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FDA ASCA program

• Expedite FDA approval

• Exclusive Program for selected Laboratories 

• Enhance product reviewers' confidence in medical device testing for 
premarket submission

• Decrease the need for the FDA to request additional information 
regarding testing methodologies  

• Increases consistency and predictability in the FDA's approach to 
assessing conformance with FDA-recognized consensus standards and test 
methods

• The device manufacturer includes the ASCA summary test report with its 

own declaration of conformity in a premarket submission to the FDA.



FDA-approved ASCA laboratory

Slava Pilyagin: Expert Product Safety Engineer & Safety Department Team Leader.

Email: Slava-m@itlglobal.org , Phone: 08-918-6128 , Mobile: 054-7450436 

mailto:Slava-m@itlglobal.org


FDA-approved ASCA laboratory

Slava Pilyagin: Expert Product Safety Engineer & Safety Department Team Leader.

Email: Slava-m@itlglobal.org , Phone: 08-918-6128 , Mobile: 054-7450436 

mailto:Slava-m@itlglobal.org


Purpose and specific goals
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• Public Health

• Improvement and Development of FDA Work processes

• Policy regarding Agency review of determinations (i.e., test results)
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List of FDA Recognized Consensus Standards
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• 3  groups = 91 standards
• Devices used in patient care settings 

(IEC 60601/80601 series of standards)
• Basic Safety and Essential Performance
• Devices used in laboratory settings 

(IEC 61010 series)
• Biocompatibility - Biological evaluation of 

medical devices (ISO 10993 series)
• Pass/Fail criteria approach
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Inspection of the Manufacturer’s RMF
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• Preparing ASCA summary, while testing and writing test 
reports by evaluating RMF

• Adequacy of determined risks in NC and SFC
• Correct references of risks in RMF
• FDA final solutions regarding RMF process
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ASCA Process and Application model
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Implementation Timeline
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➢ Testing 
laboratory 
conducts 
testing and 
drafting the 
reports, 
including 
ASCA 
Summary 
report

➢ Manufacturer 
submits 
application 
to FDA

➢ FDA reviews 
application 
within 60 days

➢ FDA notifies the  
manufacturer 
regarding final 
decision via 
email and if 
applicable of 
any related 
issues
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Roles and Responsibilities - Device Manufacturers 
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• Device manufacturers chooses the use an ASCA-
accredited testing laboratory to conduct testing 
included in a premarket submission

• Device manufacturers together with the Laboratory 
chose the appropriate FDA-recognized consensus 
standards related to the intended use of the product

• Device manufacturers are responsible for 
documenting how testing supports premarket 
authorization
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Roles and Responsibilities - Testing Laboratory 
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• The testing laboratory agrees to ensure that relevant 
contextual information from the intended use of the 
device and manufacturer’s essential performance
specifications, relevant test procedure or project-
specific test plan.

• ASCA-accredited testing laboratories perform testing 
in accordance with ASCA defined procedure

• FDA Engagement with Testing Laboratories
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Premarket Submission Contents
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• Cover Letter
• Declaration of Conformity

• Responsible Party
• Product Identification
• Statement of Conformity
• Limitations on the validity

• Supplemental Documentation 
• Product Test Reports
• ASCA summary test report
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• Administrative Information
• Testing Laboratory Name
• Testing Location
• Testing Dates, i.e.

ASCA Summary Test Report (1)
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• Device 
Essential 
Performance 
Characteristics
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• Use Environment
• Home Healthcare
• Professional Healthcare
• Magnetic Resonance (MR)
• Emergency, i.e.

ASCA Summary Test Report (2)
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• Clauses 
Tested -

Clauses 
Deemed 
Applicable 
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• Modification(s) to Test Methods and/or 
Acceptance Criteria

• Additional Testing Performed

ASCA Summary Test Report (3)
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• Device 
Configuration(s) 
and Mode(s) 
of Operation
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• Observations and Degradations During 
Testing

• Modifications During Testing
• Concerns 

Identified

ASCA Summary Test Report (4)
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• FDA grants ASCA Recognition to qualified testing 
laboratories to perform premarket testing for medical 
device companies

• The device manufacturer includes the ASCA Summary 
Test Report with its own Declaration of Conformity in 
a premarket submission to the FDA

Important Things to Consider
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• Choose accredited 
and confident 
Testing Lab to 
process your needs
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• Interested in a quote, guidance, or a preliminary 
investigation?

• Contact Us:

ITL Head Office: Global Market Access – Testing and Certifications 

Bat Sheva St. POB 6117, LOD 7120101, Israel

Tel: +972-74-769-15-31

Fax: +972-8-9153101

E-Mail: Standard@itlglobal.org

How Can We Help?
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Thank You!
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Presented by: Slava Pilyagin. 

Expert Product Safety Engineer. Safety Department Team Leader. 
Medical Device, Household, Laser and Photobiological Safety.

The Market Leaders 

Questions
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