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| GROUP 1 - COVER SHEET FORMS

Group 1— Cover Sheet Forms
Section 1.0 — Medical Device User Fee Cover Sheet (Form FDA 3601)

Section 2.0 — CDRH Premarket Review Submission Cover Sheet

There are going to be several sections of your 510(k) submission that are going
to revolve around forms or templates that you get directly from the FDA. The first
two sections of your 510(k) submission consist entirely of FDA forms for you to

complete.

Section 1.0 is the (FDA Form 3601 and
Section 2.0 is the

(FDA Form 3514),

Seems pretty straightforward right?

There are a couple of things that you’ll need to keep in mind.
First and foremost — make sure you’re using the current revision of the form.

If you’re preparing several 510(k) submissions, you’re going to want to save
yourself time and download a copy of the form. Just make sure that before you

go to use it, that it’s still current.

Second — make sure you’re using Internet Explorer and have the latest version

of Adobe Acrobat.
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http://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm452525.htm

You might be wondering why this matters.
If you try to access FDA forms in another browser, it’s not going to work.
If you try to open the saved pdf file in another reader, it’s not going to work.

Instead of pulling your hair out trying to get forms to open with something else,
download them now. You might only use them for viewing files from the FDA

website, but at least they’re free to download.

Now that we’ve gotten that out of the way, it’s time to get into

the forms in more detail.

The Medical Device User Fee Cover Sheet is now actually only available online.

You will need to register with the FDA to be able to view it.

In all reality, it’s just a receipt of payment. It contains basic information and type
of submission. All you need to do is include a copy of it as section 1.0 in your

submission.

The FDA provides detailed on how to create you cover

sheet

As far as first sections go, that wasn’t so bad — was it?

The CDRH Premarket Review Submission Cover Sheet is a little more involved.

It's about 5 pages long and contains 9 sections.


https://userfees.fda.gov/OA_HTML/MDUFA510KCScreation.pdf
https://userfees.fda.gov/OA_HTML/MDUFA510KCScreation.pdf

The first few sections (sections A — D) are straightforward. It’s basic information

about the type of submission, reason for submission, and applicant.

It can start to get a little more complicated after that. When you get to Sections E

and F, take a few moments to read and re-read the form.

Section E is asking about the PREDICATE device. Section F is asking about

YOUR device. The big problem? The two sections run together.

There is a black line separating them, but there’s no white space to help you
out. It's not uncommon for people to put the predicate device name in section F

instead of their product name.

And finally, a reminder to check that the statement on
the form matches the indications for use statement used in the rest of the

submission. (This is )

Congrats, you’ve officially made it through the first two sections of your

510(k) submission!

Progress.

Go ahead and create a folder on your computer to start organizing everything now.
Take those forms and put them in folders labeled section 1.0 and section 2.0. It’s also

a good idea to go ahead and create the cover sheets for those sections now too.

Get organized now (you’ll be glad you did later) and then let’s move on to the

next sections.

g greenlight guru
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http://blog.greenlight.guru/intended-use-and-indications-of-use

GROUP 2 - WHAT OTHERS CAN SEE

Section 3.0 — 510(k) Cover Letter
Section 4.0 — Indications for Use Statement
Section 5.0 — 510(k) Summary

Section 3.0 is exactly what it sounds like.

It's a cover letter with some basic administration information, the basis for the
submission, and a table providing information on the design and use of the

device. It should be kept fairly straight forward and to the point.

In all reality, it’'s going to be one of the last documents you create as part of your

submission.

Do be sure your cover letter includes all of the following:
« Type of 510(k) submission, Abbreviated or Traditional
« Your device type in plain terms, i.e., by its common name
« 510(k) submitter
- At least one contact person, by name, title, and phone number
« Your preference for continued confidentiality (21 CFR 807.95)
+ Your recommended classification regulation
« Class (i.e., whether it is unclassified or a class |, Il, or lll device)
« Review panel
« FDA product code

« Any FDA document numbers associated with prior formal
correspondence with FDA (e.g., IDE, pre-IDE, 510(k), PMA, request

for designation (RFD)) related to your device.



After the initial forms and cover letter, come some very important

sections.

Section 4.0 - and Section 5.0 -

510(k) Summary are what you will find if you go searching the 510(k) database.

According to “FDA will make a 510(k) summary of the safety
and effectiveness data available to the public within 30 days of the issuance of

a determination that the device is substantially equivalent to another device.”

That means the summary document you created will be out there for everyone

to see. That’s why these sections are so important.

Things can start to get a little trickier in section 4.0 —
Statement. Once again, the format is addressed by a form -- . (You’re
going to start to notice a trend of forms provided to handle the format of certain

sections. If there’s not a form, then there’s likely a guidance document describing it.)

The tricky part is in the actual content of your indications for use statement. This

is a key component of your submission.

You have to prove substantial equivalence of the indications for use between
your device and the predicate device. You’re going to be tempted to get more

specific than the predicate device.

You might be thinking about ways you can better market your device if you can
claim it’s intended for use in a specific way. You might even be thinking that you

can do less testing if you get more specific.
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http://blog.greenlight.guru/fda-510-k-submission?hs_preview=pFSkUaOQ-4715085513
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=807.95
http://blog.greenlight.guru/intended-use-and-indications-of-use
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM360431.pdf

Unfortunately, it doesn’t exactly work that way. The level of specificity needs

to match between your device and the predicate device.

If you get more specific, you may raise questions on safety and efficacy of the
new device and need to provide additional testing. Or you may get told by the

FDA to change your indications for use...or even to pick a new predicate device.

Either way, it can mean a longer time to market.

While there’s no set form for section 5.0, you are required to provide certain
information in the 510(k) summary (Hint — that content is spelled out for you

in CFR 21 Part 807.92 with more clarification in this guidance document).

The whole goal of this section is to be a summary of the rest

of your submission.

A lot if the information from the cover letter is going to be included, as well

as a summary

of the substantial equivalence comparison and of the testing that was performed.

It's the Reader’s Digest version of your entire submission.

As | mentioned earlier, the FDA makes this summary public within 30 days of the
decision. So, you’re also walking a fine line not to include too many details and

still meet the FDA's minimum requirement.



I GROUP 3 - TEMPLATED SECTIONS

Section 6.0 — Truthful and Accuracy Statement
Section 7.0 — Class lll Summary and Certification
Section 8.0 — Financial Certification or Disclosure Statement

Section 9.0 — Declarations of Conformity and Summary Reports

Now that we’ve gotten all of the introductory pieces out of the way, there are
4 templated sections to get through before getting into all the details of your

proposed medical device.

These sections are going to be fairly straightforward.

Section 6.0 — Truthful and Accuracy Statement is exactly what it sounds like.
It's a statement that certifies that all of the information included is truthful and

accurate and that nothing has been omitted.

To make it even easier for you, the FDA has provided you with the

Don'’t forget the lessons you learned in Group 1, the following sections

contain forms and the same guidelines still apply.

Section 7.0 — Class Illl Summary and Certification might be just as easy to complete
as section 6.0 was, if your device is class Il. If you have a class Il device, which
is going to be most of the 510(k) submissions, the section is going to consist

of a single sentence: “This device is not a class Il device.”
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http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm142707.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm142707.htm

If your device type is a class lll, but does not require a PMA, you’ve got a bit

more work to do for this section.

Once again, the FDA has provided you to start the section.
After that, you’ll need to provide a summary of the types and causes of safety/

effectiveness problems and the data to back it up.

Section 8.0 - Financial Certification or Disclosure Statement is another section
that might contain a single sentence. If you didn’t perform any clinical studies as
part of testing the device, you can simply include a single sentence: “No clinical

studies were performed to test this device.”

And once again, if you did perform clinical studies, the FDA has very kindly

provided the forms for you to use.

You might notice that this section is titled Financial Certification or Disclosure

Statement. That’s because there are two different forms that you might need to use.

is used if you did not pay the clinical investigators

enough money that it might impact the results.

WHAT DOES THAT MEAN?

It means that outside of paying for the costs of the study, there was no equity
interest or payment of another kind (such as a grant) given to the clinical

investigators.


http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm142662.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm142662.htm

is used if you did pay the clinical investigators.

Part of that form includes submitting the details of how you mitigated any bias.

Section 9.0 — Declarations of Conformity and Summary Reports is going to vary
in length and content, depending on your medical device and the type of 510(k)

you are submitting.

If there is a guidance document for your medical device or you followed
a recognized standard for designing or testing your device, this section is where

you that information.

For each standard that you followed, you should include a declaration

of conformity

(identifying the standard and whether you followed it as-is or had deviations).

If you followed a device specific guidance, you should include a summary report

of the testing.

The FDA does give you the option of including a statement about testing that will

be conducted before marketing the device as well. Use that last option sparingly.

Note: This is especially important if you are submitting an Abbreviated
510(k). Why? Because an Abbreviated 510(k) is when you declare
conformity to recognized standards or provide summary reports showing

conformity to a guidance document to streamline the review of the 510(k)

submission.
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http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm142662.htm

If you noticed, we didn’t just tell you to leave sections 7.0 and 8.0 blank if they
didn’t apply. We told you to include a statement about why these sections are

not applicable.

It's important to remember that your submission looks like an incomplete submission

without them. And you’re going to either get rejected or get asked to supply them.

GROUP 4 - COMPARING YOUR
PRODUCT VS. PREDICATE(S)

Section 10.0 — Executive Summary

Section 11.0 — Device Description

Section 12.0 — Substantial Equivalence Discussion

At this point, you’ve made it halfway through your 510(k) submission. Give

yourself a pat on the back and take a few deep breaths.

The last half of the 510(k) submission is going to go one of two

ways — easy or hard.

Have you kept up with documentation,
documentation, and establishing a If not, then

the last half of the submission could be rather difficult and time consuming.


http://www.greenlight.guru/design-control-software
http://www.greenlight.guru/risk-management-software
http://www.greenlight.guru/quality-management-software

If you have a quality management system and have been documenting your
design controls and risk management as you go, it’s going to be a whole lot

easier.

The second half of the 510(k) submission starts with another

summary.

Section 10.0 — Executive Summary should describe your medical device, concisely

compare it to the predicate device, and summarize all of the testing you’ve done.

DOES THIS SOUND FAMILIAR?

The 510(k) Summary you wrote in Section 5.0 is going to contain a lot of the

same information.

The big difference is that the Executive Summary is not released on the internet
after substantial equivalence determination has been made. That means you can

include a more detailed summary on what testing has been performed.
After the Executive Summary, each section is going to be a lot more detailed.

Luckily the FDA eases you into this by asking for the device description — again.
You might be wondering why you have an entire section devoted to the device

description, when you’ve already included it in at least 3 other sections by now.

Remember how | said each section is going to be a lot more detailed?

It starts now.
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Section 11.0 — Device Description is not just the brief description you’ve been

using over and over again.

Remember all those design controls you have been documenting? We’re going
to be pulling up the file and design controls contents and printing
out copies from here on out. From your grab the detailed
drawings (complete with dimensions and tolerances) for each device, accessory,

and component.

Does any part of your device come into patient contact? You’ll want to list those
components and include the material specifications. If there are any applicable
device-specific guidance documents, make sure you any of the requirements in

the device description.

The device description section gets the FDA reviewer intimately familiar with

your device.

It sets the stage for Section 12.0 — Substantial Equivalence Discussion.

The basis for the 510(k) submission is to show that your new device is safe and
effective, because it’s a lot like another device that’s already been reviewed and

cleared by FDA.

It's time to essentially go step by step through the devices and show how the

technology, and performance are the same or equivalent.

Seeing as the Executive Summary included a table comparison (from Section

10.0), I'd recommend starting there.


http://blog.greenlight.guru/design-history-file-dhf-device-master-record-dmr-device-history-record-dhr
http://blog.greenlight.guru/defining-design-inputs-and-design-outputs
http://blog.greenlight.guru/intended-use-and-indications-of-use

Create an easy to read table that specifically calls out indications for use,

technology, and performance.

Please don’t include ridiculously long paragraphs of details in the table. Keep it
short and to the point. Make it easy for your FDA reviewer to find the information

they need.

GROUP 5 -
ENSURING PATIENT SAFETY

Section 13.0 — Proposed Labeling
Section 14.0 — Sterilization and Shelf Life

Section 15.0 — Biocompatibility

| started out Group 4 telling you that documenting
will make your life a lot easier. This is absolutely going to be the

case from here on out.

Section 13.0 — Proposed Labeling is going to be pulled straight from your design

outputs.

Grab a copy of your device label, but don’t stop there. Labeling is more than just

the label.
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http://blog.greenlight.guru/risk-management-design-controls
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It includes your device label, your instructions for use (IFU), package insert,
and any patient labeling. While this should be your final version, it’'s a good idea

to expect some changes to come during the review and approval process.

Also note that the FDA considers information on your website about your
product as labeling too. (While we are on the subject of websites, remember that

you are not allowed to market your device prior to receiving 510(k) clearance.)

In the next few section, we’re going to start getting into the testing required for
your 510(k) submission. As we start to go into more details on what’s required,

keep a couple of things in mind.

First and foremost, if a section isn’t applicable to your device, don’t just skip
it. You need to include the section and a brief explanation stating why it’s not

applicable.

Second, when presenting test results, include both the protocol and the report.
The FDA wants to see the results of the testing. Without reports, there’s no proof

that your device is safe and effective.

The first section on testing is Section 14.0 — Sterilization and Shelf Life.

If your device is non-sterile, very clearly state that. Don’t assume that because

your labeling said non-sterile, you can just ignore it here.

At this point, after repeating the device description and indications for use
multiple times, you might have noticed that the FDA is okay with a little

repetition.



Also included in this section is the shelf life testing.

Why include the shelf life and sterilization in one section? Shelf life and

sterilization often can go hand in hand.

If your device is sterile, part of proving the shelf life of the device is proving that
the device is sterile at the end of the shelf life and that the device still performs

as expected.

It's important to note, that shelf life testing is not always applicable. There are some

instances where the product has a very low chance of time degrading the performance.

Do realize that if you plan to make a shelf life claim, you will be expected to
support this with applicable product testing to demonstrate performance over

the stated shelf life. This often includes accelerated age testing.
After sterilization and shelf life comes Section 15.0 — Biocompatibility.

If you’ve got anything that’s in direct or indirect patient contact, this section
is important. In the it very clearly states

that you need to include the protocol and reports.

There is only one exception.

And that’s if your device is identical (in both material and manufacturing)
to the predicate device. Essentially, you need to include biocompatibility testing,
because unless you are the legal manufacturer of the predicate device, the

chance of you knowing the exact manufacturing processes is pretty slim.

g greenlight guru


http://www.fda-consultant.com/Traditional.pdf

GROUP 6 -
SOFTWARE AND ELECTRONICS

Section 16.0 — Software

Section 17.0 — Electromagnetic Compatibility and Electrical Safety

There are going to be quite a few of you who are going to completely skip over

this Group.

If your device doesn’t have any software or electrical components, feel free
to skip the Group, just make sure you don’t skip the sections entirely in the 510(k)

submission.

You still need to include them as part of the submission, but the entire contents
will consist of one sentence: “My medical device does not have software/

electrical components, this section is not applicable.”
For the rest of you, these sections are going to be very important.

If your medical device has software/firmware, then you’ve likely heard the term

“level of concern”’.

Section 16.0 — Software is going to start off with the level of concern and your

rationale behind it.

The rest of the section might feel a little like its own 510(k) submission. In fact,

it even has its own special guidance document:


http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089593.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089593.pdf

In general, you're going to talk about the requirements, specifications, risks,
and verification and validation activities. The higher the level of concern, the

more documentation you’ll need to include.

If you’re looking for more help and guidance on this, you’re in luck. IEC 62304
is recognized by the FDA (always remember to check the

as the status could change).

It provides an excellent framework for the entire medical device software

lifecycle and incorporating a risk-based approach throughout.

(Also worth noting that the contents contained in Section 16.0 - Software
should also be contained within your design controls and risk management

documentation.)

The contents of Section 17.0 — Electromagnetic Compatibility and Electrical

Safety will depend on your device.

If you’ve got electrically powered components, regardless of whether those
components are in patient contact or not, you’re going to need to evaluate its

electromagnetic compatibility (EMC).

In laymen’s terms, you’re looking at whether your device interferes with other
devices (either deliberately or accidentally) or can be interfered by other devices.

It’s like proving your device is an island.

The good news is that there’s a recognized standard for the EMC testing, IEC

60601-1-2 Medical Electrical Equipment -- Part 1: General Requirements for Safety;
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/Search.cfm

Electromagnetic Compatibility -- Requirements and Tests (Second Edition, 2001).

There are also a ton of companies out there who are able to take care of the

testing for you.

The other part of Section 17.0 depends on whether the electrically powered

components are in patient contact.

If they are, you need to prove the device is safe for the patient. Once again
IEC has come to the rescue. Medical electrical equipment - Part 1:
General requirements for safety and don’t forget about Amendment 1 (1991)

and Amendment 2 (1995).

Wondering whether or not you should even bother with those parts IEC 60601

for the EMC and Electrical Safety testing?

Have you checked out the RTA checklist? It very clearly states that you’ve done
testing to those standards and then gives you an out by adding the words

“or other FDA recognized standard”.

But did you check out the list of recognized standards? Unless your device is
an active implantable device or a wheelchair, you don’t really have any other

choices.


http://www.greenlight.guru/webinar/iec-60601-1

GROUP 7 -
PERFORMANCE TESTING

Section 18.0 Performance Testing — Bench
Section 19.0 Performance Testing — Animal

Section 20.0 Performance Testing — Clinical

You’re in the home stretch when it comes to preparing your 510(k) submission —

the performance testing sections.

The next three sections are going to be variations on the same theme, the

testing you did to support the performance characteristics.

WHY IS THIS IMPORTANT?

Part of proving substantial equivalence is comparing the performance
characteristics of your device to the predicate device. These sections are where

you include all of the proof for the comparison you did in Section 12.0.

It's important to keep in mind that not all of these sections are mandatory, just
like all of the other sections in the submission so far. For example, just because
there is a section titled Performance Testing — Clinical, does not mean that you

have to do clinical testing for the submission.

No matter which section you’re working on, there are some general things

to keep in mind.
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Each section should have a description of the protocol, a summary of what the

results are, how you analyzed it, and what the conclusion is.

The protocol needs to spell out what the goal of the test is (objective), the
number of devices (sample size), how you’re going to do the testing (test
method), what thing you’re testing (study endpoint), and what the results should

look like (pass/fail criteria).
The results should be very clearly and concisely stated.

What about all that raw test data? Do not stick in the middle of the report.
If you feel it is necessary to include raw test data as part of your submission,

putitin an appendix.

Hopefully you were following the design control requirements laid out
in and compiling these sections is going to be nothing more
than printing out your test protocols

and reports.
First up is the bench testing, Section 18.0 — Performance Testing — Bench.

Depending on your role in your organization, this may have been what you spent
the bulk of your time focusing on. There’s even a good chance that at least some

of the bench performance testing was done in-house — maybe even by you.

This section will likely contain the majority of your design

verification and validation testing.


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=820.30
http://blog.greenlight.guru/design-verification-and-design-validation

Section 19.0 — Performance Testing - Animal and Section 20.0 — Performance

Testing — Clinical might not be applicable to your 510(k) submission.

You are not obligated to do animal and clinical testing. If you do need to perform
animal testing, the FDA branch responsible for reviewing your 510(k) submission

is available to provide guidance.

One great option for getting feedback is the pre-submission process (Q-Sub).
Another way to determine what animal testing is required is to follow any

applicable guidance documents.

As for clinical testing, the FDA will always consider alternatives to clinical
studies when the proposed alternatives are supported by an adequate scientific

rationale.

If you determine clinical testing is necessary, make sure you are following the

applicable regulations.
The first step will be to determine if your study is significant or non-significant risk.

If your study is determined to be significant risk, you’ll need to conduct the
study under the IDE regulations ( ). If not, there are abbreviated

requirements in

Regardless of the risk level, if you are sponsoring a clinical trial, you must comply
with the regulations governing institutional review boards ( ) and
informed consent ( ). Congratulations! You’ve made it through

compiling your entire 510(k) submission!

g greenlight guru


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.2
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50
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| SUMMARY

Grab your favorite beverage and celebrate.

While it may have seemed impossible at the very beginning, you’ve got

it all ready to submit.

The very last thing you should do before you submit your 510(k) is grab

the Refuse to Accept (RTA) checklist.

Go through the RTA checklist and write down the page numbers where

everything can be found.

If you notice anything is missing, this gives you the chance to add it.

It will also make it a little easier for your reviewer.

Be nice and include a copy of the completed checklist with your 510(k)

submission.

Need additional help preparing your 510(k)? Need help getting your design
control, risk management or design history file documentation in order?

Still don’t have a quality system in place?

Click here for a free consultation to see how Greenlight Guru’s team of industry

experts + software may be able to help.

WWW.GREENLIGHT.GURU


http://www.fda-consultant.com/Traditional.pdf
http://www.greenlight.guru/free-services-consultation
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SEE HOW GREENLIGHT
GURU HELPED MYOLYN
GAIN FDA 510(K)
CLEARANCE 48%
QUICKER THAN
AVERAGE.


https://www.greenlight.guru/blog/myloyn-gains-quick-510k-clearance-using-greenlight-guru

