANC 20/20 lotes

> 100 lotes ANC 50/50 lotes 


