
ISIA Traceability
How does it compare to ISO?



• The ISIA Traceability Policy is an international set of 
standards to ensure traceability of animal serum 
products. 

• The emphasis of the ISIA Traceability Program is on 
systems and controls to ensure quality and traceability of 
a product from the abattoir to the end user. 

• The Program has been in place since 2009.
• List of certified companies available –

www.serumindustry.org

What is ISIA Traceability?



• A sound traceability audit is based on key aspects of the 
Supply chain 
Overall traceability 
Truth in source 
Quality of the serum products being audited

• Certain aspects of a Quality Management System (QMS) are required 
so that the system can provide evidence to support these criteria at 
each step of the collection and manufacturing process.

Quality overview
Supplier audits
Document control
Training
 Identification 
Segregation
Records

What is audited?



• ISO certification is the internationally recognized 
standard for QMS.

• ISO 9001 provides a framework and sets principles to 
Ensure consistently satisfying customers 
While emphasizing process improvement 

• ISO 13485 is a set of standards specific to meeting the 
requirements of Medical Device Manufacturers.

• So why do you need to be traceability audited if  you are 
ISO 13485 certified ? 

What is ISO?



ISIA vs ISO 13485 Certifications



ISIA vs ISO 13485 Certifications



• Accommodations have been made in the Audit Checklist, 
removing some sections for companies that are ISO 
13485 Certified. 

• However, if  evidence is present showing these 
requirements are not met, this will be noted in the report 
and could lead to a nonconformance.

What if  I am ISO13485 certified?



• The ISIA Traceability Audit program has been in place for 
more than 10 years. 

• It has changed dramatically and will continue to adapt to 
the needs of the serum industry.

• The ISIA website contains up-to-date information on the 
industry including the table discussed earlier. 

• If  you have questions feel free to contact the ISIA Staff -
Rosie Versteegen, Steve Doelger, Kathryn Pagani-Lee.

Conclusions



Questions? 


	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9

