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MEDICAL DEVICE QUALITY IS ALL WE DO, AND 
WE’RE ALWAYS AHEAD OF THE GAME.

“My QMS is world class” “Design controls lifesaver”

“One-stop shop” “Fantastic product, even better team”

FEATURED IN

75
years industry 
experience

125k
podcast listeners

#1
blog and podcast 
in the industry

68k
look to us for the 
latest in quality “Great eQMS Software…”

“The software is easy to use with little to no customization 
needed. It has been a great tool for developing our device 
through design control. The post-market additions have been 
amazing as well as tasks. After using multiple types of eQMS
software over the years this is the best by far!”
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Today’s Goals

u Step 1: Know about devices/510(k)s/and substantial equivalence
u Step 2: Know your device
u Step 3: Get to know your predicate(s)
u Step 4: Understand what needs to go into your 510(k)
u Step 5: Understand what doesn’t need to go into your 510(k)
u Step 6: Submit your small business designation request
u Step 7: Don’t mess up your User Fee or eCopy
u Step 8: Understand the 510(k) review process
u Step 9: Listen to your reviewer
u Step 10: Don’t pester your reviewer
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What is a Medical Device?
A device is:

u "an instrument, apparatus, implement, machine, contrivance, 
implant, in vitro reagent, or other similar or related article, including 
a component part, or accessory which is: 

u recognized in the official National Formulary, or the United States 
Pharmacopoeia, or any supplement to them,

u intended for use in the diagnosis of disease or other conditions, or in the 
cure, mitigation, treatment, or prevention of disease, in man or other 
animals, or

u intended to affect the structure or any function of the body of man or 
other animals, and which does not achieve its primary intended purposes 
through chemical action within or on the body of man or other animals 
and which is not dependent upon being metabolized for the achievement 
of any of its primary intended purposes."

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm



What is a 510(k)?
21 U.S.C. 
United States Code, 2010 Edition
Title 21 - FOOD AND DRUGS
CHAPTER 9 - FEDERAL FOOD, DRUG, AND COSMETIC ACT
SUBCHAPTER V - DRUGS AND DEVICES
Part A - Drugs and Devices
Sec. 510 - §360 Registration of producers of drugs or devices

(k) Report preceding introduction of devices into interstate commerce

Each person who is required to register under this section and who proposes to begin the introduction 
or delivery for introduction into interstate commerce for commercial distribution of a device intended 
for human use shall, at least ninety days before making such introduction or delivery, report to the 
Secretary or person who is accredited under section 360m(a) of this title (in such form and manner as 
the Secretary shall by regulation prescribe)…

“We will notify you when the processing of your 510(k) has been completed or if 
any additional information is required. YOU MAY NOT PLACE THIS DEVICE INTO 
COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING 
YOU TO DO SO.”



What are the regulations for Medical Devices?

There are ~1800 generic groups of devices

u Devices are classified within 16 medical specialties
u 21 CFR 862-892

862: Clinical Chemistry/Toxicology
864: Hematology and Pathology
866: Immunology and Microbiology
868: Anesthesiology
870: Cardiovascular
872: Dental
874: Ear, Nose and Throat
876: Gastroenterology-Urology

878: General and Plastic Surgery
880: General Hospital and Personal Use
882: Neurological
884: Obstetrical and Gynecological
886: Ophthalmic
888: Orthopedic
890: Physical Medicine
892: Radiology



What does FDA use to decide SE? – FDA Guidance

http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm284443.pdf





What does FDA use to decide SE? - FDA Databases

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
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Know Your Device: A Case Study 

http://biomonde.com/us/



Know Your Predicate – A Case Study

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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Know Your Predicate – A Case Study

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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Know Your Predicate – A Case Study

21 CFR 807.93



Know Your Predicate – A Case Study



Know Your Predicate – A Case Study

http://www.accessdata.fda.gov/scripts/foi/FOIRequest/requestinfo.cfm
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/format-traditional-and-abbreviated-510ks-guidance-industry-and-fda-staff

Understand what needs to go into your 510(k)



Understand what needs to go into your 510(k)
u 1. Medical Device User Fee Cover Sheet 

u 2. CDRH Premarket Review Submission 
Cover Sheet

u 3. 510(k) Cover Letter

u 4. Indications for Use Statement

u 5. 510(k) Summary or 510(k) Statement

u 6. Truthful and Accuracy Statement

u 7. Class III Summary and Certification

u 8. Financial Certification or Disclosure 
Statement

u 9. Declarations of Conformity and 
Summary Reports

u 10. Executive Summary

u 11. Device Description

u 12. Substantial Equivalence Discussion

u 13. Proposed Labeling

u 14. Sterilization and Shelf Life

u 15. Biocompatibility

u 16. Software

u 17. Electromagnetic Compatibility and 
Electrical Safety

u 18. Performance Testing – Bench

u 19. Performance Testing – Animal

u 20. Performance Testing – Clinical

u 21. Other
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Understand what doesn’t need to go into your 510(k)

u 1. Medical Device User Fee Cover Sheet 

u 2. CDRH Premarket Review Submission 
Cover Sheet

u 3. 510(k) Cover Letter & RTA Checklist

u 4. Indications for Use Statement & 
Comparison to Predicate Indications

u 5. 510(k) Summary or 510(k) Statement

u 6. Truthful and Accuracy Statement

u 7. Class III Summary and Certification
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u 10. Executive Summary

u 11. Device Description

u 12. Substantial Equivalence Discussion
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u 21. Other (Previous Interactions w. FDA, 
Usability/Human Factors, RWE)

(Case Study Continued)
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https://www.fda.gov/media/93354/download

Submit your small business designation request

«Fun fact: 
A small business is defined as a business, including its affiliates, whose gross 
receipts and sales are less than $100 million for the most recent tax year.”
«Fun fact: 
For FY20 a standard 510(k) will cost $11,594. But if you’re a small business, 
you’ll only pay $2,899. That’s a savings of $8,695!



https://userfees.fda.gov/OA_HTML/mdufmaCAcdLogin.jsp

Don’t mess up your User Fee or eCopy

«Fun fact: 
If this is your first device submission and/or don’t have a currently marketed 
device, you might not need to pay a registration fee (FY20 $5,236) in order to 
submit your 510(k)! 



https://userfees.fda.gov/OA_HTML/mdufmaCAcdLogin.jsp

Don’t mess up your User Fee or eCopy

«Fun fact: 
If you don’t submit the User Fee Cover Sheet with your 510(k), you will be 
placed on User Fee Hold. [Ok, maybe not such a fun fact.]



https://www.fda.gov/media/83522/download

Don’t mess up your User Fee or eCopy

«Fun fact: 
Save a tree and don’t send your whole 510(k) to FDA. Add the following to your 
cover letter: “This Traditional 510(k) Premarket Notification is submitted as 
one paper copy and one eCopy on a CD. The eCopy is an exact duplicate of the 
paper copy, except only the cover letter and cover sheet have been printed.”
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Submit 
510(k)

FDA Receipt 
of 510(k)

510(k) 
Accepted

Interactive 
Review

SE 
/Clearance

510(k)
Refused

Hold /
AI Letter

NSE

DAY 1

DAY 15DAY 60

DAY 90

New Device

510(k) Review 
Process

«Fun fact: 
In FY18, there were 3,463 submissions received at FDA. 
~70% passed RTA and ~30% failed RTA. As of March 2019, 

~95% of all FY18 510(k)s were accepted. 
«Fun fact: 

In FY18, ~65% of 510(k) received an Additional 
Information (AI) request.
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Understand the 510(k) review process
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Understand the 510(k) review process
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https://www.fda.gov/media/128160/download



FDA Goals Regarding Time to Decision
(in days)

https://www.fda.gov/downloads/ForIndustry/UserFees/MedicalDeviceUserFee/UCM535548.pdf

FY13 FY14 FY15 FY16 FY17 FY18 FY19 FY20 FY21 FY22

510(k) 135 135 130 130 124 124 120 116 112 108

Understand the 510(k) review process
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Understand the 510(k) review process



Listen to/Don’t pester your reviewer
u According to the indications for use, your device is indicated for use in 

debriding non-healing necrotic skin wounds due to zombie bites. You provided 
bench performance testing for your device along with cadaveric testing. 
While this information is helpful, your device is intended for use on a dynamic 
living human. As previously discussed during the teleconference for your Q-
Submission (Q190000), you need to provide representative testing that 
adequately simulates real world use of the device. Please provide a clinically 
relevant study that evaluates the in vivo response for this specific indication. 
This testing is requested to evaluate whether the device is as safe as the 
cited primary predicate when used for non-healing necrotic skin wounds due 
to zombie bites. 

u We encourage collaboration on clinical safety testing design via the Pre-
Submission program. This may help ensure study data are most effective in 
demonstrating substantial equivalence of the subject and predicate devices.

u Alternatively, you may choose to remove this indication from your indications 
for use statement. 

45



Thank you!
Questions?

Allison C. Komiyama, PhD, RAC
akomiyama@acknowledge-rs.com

AcKnowledge-RS.com


