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Conformity Assessment
 Do standards lend themselves to 

adequate Conformity Assessment Reports (e.g. TRFs)
 Enhance the use of declarations of conformity 

in device submissions
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Standards Assessment
 Effectiveness of standard
 Data to support standards future
 Issues with CA

Adoption/Implementation
 Is there a need for Transition for 

implementation?
 Country/Regional Deviations
 Regulatory challenges

Total Standards Life Cycle

Communication on RA 
needs/differences during 
development
Committee make up
Testing V/V during development?

Recognition
• How does recognition enhance 

the use of the standard?
• What information can accompany 

recognition?
• Educational needs for 

stakeholders.
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What is ASCA?

• Accreditation Scheme for Conformity Assessment (ASCA)

• Voluntary program leveraging a well-established international conformity 
assessment infrastructure 

• Capitalizes on voluntary consensus standards in device development and review 

• “Puts medical device standards to work” in conformity assessment

Presenter Notes
Presentation Notes
ASCA is a voluntary program that was developed with input from experts across the medical device manufacturing and conformity assessment communities. ASCA is built upon a well-established international conformity assessment infrastructure, and it capitalizes on the use of voluntary consensus standards in device development and review. As we like to say in S-CAP, we are “putting standards to work’” on both an individual submission level as well as on the international level!




ASCA Goal: 
Streamline 
conformity 

assessment 
in premarket 

review

• Communicates expectations on standards 
use to testing organizations and industry

• Removes the guesswork about 
supplemental documentation needs

• Provides templates for declarations of 
conformity and Summary Test Reports

• Identifies the minimum documentation 
needed to accompany a declaration of 
conformity

• Reduces time needed for the conformity 
assessment element of device review

• Less need for Additional Information 
questions, internal consults and complete 
test report review

Presenter Notes
Presentation Notes
ASCA’s goal is simple: to streamline the conformity assessment elements of premarket review. It was built to increase FDA’s confidence in the test methods and results we see in device submissions, meaning that manufacturers should see fewer requests for additional information regarding testing methods. FDA expects to need fewer internal consults, and less complete test report review.

ASCA also removes much of what manufacturers sometimes call ‘guesswork’ about what supplemental documentation to include in their submissions. The ASCA guidance documents feature templates for declarations of conformity and Summary Test Reports and they also stipulate the minimum documentation that FDA needs to see accompany a declaration of conformity. This, in turn, helps leads to a review process that is more consistent, more predictable, and more efficient – which supports CDRH’s commitment to a “least burdensome” approach. 





How ASCA Works

1.  FDA grants ASCA 
Recognition to 

qualified 
accreditation bodies

2.  Test labs obtain 
ASCA Accreditation 

from the FDA

3.  Device 
manufacturers  select 
ASCA-accredited test 

lab 

4.  ASCA-accredited 
test lab conducts  

testing and provides 
relevant information  

to manufacturer

5.  Manufacturer 
includes declaration of 
conformity and ASCA 
Summary Test Report 

in submission 

6.  FDA conducts 
review per the 

ASCA Pilot 
guidances



ASCA Guidances
• Program guidance

– Accreditation Scheme for Conformity 
Assessment (ASCA) Pilot Program

• Standards-specific guidances
– Biocompatibility Testing of Medical 

Devices

– Basic Safety and Essential Performance 
of Medical Electrical Equipment, 
Medical Electrical Systems, and 
Laboratory Medical Equipment

Presenter Notes
Presentation Notes
As I am sure you aware, the FDA frequently issues guidance documents to outline a program or offer advice to industry. We used the guidance process to establish ASCA. Three guidance documents outline the parameters of the ASCA Pilot. The first is a program guidance, with general information about the Pilot and how to participate. The other two are standards-specific guidances that outline specifications for the two standards families included in the Pilot: biocompatibility and basic safety and essential performance.





Example ASCA Summary Test Report: Cytotoxicity

Presenter Notes
Presentation Notes
Here is a sample ASCA Summary Test Report for one test, the MEM Elution cytotoxicity. As you can see, the Summary Test Report is only two pages, the red text is what test labs will fill in. Critical testing conditions like extraction conditions and sample preparation and data are captured in the same format. Since we are confident in these ASCA-accredited test labs and their methods and results, this twopage summary is all we will generally look at. 



ASCA Submissions: Early Experience
• ASCA Summary Test Reports 

similar in format to guidance 
example

• All critical information in the 
guidance captured in the Summary 
Test Report

• Internal FDA review checklists use 
similar format as the ASCA 
Summary Test Report

• Easy and fast review compared to 
full test report reviews

Presenter Notes
Presentation Notes
To quickly summarize everything we’ve seen so far, aside from the example in the prior slide, 


The key ASCA provides is having TLs demonstrating competencies to the complex testing in certain standards that leads to increased confidence in the testing conducted and bringing the important information in a summarized format in our reviews. 

In the submissions we are beginning to see that test labs are providing the information we are requesting in ASCA Summary Test Reports, both with regards to their formatting (which makes it easy for reviewers to see consistency in information) and also content as the need-to-know information is easily accessible. 

Our review checklists for ASCA reviews mirror the Summary Test Reports and have helped direct ASCA reviews. And finally, review staff report that the formatting and streamlined content of the ASCA Summary Test Reports make the review process go much more quickly than with complete test report reviews. 

Of course, it is early days, but what we have seen so far is very encouraging. We received everything we needed: the ASCA Summary Test Report template was used, all the data and testing conditions were captured, it worked well with our internal review checklists that follow the ASCA Summary Test Report. All in all, reviews have been easy and fast. 




Join the Standards Conversation
• Nations (through their ‘national bodies’ or ‘national committees’) are ISO and IEC 

members; they appoint individuals to represent them 
• National bodies are responsible for ISO and IEC work within their countries
• National bodies appoint national or ‘mirror’ committees (called TAGs in the US) 

whose work mirrors that of the ISO and IEC bodies
― Develop consensus on issues
― Review proposals and documents
― Comment on new standards

• Regulators should participate at both the national (for example, national bodies or 
mirror committees) and the international levels (ISO and IEC committees)
― Goal: build regulatory interests into the standards (e.g., test methods, acceptance criteria)
― Submit effective comments

Presenter Notes
Presentation Notes
We have mentioned ‘national bodies’ and ‘national committees’ before in this session. If we hope to participate in these groups, we must know how to get engaged. That process is not always as clear as we would like it to be. This and the next few slides will demonstrate how to join this work at the national body level, a good place to start.

These organizations within the SDO member countries develop national consensus on issues and standards that SDOs work on. The national bodies – so called by ISO – and ‘national committees – so called by IEC – are often national standards organizations themselves, and they conduct their work under the same consensus principles that are so important to standards development. 

What do these national bodies do? First, they appoint the individuals who will actually sit on the ISO and IEC Technical Committees to represent their country. The national bodies also convene ‘mirror committees’ to work on the consensus building needed to develop a national position and vote at the SDO level. This includes reviewing documents, coming to agreement and commenting on the standards under development. The individuals who have been appointed to the ISO and IEC Technical Committees then take the national bodies’ position to the SDOs’ Technical Committees. 

It is very important that regulators participate on both sides of this work: on their national bodies and at the SDO level. The only way to build standards that are useful for regulatory purposes is to sit at the table with the standards developers. That perspective is integral to standards development. 



International Resources
• IMDRF Essential Principles of Safety and Performance of Medical Devices and IVD Medical Devices: 2018 

http://imdrf.org/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf
• IMDRF Optimizing Standards for Regulatory Use guidance: 

http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181105-optimizing-standards-n51.pdf
• International Electrotechnical Commission (IEC) 

http://www.iec.ch/about/activities/standards.htm?ref=home
• International Organization for Standardization (ISO) 

https://iso.ch/home.html
• ISO Conformity Assessment tools to support public policy: the CASCO Toolbox 

https://www.iso.org/sites/cascoregulators/02_casco_toolbox.html
• ISO/IEC Directives Parts 1 (Ed. 13, 2017) and 2 (Ed. 7, 2016)

https://www.iec.ch/members_experts/refdocs/iec/isoiecdir-1-consolidatedIECsup%7Bed13.0%7Den.pdf
https://www.iso.org/sites/directives/current/part2/index.xhtml

• GHWP WG8  - AHWP/WG2-WG8/F002:2014  Role of Standards in the Assessment of Medical Devices
http://www.ahwp.info/sites/default/files/2017-07/Final_GHWP_WG2_WG8_F002_2014.pdf

Presenter Notes
Presentation Notes
This slide is the first of two that list links of international and SDO interest. 

http://imdrf.org/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181105-optimizing-standards-n51.pdf
http://www.iec.ch/about/activities/standards.htm?ref=home
https://iso.ch/home.html
https://www.iso.org/sites/cascoregulators/02_casco_toolbox.html
https://www.iec.ch/members_experts/refdocs/iec/isoiecdir-1-consolidatedIECsup%7Bed13.0%7Den.pdf
https://www.iso.org/sites/directives/current/part2/index.xhtml
http://www.ahwp.info/sites/default/files/2017-07/Final_GHWP_WG2_WG8_F002_2014.pdf


International Resources, cont’d
• ISO/IEC Guide 59, ISO and IEC recommended practices for standardization by national bodies 2019

https://www.iso.org/standard/71917.html
• ISO/IEC Guide 63:2012 Guide to the development and inclusion of safety aspects in International Standards for medical 

devices 
https://www.iso.org/standard/50729.html

• ISO/IEC 17007:2009, Conformity assessment – Guidance for drafting normative documents suitable for use for 
conformity assessment

https://www.iso.org/standard/42635.html
• ISO/IEC 17050-1:2004 Conformity Assessment – Supplier’s Declaration of Conformity – Part 1: General Requirements

https://www.iso.org/standard/29373.html#:~:text=ISO%2FIEC%2017050%2D1%3A2004%20specifies%20general%20requireme
nts%20for,irrespective%20of%20the%20sector%20involved.

• ISO/IEC 17050-2:2004 Conformity Assessment – Supplier’s Declaration of Conformity – Part 2: Supplemental 
Information

https://www.iso.org/standard/35516.html
• ISO 14971:2019 Medical devices – Application of risk management to medical devices

https://www.iso.org/standard/72704.html
• Society for Standards Professionals 

https://www.ses-standards.org/page/A2?
• World Health Organization WHO Global Model Regulatory Framework for Medical Devices including in vitro diagnostic 

medical devices 2017
https://apps.who.int/iris/handle/10665/255177

• World Trade Organization Agreement on Technical Barriers to Trade 1994
https://www.wto.org/english/docs_e/legal_e/17-tbt_e.htm

Presenter Notes
Presentation Notes
This is page two of the international resources. 

https://www.iso.org/standard/71917.html
https://www.iso.org/standard/50729.html
https://www.iso.org/standard/42635.html
https://www.iso.org/standard/29373.html#:%7E:text=ISO%2FIEC%2017050%2D1%3A2004%20specifies%20general%20requirements%20for,irrespective%20of%20the%20sector%20involved
https://www.iso.org/standard/35516.html
https://www.iso.org/standard/72704.html
https://www.ses-standards.org/page/A2
https://apps.who.int/iris/handle/10665/255177
https://www.wto.org/english/docs_e/legal_e/17-tbt_e.htm


FDA Relevant Guidances
• Recognition and Withdrawal of Voluntary Consensus Standards guidance

www.fda.gov/regulatory-information/search-fda-guidance-documents/recognition-and-withdrawal-
voluntary-consensus-standards

• Appropriate Use of Voluntary Consensus Standards in Premarket Submissions for 
Medical Devices guidance
www.fda.gov/regulatory-information/search-fda-guidance-documents/appropriate-use-voluntary-
consensus-standards-premarket-submissions-medical-devices

• Recommended Content and Format of Non-Clinical Bench Performance Testing 
Information in Premarket Submissions: Guidance for Industry and Food and Drug 
Administration Staff 
https://www.fda.gov/media/113230/download

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recognition-and-withdrawal-voluntary-consensus-standards
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/appropriate-use-voluntary-consensus-standards-premarket-submissions-medical-devices


• Standards & Conformity Assessment Program
www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/standards-
and-conformity-assessment-program#intro

• FDA Recognized Consensus Standards Database
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

Email: CDRHStandardsStaff@fda.hhs.gov

US Standards Resources

Presenter Notes
Presentation Notes
On this slide, we share four FDA resources: the S-CAP web page, a link to our Recognized Consensus Standards Database, and links to the two guidances we talked about earlier: the Recognition and Withdrawal of Voluntary Consensus Standards guidance and the Appropriate Use of Voluntary Consensus Standards in Premarket Submissions for Medical Devices guidance. 


http://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/standards-and-conformity-assessment-program#intro
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
mailto:CDRHStandardsStaff@fda.hhs.gov


FDA ASCA Resources
• ASCA web page

www.fda.gov/medical-devices/standards-and-conformity-assessment-program/accreditation-
scheme-conformity-assessment-asca

• ASCA program guidance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/accreditation-
scheme-conformity-assessment-asca-pilot-program

• ASCA Standards-specific guidances
– Basic Safety and Essential Performance standards-specific guidance:                                                

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/basic-safety-and-essential-
performance-medical-electrical-equipment-medical-electrical-systems-and

– Biocompatibility standards-specific guidance:                                                                                   
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/biocompatibility-testing-
medical-devices-standards-specific-information-accreditation-scheme

• Ask ASCA! Email: ASCA@FDA.HHS.GOV

Presenter Notes
Presentation Notes
If you’d like to learn more about FDA’s conformity assessment initiative, here are several key resources, including the guidances that implement the program. 

http://www.fda.gov/medical-devices/standards-and-conformity-assessment-program/accreditation-scheme-conformity-assessment-asca
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/accreditation-scheme
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/accreditation-scheme-conformity-assessment-asca-pilot-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/basic-safety-and-essential-performance-medical-electrical-equipment-medical-electrical-systems-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/biocompatibility-testing-medical-devices-standards-specific-information-accreditation-scheme
mailto:ASCA@FDA.HHS.GOV


Industry Education
1. CDRH Learn:  Multi-Media Industry Education

 Over 200 modules
 Videos, audio recordings, power point presentations, software-based “how to” modules
 Mobile-friendly:  access CDRH Learn on your portable devices
www.fda.gov/CDRHLearn

2. Device Advice:  Text-Based Education
 Comprehensive regulatory information on premarket and postmarket topics
www.fda.gov/DeviceAdvice

3. Division of Industry and Consumer Education (DICE)
 Contact DICE if you have a question
 Email:  DICE@fda.hhs.gov
 Phone:  1(800) 638-2041 or (301) 796-7100 (Hours: 9 am-12:30 pm; 1 pm-4:30pm EST)
 Web:  www.fda.gov/DICE
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Presenter Notes
Presentation Notes
And finally, we encourage you to refer to CDRH Learn and Device Advice for additional regulatory resources. 

http://www.fda.gov/CDRHLearn
http://www.fda.gov/DeviceAdvice


Presenter Notes
Presentation Notes
Thank you for the opportunity to share this information with you. I’ll turn it back over to [insert name] now for our next session [or Q&A]
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