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Joe Hage: Hello, this is Joe Hage. I have the privilege of leading your Medical Devices Group. As 

of this recording we have more than 263,000 members worldwide. One of the reasons that we 

have such a great following is folks like Mark and Gary from Reed Tech in the group who are 

willing to give free content and share their expertise with the group at large. So before we start, 

thank you very much gentlemen.  

I have to say that having been on a few of your webinars now, it seems that we do need a 12-

step program to get through this. Kick back if coffee is your beverage of choice, enjoy the 

presentation. Type in your questions. I will put myself on mute and hand it over to your Mark. 

Mark Bayer: Thanks Joe. Once again, Mark Bayer, Gary Saner, and Haley Lentz are here at Reed 

Tech. We have a lot to cover today, and so you'll see as I get to certain things that I'm literally 

going to pass them by. The presentation will be available both on Joe's website with the 

recording as well as on the Reed Tech website very soon after the webinar is done.  
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So you won't miss anything, you'll be able to get to it.  

But it's important that we get through a lot of the information because there is a lot of 

information regarding UDI and GUDID. Our emphasis is going to be on the GUDID as the title 

screen says. And we will of course talk about UDI because one does not exist without the other. 

Just for your own information, approximately 90% of you who are attending are new to our 

webinars. We have done three webinars already with Joe. So the 10% who have been with us 

before, I hope we don't bore you with the brief overview that we're going to do. 

With that I'm going to get started. There's the agenda. We're going to do a brief profile of Reed 

Tech so you have a sense and context of who we are. A quick refresher on UDI and GUDID, and 

I'll do those two sections. Then I'll turn the meat of the presentation over to Gary and to Haley 

to go through the 12 steps for your accurate submissions. And then we're just very briefly give 

you an overview of Reed Tech's solution for GUDID. 

As Joe had said, please by all means keep submitting your questions. We are receiving them in 

real-time, and we will answer them either in real-time or at the end. No question will go 

unanswered. If not today then in the near future. 

Okay, quick overview of Reed Tech. Been in the business for 50 years. We're part of LexisNexis 

which is part of Reed Elsevier. I'm assuming many of you have heard of that. We are in this 

building right now. Unfortunately it's not this warm or sunny here. It's sort of gray, it's snowy 

and it's not a beautiful day. And we have a lot of experience in handling content lifecycle in our 

work that we do with the United States Patent and Trademark Office. As well as the over 800 

Life science companies that are our companies both on the pharma side and on the medical 

device side. 

In the pharma space we have been doing structured product labeling for pharma companies 

since 2005 when a mandate was put in place by the FDA. Including we have over 800 

companies pharmas as our companies including four of five largest in the world. We have done 

a lot of SPLs. Our customers spread across 70 companies in over 25 countries. We've done a lot 

of work in the Electronic Submissions Gateway area which is of course as SPL is relevant to med 

devices. And we've worked with different parts of the FDA. 

On the med device side, once again a lot of experience even at this early stage. We have over 

25 manufacturers who are our customers. We've already submitted over 6,700 Class III SPL 

records, with a 100% acceptance. Every one that went in was accurate, and passed through 

validation processes of the FDA. And we feel based on some numbers that were given out 
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publicly by the FDA in Baltimore last year, we feel that we've estimated that we have good 

chunk of the number of successful submissions already under our belt.  

We are contracted, we just have our current contract, we're going to be putting in another 

500,000 additional SPLs. All of this is to say we know this stuff and we're quite experienced 

about it. 

We do ESG work, and we do have a very strong global roadmap where we've architected our 

system to be able to handle international regulatory authorities as each of them come onboard. 

And we'll talk a little bit more about this. 

Okay, here's a quick refresher. As I said I'm going to purposefully going at a fast pace. I'm 

originally from New York so it's not unreasonable that I'm talking quickly. 

The FDA UDI Regulation which was published back in September 24th of 2013 when the 

mandate went into place, breaks into four different parts. The first part deals with the label 

itself, the physical label. Be it on the package or be it on the product. The physical label requires 

that the UDI has a unique device identification. It's made up of the device ID as well as a 

production of product ID. These are going to go on the label and package.  

It must be in plain text meaning it has to be human readable and it also needs to be machine 

readable AIDC in barcode, RFID, a number of different things. There is a specific data format, 

we already received that question. The date format is shown here, four characters of year, two 

characters of month, two characters of day, separated by hyphen.  

If a product takes direct marketing, then those products are multiple use and reprocessed 

devices. And the permanent mark is put on the device. 

Part of the mandate says that the FDA is going to build a Globally Unique Device Identifier 

Database, the GUDID. And all of the labeling information that passes through successfully 

through the validation programs of the FDA are going to be put into the GUDID which 

sometime early this year is going to be open for public access. It's a global model and other 

regulatory authorities will do similar things though not probably not identical. 

And then the UDI will be used as in reporting going downstream which is one of the main 

benefits of it. For instance, for an adverse event report that AER is going to have a UDI included. 

A quick difference. This slide is to point out the differences between UDI ... labeling data and 

GUDID data. Here's the manufacturer in many different repositories in the manufacturer's 
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environment. The label data, the physical label data goes through a labeling system and then 

ends up on the product or the package.  

While the GUIDID data that is extracted here, goes into a GUDID Submission System and then 

eventually finds its way through the electronic submission gateway down at the FDA. And then 

if the test is through the FDA's validation processes, that information GUIDID data goes into the 

GUIDID. There are roughly 15 common fields between these two data sets. 

This timeline I'm guessing mostly you on the phone are aware of it. We did pass the final rule 

which was in 2013, September 24th of 2013. Last year September 24th of 2014 Class III devices 

were submitted. This coming year or this year we're currently in, September 24th of this year, 

the Implantables Life-supporting, and Life-sustaining devices need to be submitted. And then 

the big chunk comes in September of 2016 when the remaining Class IIs must get in. And here's 

how where directing marking is also part of it. 

Recently the FDA has put out some important news. We've condensed that into a little news 

brief here. They put out recently a Guidance to Industry. They said structured input via the 

GUIDID Web Interface. That's the piece of software the tool that the FDA makes available at no 

charge to users around the world via the internet. This the GUIDID Web Interface is good ... 

excuse me ... for manual data entry and is geared for low volume submitters. This is the quote 

from the FDA. 

For higher volume submitters, the FDA was saying that the HL7 Structured Product Labeling 

submission through the Electronic Submissions Gateway is the more effective and nimble way 

of getting high volume in. 

And then Indira Konduri who is one of the key principals in developing the GUIDID and UDI 

activities down at the FDA, I think this was set in Baltimore, but I'm not exactly sure. She says 

that to build data quality into all tenets of your process as you get organized for GUDID 

submission.  

And these bolding of terms are our bolding of terms to point out what Indira was saying and 

many others from the FDA are saying. Please make sure that data quality is good. It's better to 

get the data quality at a high level before you send it to the FDA.  

And in a industry newsletter that the FDA just published on the 15th, so just a few days ago, 

once again this bolding is ours. They're emphasizing organizing, collecting and validating data 

and doing all of this before submitting their getting a GUDID account or submitting any records. 
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And one last thing a recent FDA extension for UDI single use implants that are sterilized before 

use got a one-year label extension but the GUDID submission date still is in 2015. Notice that's 

15, that's 16. 

Okay, now we're getting closer to the meat of the matter. You all recall that we offered you a 

survey through SurveyMonkey to give us an idea. To give everyone in the audience an idea of 

where you stand in the GUDID activity. And here are four of the six questions. The other two 

will come up later in the presentation.  

A lot of people responded. Roughly half of the registrants responded. And asking what device 

classes does your organization manufacture? You can see the spread and clearly the Class IIs 

and the ILLs it's almost half. This is the big chunk right there. 

How far along are you in identifying, collecting, and organizing the UDI data that you will need 

to submit to the FDA? Once again a big response. And as you can see over 50% are in the Not 

started or Planning started mode. Others are just underway. Completed, not many. And 

Uncertain or Not Application also a fairly large number. 

So the bottom line that this is saying is people understand that there's still researching 

information, gathering all the information they need to make the right decisions for their 

organization as to how to handle UDI and GUDID. 

If you were submitting Implantables, Life-supporting, Life-sustaining data to the FDA 

considering that the deadline is September 24th of this year. When are you anticipating making 

your submissions? As you can see the numbers get higher as we go up closer to September, and 

there's still a lot of people who are uncertain because I'm guessing they have not yet chosen 

their final solution as to how to put their GUDID data in order and submit it to the FDA. 

And the last one here if you are submitting Class II data. So that's other than your Implantables, 

Life-supporting, and Life-sustaining, and that's the 2016 deadline. Then once again you can see 

the numbers go up.  

There are a lot of people who are talking about doing it this year, and there's some good 

reasons to do so. But then others are looking to say, "Hey, I'm going to start in the first quarter 

of next year." And once again there's a large number who are still not sure as to when they're 

going to start. Key thing is make sure you leave yourself enough time. 

And here are the 12 steps in the summary. And this is where I'm going to turn it over to Gary. 

But we've broke this into three chunks if you will. The first one is the discussion of UDI and the 
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preparation because you can't have GUDID if you don't have UDI. This comes first then that 

comes second.  

And so Gary will go through some UDI refresher information. It may be refresher for some, new 

for others. Then we will switch to the emphasis of the presentation which is the GUDID 

preparation, how to get ready for that. We're going to hopefully take any of the mystery out of 

this process.  

And let me point out, if at the end of this you've asked questions but you still have questions, 

by all means we're going to give you contact information. Just call us or send us an email, we're 

happy to answer your questions. 

And then production, once you set this up and set this up, how do things move on on a more 

production day-to-day basis. 

And with that in mind I'm going to turn it over to Gary, and here is Step One. 

Gary Saner: Okay thank you Mark. We're going to embark on our 12-step process where high 

accuracy submissions to the GUDID. 

Again as Mark had mentioned I'm going to be brief on the first four steps here.  

Step one is to Create Your UDI Governance Team. And you'll find that UDI penetrates many 

departments throughout of your company. And in having participants from each one of those 

areas on a team is very valuable. And you will find that there is actual really good benefit of 

getting management to buy in as well as you start to get into the details. 

Step Two; this is a whole work task. There's a lot of good material that the FDA had presented 

and made available on their UDI website. Obviously the final rule is the foundation, there's 

guidances, there's some other implementation documents and so on. It does take time. There's 

hundreds of pages here, so set this aside. But you do want to become very familiar with how 

your products fit into this particular scenario and what rules. 

In some cases the exceptions that are provided in the rule may apply, and you want to be 

spontaneous as appropriate. 

Mark Bayer: I just wanted to point out that these are live links. So when you have a chance to 

look at the PDF which will be on Joe's website or on the Reed Tech website, these will be live 

links and will take you right there. 
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Gary Saner: All right that's good. Mark there's also some additional slides and a lot of good 

reference links down in the appendix. So take a look at that and you'll find good reference 

material that you can do as further reading. 

Step Three is to Evaluate You Situation. Now you may find that in some cases you had areas 

that were well-prepared looks like in this data. This is the first time that the data set has been 

pooled together and submitted to the FDA. So most likely in our scenario we have seen that 

most people have data in disparate systems. You may have some labeling systems that are able 

to handle this information, but you may not. You may have a numbering system that needs to 

be totally repaired 00:18:01. 

So some of the clients that we have worked with have taken this opportunity to make some 

major changes and enhancements to their system. And at this point in time have likely to do 

that particular upgrade. 

Mark Bayer: One question that came in and I sort of breezed by it earlier because it was in the 

written slide, what does STL mean? And my apologies, Structured Product Labeling. It is the 

official name of the XML schemer that the FDA adopted from Health Level Seven, which is a 

standards organization. And it is the official name of the schemer that is being followed by the 

FDA both for formal labeling information submissions since 2005, and also for medical device 

UDI GUDID submission since last year. Structured Product Labeling. 

Gary Saner: Thanks for that clarification Mark. We're going to move down to Step Four. And 

here is where the actual rubber starts to meet the road. So at this point in time, actual 

upgrades need to take place to the various systems. If you need to upgrade various product 

systems, labeling systems, here's the steps to do that. 

And at this point we'll need to start assigning numbers if you had selected a particular issuing 

agency and there is 00:19:33 GS1, HIBCC and ICCBBA. One of those three will need to be 

selected. And then you need to assign numbers to your products. There's many scenarios. We 

won't get into the details there, but multiple product identifiers.  

And then in the event that you do Batch/Lot/Serialization you'll need to take care to make sure 

that those are also vetted. No duplicates and so on. And you may have a challenge in looking at 

some of the AIDC Technologies, so either a single D barcode or a two-dimension barcode. And 

there's some other technologies of that we have seen implemented. 

So basically you need to upgrade your systems, your infrastructure, your workflows. You will 

have to do some System Validation. There is some training that's involved. And at this point in 
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time after Step Seven you will have made system upgrades and knowledge upgrades. And 

trained the people to take care of the first requirement that Mark had identified that's required 

the UDI final rule. That was to take care of the labeling and making sure that's marked. And 

obviously there's a lot of infrastructure that needs to take place to have that happen. 

Step Five is where we start to move over into the second ... Step Five is where we start to move 

over to the second arm of the Final Rule. And that is relative to the GUDID. As you see on the 

screen as you move from left to right selecting the data from various systems in your facility. 

Pooling it together.  

In some cases you will need to go to multiple disparate systems and do some research and for 

example, the data 00:21:35 number happens to be one of the problematic data values for the 

particular facility to find that. And then pool that together. We'll talk some more in detail about 

the normalization and validation. 

The next step is to pool that information together and determine a particular solution for 

submission to the FDA. If you're doing a single manual entry then the FDA GUDID Web Interface 

is appropriate for that. If you're doing higher volume, automated submissions using the SPL 

XML document, then you'll be looking for a tool in the next couple of slides going through some 

options, in particular about making submissions to the FDA. 

Mark did you have a question? 

Mark Bayer: Yes. I've been monitoring the questions as they're coming in. They're coming in 

fast and furious. Just want to grab a couple in real-time Gary. One question is, will we get a 

copy of this presentation? As mentioned previously, there will be posted ... The presentation 

will be posted in PDF on Joe's website and our website before the day is out.  

The other question is that unclear as to when the information needs to be submitted. And I'm 

just going to quickly go back to that slide. This slide on page 12 gives the indication of whence 

the information needs to be submitted to the FDA. So Class III is 00:23:14 last year. The 

Implantables Life-supporting and Life-sustaining September of this year. Class IIs and Class I. 

And once again this is obviously in the deck. 

Okay, sorry for the interruption Gary. 

Gary Saner: No problem. We're moving over to Step 5b. And this step is a graphical 

representation of the order for submission methods that one can consider in getting data sent 

to the FDA. 
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So the top one, I'll talk about that one first. Over the left-hand side we see the GUDID 

Submission Data Set. Obviously there's a lot of effort to get that data set together. There's 55 

deals that need to be submitted and we'll take a look at those in a moment. 

But let's say that those are available. One option is to print those out or make them available 

electronically for manual data entry into a website. So this is an FDA-provided web portal 

where you're able to enter data records one by one. There is a copy feature in the event that I 

reckon is very much like the previous one.  

And then after it goes through the publish and drafting and grace periods then you'll see that it 

goes into the final publication stage. And that is certainly one of the options available. 

The second option is to buy or build; some clients have elected to put a system together on 

their own. Or there may be enough data available to an existing system. But basically the 

second method is to have software installed inside your Firewall at your location that is able to 

hold the data together, validate the data, make sure that it's fully compliant. And then build SPL 

XML documents. And by way of Electronic Submission Gateway submit those to the FDA. 

The third alternative is to do that same activity, but now instead of having that architecture and 

that infrastructure inside your firewall, make use of a hosted version. So this is a particular 

model that we offer where the technology, the software is available in a hosted version, so it's 

Software as a Service.  

Login credentials are provided to individual users. Data is automatically and electronically 

uploaded. And then again validation activities taken place the SPLs build, and submitted 

through ... In this particular case, in our model we have an Electronic Gateway Submission 

account that is able to transmit data to the FDA. 

The last one I will just touch on is now a fully outsourced model where you simply hand the 

data off to a third party. They do all the work themselves using a platform. Eventually they will 

build an SPL and submit that to the FDA. 

We also make this method available to some of our clients that do not want to get involved 

with the workflow and doing direct approvals and so on. But they would like a less effort on 

their particular staff.  

So those are the four methods. 

The next slide, Step 5c here goes into a lot of the details and comparison in a comparison chart. 

And as you work your way through this we will take the time to review excel 00:27:14. Basically 
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we do a compare and contrast of the four different methods looking at the description, the 

technology cost and the operations cost. And you can go back to that and if you're making 

decision, this would be a good reference for you to guide your selection process. 

Some of the items that you want to consider as you firm up which particular method you use 

for GUDID submissions, you want to make sure that your solution has the capabilities to 

validate the data, to build SPL, and make sure that those SPL documents are valid for the FDA 

schemer.  

There is a particular format that the FDA requires. And the system that you consider should 

make sure that SPL is clean and valid, so that you don't incur a delay in submitting either data 

that's not appropriate or that's the L 00:28:24 file that's not built correctly to the FDA. So 

validation of the data and validation of the document are two things that you want to make 

sure that there is included in the submission. 

If there is experience available and you want to put extra variable in that particular solution 

that has FDA submission experience, and there is some acknowledgments coming back from 

the FDA that are in XML formats. So being able to interrogate those text and XML 

acknowledgments and being able to record those would be very valuable enhancements to a 

particular system. 

But there's a couple of others that are just highlighted here. Ongoing data management this is 

not a one-time event. You want to be able to have maintenance capability and make some 

changes over the course of time. And there's actually some rather detailed rules about that 

00:29:28. Scale up and guess what, this is a global activity.  

So having an international player and expansion in the roadmap is something that's very 

valuable and would certainly considered with extra consideration. The activities on a global 

nature we'll touch on those a little bit later, but there is activities around the world as 

regulatory agencies are moving forward with UDI. 

And then the FDA made it clear that 21 CFR Part 11 Compliance needs to be in place for those 

three methods that we talked about. It's not relevant for the FDA GUDID to be making a manual 

entry. Obviously you're going to look at a cost effective solution to be able to make use of your 

internal skillset and time and experience. But as you have needs to look elsewhere, you might 

want to engage various vendors and consultants to help you move forward. 

Mark Bayer: Okay Gary let me interrupt you for a second. 
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Gary Saner: Yeah I think you have a question there Mark. 

Mark Bayer: Yeah we have a number of questions that are rolling so we want to just capture a 

few which are contextual to where we are. One of the questions is what is the difference 

between Hosted Software and Outsourced Service? 

Very briefly again, Hosted Software means it's sitting in a vendor's environment like Reed Tech 

or other vendors who are offering the software capability. But it's not on your premise; it's on 

the third party, your vendor's premise. 

Outsourced means they're taking care of the whole ... You're handing them your data and they 

will produce your SPLs and submit them for you. You don't have to do anything other than give 

them the data and then approve submission. 

Gary Saner: So let me answer the other relenting question about the submission method about 

the low volume. It's number 31 up there. 

Mark Bayer: You have to read it so they ... 

Gary Saner: Yeah, so the question is what would be considered low volume for manual entry? 

That is a qualitative type of a question. We have seen some managers around the 100 mark, 

less than 100 you can make those entries. As you get over 100 an automated system then 

becomes much more practical. And yes, on the other side of it Mark we have a couple of clients 

with less than 10 records and they are interested in using a third party to give them the warm 

and fuzzy feeling about any questions that come up and are able to help them along the way. 

Mark Bayer: Right, but if I were picking an answer to that I would say that in the low hundreds 

might be the upper limit before the keying volume ... the volume of work that you have to key 

would become very tedious. 

And then the other question, to what extent do the data validations need to be performed in an 

in-house company software option?  

So the in-house validations are they don't need to be performed in the sense that's the choice 

or the capabilities of the software or of the hosted software that you use. The validations don't 

have to be done in-house. If it's a third party capability, either the hosted software or the 

outsourced service, then the validation should take place there or here. 

If it is internal software, as Gary said, sitting behind your own firewall, software should do 

validation here. So it depends. But software should do validation so that the information that 
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you send to the FDA once it gets through validation will be of high quality and accuracy and will 

pass successfully through the FDA. And there's- 

Gary Saner: I want to mention one thing about validation. A lot of times it's used in regard to 

computer system validation. So in this particular discussion in this context we talk about data 

validation, they're implying that the data meets the FDA business rules.  

One of the critical point Mark here is what we have found is that it's crucial that the data be 

checked out, be validated, verified, whichever time before it's sent to the FDA. Because there 

are delays if you wait until the FDA comes back with ... and you use the FDA validation. They 

obviously will check it upon receipt. But if you wait for them to get that information back to 

you, there's various delays and then there's some encryption.  

They only check things so far and then they report an error. Next time you submit you might 

find an error a little bit further down in their validation procedure. So being able to make clean 

accurate submission requires if you do some upfront check. 

Mark Bayer: And we are going to get into that in a greater later down ... excuse me ... down the 

line. So we will get into more discussion on validation. 

Gary Saner: Before we move on I'll mention one thing. I used the word at previously 00:34:43 

or Mark I guess both of us, that's probably used that quite frequently. That refers to an 

acknowledgment, and that is a feedback coming back from the FDA so at the time of 

submission to the FDA. 

Mark Bayer: We'll get into it Gary. We're going to have a slide on that. That question is ahead 

of things already, so we'll get to that in more detail. 

Okay, so now let's go to page 25, and here are the last two of the six questions, excuse me, that 

were in the survey. We were asking, what are your preferences, if known, at this point? And so 

the first one is how do you decide what method you will use to submit your UDI.  

As you can see, about three quarters have not made that submission or that decision yet, and 

that makes all the sense in the world. And that's why we decided it would make sense and work 

with Joe to put this webinar on now. Because we felt this would be a good time to be helpful in 

that decision-making process and provide you with the information. 

The other is if you have made a decision, which of the following methods do you prefer? You 

can see a fair number, just over 20%; have used the GUDID Web Interface. And remember a lot 
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of Class III people did use the web interface because the number of Class III devices was a much 

smaller number than the number of Class II devices. 

A software solution that was internally developed. A percent purchased software, 7%. Service 

providers 15%. And as you can see a whole lot of people have not yet made up their mind. 

Okay moving back, let's see. 

Gary Saner: I think Haley is going- 

Mark Bayer: Haley is going to pick up discussion about how to create FDA accounts. 

Haley Lentz: Thanks guys. So creating a GUDID account with the FDA is required by all 

submitters no matter what the submission method is. So if you're submitting in GUDID Web 

Interface in a manual entry method, or if you're submitting automatically in an SPL method. 

Both of those kinds of submissions need to have a GUDID account set up. 

So the first step in setting up a GUDID account is to actually request a pre-production GUDID 

account from the FDA. So labeler will visit the FDA's website and submit a request for a GUDID 

new account. 

After the labeler has done this, FDA will email the labeler with a GUDID account request 

document. This document requires a number of different fields. The information should be 

submitted by a labeler. Information like the labeler done 00:37:31 ... the method of submission. 

The coordinators and users that you would like assigned to your GUDID account. And this must 

all be included on this document. 

Once the labeler has completed this document, they'll then reply it back to the email from the 

FDA with the completed document and send this on to establish the pre-production account. 

Gary Saner: So I'll talk about the needs to get the SPL documents submitted to the FDA. 

So independent of the GUDID account that is setup with these FDA or actual storage and 

maintenance of the actual data records themselves. There is some global 00:38:14 Electronic 

Submission Gateway that accepts a lot of electronic documents are the FDA. And it's used by 

TDRH to accept electronic submissions of the UDI.  

There is a number of steps here; we won't go into all the details, some items here. But there is a 

request that needs to be sent out. There's some digital certificate that there's some activity 

there that you'll need to do and submit that to the FDA. You're able to register the required to 
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put a test account together first. And then do some connectivity test. And then once you pass 

those particular activities then you get electronic submission production account. 

This is a prerequisite to move forward with the account that Haley was talking about where 

after the Electronic Submission Gateway account is up and running, you can submit SPLs. And 

Haley do you want to talk about the various testing that is done on the GUDID pre-production 

account? 

Haley Lentz: Absolutely. So if you have indicated on your GUDID account setup document that 

you will be submitting to the GUDID and SPL Structured Product Labeling, FDA will require you 

to do four test scenarios.  

So these are done in SPL. They should be representative of your data. So if you have data and 

your products that you sell 00:39:37 a number of different products lines or families. A number 

of different 00:39:42 hierarchy configuration, you want to make sure that all these different 

scenarios are represented in your test finishing. 

So once you've created the SPL you won't submit via an ESP account to the FDA. FDA will come 

back with three 00:39:56 messages alerting you if there are any errors found in the FDA. And if 

no errors are found you can then proceed to the next step in setting up a production account 

with the FDA. 

Mark Bayer: Okay we ... I'm sorry Gary. 

Gary Saner: Let's finish this- 

Mark Bayer: I'm sorry I- 

Haley Lentz: It's okay. So once you establish that you can submit those SPL files to the FDA and 

everything has been accepted successfully, you will need to submit a new application to the 

FDA. So just follow the steps that you've taken previously to set up a pre-production account. 

You'll request a GUDID account application from FDA. Complete that document and sent it back 

to the FDA, along with the full ID from the SPL files that you've submitted. 

Mark Bayer: Okay, before we go on, that's the last of Step Six. Before we go on to Step Seven, 

Haley could you answer the question that is highlighted right there? How long does it take to 

get a UDI number, I'm assuming that's EDI, account? We have configured products; can I create 

it, build it and ship it seconds etc.? 
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Haley Lentz: So establishing a GUDID account can really vary depending on FDA response time. 

From our experience with Class III manufacturers, the entire process took approximately seven 

business days.  

Again you may get that this takes more time depending on any errors that you get back from 

FDA when you've done those test scenarios. You may need revalidate that data, clean it up a bit 

and resubmit it. And that can prolong that 00:41:28 to set up a GUDID account. 

Gary Saner: However if I'm interpreting that question correctly, once you've gone through that 

average of seven business days that Haley was referring to. Once you have that account, you 

don't have to worry about it again. 

Haley Lentz: Correct. 

Gary Saner: That's a one-time need. And then for the answer for this question that they have a 

configured product, you can just bang that out boom boom boom! 

Haley Lentz: Yeah so your product before it can go out to the market, once you have your 

production GUDID account, you can make that submission to the FDA and be in compliance 

with its submission aspect. 

Gary Saner: Okay. 

Mark Bayer: Yeah so we should be 00:42:02. The FDA does not assign those UDI numbers down 

through the product. The UDIs- 

Gary Saner: Oh I get it yeah. 

Mark Bayer: Have a problem issuing agencies so the first few digits prefix of that UDI for the 

device identifier, identify you as the labeler company and the actual product. It might be 

00:42:27 medical and I'm making a product that supplying plate 00:42:32. That particular 

information is embedded in the device identifier.  

And as you have additional information about that product and have production identifiers 

going through some serialization. The labeler itself completes the full UDI. So there's only a 

prefix that is generated by the issuing agency and basically a block of numbers is purchased and 

handled by the labeler themselves and they complete that. 

So going back to this slide there's two components that actually go together to make up the full 

UDI. 
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Haley Lentz: And just to add one piece of information that only the device identifier GI 

information needs to be submitted to the GUDID. So that's production identifier information 

like there are a lot of batch numbers doesn't need to be submitted. So you don't need to 

submit for every 00:43:29 serial number of the device. 

Mark Bayer: Okay, let's move on to Step Seven Gary. 

Gary Saner: Great okay. So I think at this point we've walked through the various data. We have 

our infrastructure in place. We have the two accounts set up with the FDA, just to recap. And at 

this point we need to actually hold the data records that make up the GUDID data set.  

So there's a number of fields here. There's 55 data values that are collected and then the FDA 

actually derives seven more for a grand total of 62 that sits in their database at the FDA. 

But there's some various things that you may need to do to pool this data from your PLMs, your 

Master Data Management. Perhaps your ERP had the serialization information. Their templates 

might have information on them. We have seen in some cases that the actual data value a 

bullying yes or no for whether their product is single use is really implemented up to this point 

in time as an icon that sits on the label itself that goes on the product.  

So that icon is good for the user to understand and indicates single use product. But now you'll 

need to supply through 00:44:58 to a particular data field. So electronic version of that needs to 

be generated. Some cases you'll need to transpose that information from an icon into a data 

value. 

And again as you have sources coming together from multiple locations, you'll need to merge 

those records together. I would highly recommend that you use the primary 00:45:24 identifier 

to link those partial records together and merge them. And in the event that ... like you have 

some additional fields for filtering and sorting and management of that, or possibly future 

international regulatory agencies. Just some information about varying additional fields. 

During this collection process go ahead and pool those additional values together because they 

will have value later on. 

Step 7b that we're looking at right here is just a quick graphic that shows a typical label. This is 

the label that actually the FDA uses quite frequently. And you can pool up various values that 

need to be submitted to the GUDID. 

So one of those values is simply the brand name. That's very easy to off and use directly. We 

recommend not including the register of the trademark symbols. But the other value I'd want 
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to make or point out is this Fictitious Medical Device; this might be a term that describes the 

product. And it typically will blow back to a GMDN description, but the submission to the FDA is 

not that actual text 'Fictitious Medical Device' it's actually the GMDN code needs to be sent to 

the FDA.  

This is not a really easy pool the text off the labeling and simply submit it to the FDA. In this 

case you will have to take that value and find the code. And there's other types of fields that 

need to be processed the same way.  

For the labeler name down here, the FDA will not accept the labeler company name. They 

would require that you send the actual DUNS number, the Dun & Bradstreet DUNS number for 

that particular organization and that address. So again there has to be some coding going on. In 

some case that's not a direct text transfer. 

Slide that we're looking at here this is Step 7c. This is just a very quick reference of the 55 fields 

that are submitted. In some cases there can be multiple values. So if you have a supplement 

number that was associated with that particular premarket submission, you might have 

multiples a half dozen or dozen or so of those supplement numbers.  

In some cases, some of these fields have mobile entries. There are seven I think I touched on 

that earlier where the FDA will derive. Let's just take a look at this example. The Labeler DUNS 

number that we talked about is actually submitted. But the FDA will look up in the Dun & 

Bradstreet database to provide the name and the address for that organization. 

And there's a number of other fields. This particular presentation is available over our website 

and we can go to that link in the upper left and have that available for quick reference. 

Step 8a is where after we've pooled the data together, there's clean up, there's normalization, 

there's transformation. Various terms are used to make sure that the data adheres to the FDA 

business rules. A couple of examples might be that if you're using GS1 as your issuing agency, 

you want to make sure that GTIN number is 14 numerical characters.  

There's some 12 and 13 versions out there. Leading zeroes need to be applied to come up with 

14. And obviously a checked digit for the last character in that particular value. Some of the 

values need to be coming from controlled vocabularies. So for example a controlled vocabulary 

might be a cm for centimeter in the critical size unit of measure. You might have stored that 

particular value as centimeter spelled out. In some of your other systems so in that case the 

transformation needs to take place to make sure that the submitted value is from a FDA-

controlled vocabulary. 
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Cel is another example. Again you might have degrees Celsius or simple a C in your data.  

Mark Bayer: Now some solutions will help you with this by automatically taking some of those 

value names controlled vocabularies and making those conversions for you so you don't have to 

be concerned yourself. It will understand if everything in your system were spelled out 

centimeters in completely and it's known that it should go to the FDA as cm. Some vendors will 

take care of that for you and you won't have to go through that particular piece of the work. 

Gary Saner: Yeah, and that's good. It comes into play when you start filling out your submission 

package to make sure that you check the data against these controlled vocabularies. 

There's two other kinds of data that I'll mention. One called 'group data' and the other called 

'dependent data'. These are our terms so you may not find from the FDA. But group data is 

simply a set of data fields that are linked together. So if you have a value in one of those fields 

and it's a triplet, then the other two need to be filled in. 

A very simple example is the Clinically Relevant Size. So if you have a type with the size 

identified as length and the value is 25, then centimeter would be the corresponding unit or 

millimeter or whatever is appropriate. But that triplet has to be in place, so if one field is 

present the other in the group needs to be present. 

And then dependent data refers to that data that is optional if you look at the validation 

document, data validation document from the FDA. But if you answer a particular field a certain 

way, then that forces another particular value to be present.  

So a real simple example might be if you identify your product and if "Require Sterilization prior 

to use?" if you answer that as "Yes," and submit that day.  

Then there's the optional field called Sterilization Method must be populated. Now Sterilization 

Method actually comes from a controlled vocabulary list. Plus normally it would be "No" in the 

not present if you had answered no. You say yet to the sterilization then you need to submit a 

method. 

So these are some things that you might want to keep in mind as you build accuracy into your 

submission package. Some of the fields that have had a lot of discussion surrounded the Labeler 

DUNS number. This is a relatively new are for medical device regulatory people. Certainly the 

financial people are familiar with the Dun & Bradstreet DUNS numbers. But this is a particular 

nine digit number that refers to one individual physical address. I almost guarantee it's already 
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a sign for your facility if you point that not to be true, it's able to be assigned for free. And you 

need to come up with these fields. 

The other thing I'll mention is the Packaging and Kit Configurations. We get a lot of questions 

about packaging and the kit exceptions. And if you need a primary DI for the components of the 

kit and so on. The particular items there are just take some time to work out scenarios are 

usually have a lot of nuances about them.  

There is some good direction from the FDA and there's some frequently asked questions that 

you can pursue them or pursue these questions with the FDA. 

There's also some good information available through the Help Desk. So anything you have a 

special scenario, we're here to help as well, but you can also get the FDA answer through the 

FDA Help Desk. 

So if you recall a little earlier we just talked about the fact that we would get into validation in 

greater detail. This is the slide of greater detail. As you can see there are many different places 

where validation is involved and plays a role in getting your data prepared to go to the FDA. So 

the key to accuracy is that you're validating all of your content. This is just a very important 

piece of how going back to Indira and Indira's point, get it right ... I'm paraphrasing her now. 

Get it right before you send it to the FDA. It will make it easier on you, easier on the FDA. We 

have a lot of subject matter expertise in this area and we're more than happy to help. Data 

validation is one of our core competencies. 

Okay Gary moving on. 

Gary Saner: Okay, I just did a quick time-check and I'll move quickly through some of these next 

slides. This is simply a view of the template. You'll need to pool together all the business rules 

on each of the individual data values. And we've provide templates to help organize and make 

sure there's no omissions and give guidance. And that's available- 

Mark Bayer: So if it says in the upper left it's available upon request. Get in contact with Haley, 

send her an email, give her a call, whatever's best and we will be able to provide this to you. 

This is just laden with a lot of important information, will make a lot of things clear for you. 

Gary Saner: Okay Step Nine. All right we're finally going live. We're in production mode. We 

talked about setting up accounts, we pooled our data together. We did the internal validation, 

built the package, and now it needs to be sent off to the FDA.  
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The two different options there we had already talked about. Manual entry of an individual 

record. You go to the web interface, make your entry. It's not uncommon and I actually 

recommend it. Do you have a QC activity upon that entry? And check the values.  

For your automated bulk entry, now the SPL would be put together and submitted ... checked 

and then submitted to the FDA via something called a WebTrader account or an AS2 account. 

So the WebTrader account allows you to do a transfer electronically, but it is record-by-record 

manually driven by an operator. The AS2 aligns itself to automated bulk transfers and that 

communication protocol is something that we actually implement here so that we can handle 

thousands of these and drive it by an automated process. 

Mark Bayer: The combination of validation and ESG submissions are at the core of the whole 

UDI GUDID process. And once again we're more than happy to help. 

Gary Saner: So the- 

Joe Hage: Gary it's Joe. Let me interject here for a moment. As we near the top of the hour, I 

suspect some folks will have to jump off. I am sending a link via the chat box to everyone. I have 

already uploaded these slides so they are immediately available to you.  

As I shared earlier we are recording this. When the hour-and-a-half or however long we go we 

must have, I don't know, 30-50 question in queue. So we will continue the presentation, we'll 

be recording it and transcribing it. So if you've got to jump off, totally cool. We're going to keep 

going and I'll put myself on mute. Thank you Gary. 

Gary Saner: Thank you Joe for that update. We're up to Step 10 and we just finished making 

submissions. There's three acknowledgment messages that come back from the FDA. The first 

indicating that the FDA has received that through their Electronic Submission Gateway. Second 

it means that it has transferred to CDRH centers.  

So in the ACK 3 gives the results of the validation that the CDRH performs on that document. So 

that Acknowledgement 3 will either be a pass so that's a happy trail, or it might be a fail 

indicating that as they worked their way through the document they do a 00:58:58 of checks. 

And if they find an error in a particular place they report that error in a message. But then they 

stop, they stop checking.  

So you might find yourself correcting that error and resubmitting the SPL document. And then it 

will work its way down through past through that particular error into a second, and third, and 
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fourth phase and so on. And it is possible that you have multiple submissions that are sent to 

the FDA and then as errors are discovered you may find that you're submitting multiple times.  

And that's why I had talked about earlier making sure that there's a preflight check or however 

you want to describe that validation of the data before it's actually sent to the FDA. It expedites 

this process so that you can improve the quality of the document sent or the dataset before it's 

sent to the FDA. It makes things go faster. It's just something that you would be looking at 

would need to report these acknowledgments then come back and checks and XML. And it's 

better to have a system pool those values out and decode them using the ... from the cryptic 

messages that the FDA sent. 

The other recording activity is to make sure that the indication of your publication status. So 

there's four basic steps in that lifecycle at the FDA. Data comes in as unpublished. And then 

depending on date that you embed in that document it would go into a published mode for a 

seven day Grace Period and that terminates. And then most of it likely it will sit in a published 

mode and you're able to do some updates while it's published. And then if that product comes 

off market then it will be retired and that data record is updated. 

So Step 11, I'm not going to go in too many of these details here because of time, but basically 

this particular step means that you're in maintenance modes. The record has been sitting at the 

FDA, you're up and running. Now that the product identification is approved and published at 

the FDA, you can proceed with your manufacturing efforts and not have any problem about 

being misbranded.  

So you'll need to cutover your existing process to those labels that now have UDI marked on 

them. There's issues about existing inventory. There's actually a three-year allotment of time to 

expedite and move out existing inventory if it's already in place at the compliance state. 

And making sure that device identifiers, products and identifiers are not included into your 

system. They're allocated and that they're managed throughout the whole process flow. 

There's some maintenance obviously ongoing as business rules change at the FDA. You'll need 

to update the system, use some validation, train for this particular update, and keep a close eye 

on the FDA's regulations. So the FDA actually provides some email notifications and I highly 

recommend that you sign up for those as they will alert you to any changes coming down or 

changes that require document submission in any new fields that might come around. 

Mark this is Step 12 and would you want to talk about some of the international implications 

here?  
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Mark Bayer: Sure. There is a group known as the IMDRF, the International Medical Devices 

Regulatory Forum. They are setting the stage on a worldwide basis for UDI type of activities. 

This consortium is made up of these countries including the EU.  

There was a meeting last year in Munich in May which I attended where Laurent Selles, who is 

this title within the EC made it clear that regional, this is GUDIDs but just without the global, will 

contain core information and have varying regional content. "Convergence not harmonization".  

And so what Mr. Selles was saying is there's going to be a tremendous amount of similarity 

between the way the Canadians do it and the US does it and the Australians do it. But each is 

going to have its own nuances and be separate in certain ways. Each of those ways is something 

you want to make sure whatever system solution you choose can handle.  

Information that you've put into the FDA's GUDID Wed Interface is going to have a tougher 

time being moved off to other countries as opposed to the other methods that we mention. 

One of the things he said is he expects the EU is going to most likely mandate UDI in 2016. 

Understand that this information is over half-a-year old, and I will attend the next conference 

and give you an update at a later time. Other activities in this space are in these countries. 

I'm going to very briefly, in probably 90 seconds, apply through Reed Tech's solution. If you 

recall back a number of slides ago, Garry said there were four different ways that you can 

submit your content to the FDA's GUDID. You can use the FDA's GUDID Web Interface tool. You 

can either purchase or build your own software and install it in your own datacenter. Of you 

can use a SaaS or a hosted environment where a third party vendor such as Reed Tech is 

making the capabilities the platform available to you. Or you can outsource it once again to a 

player such as ourself who will in turn do the work for you. 

We offer both a SaaS and outsourced solution. And very simply we take the information from 

the manufacturer after they have gone through what can be very challenging work to collect all 

the data. The system imports all those files plus a whole lot of functioning and processing 

including validation. Enters that information into our database on our premises.  

Then when you as the customer say, "Yeah that's good. I approve it," we built and validate the 

SPL and submit it to the FDA. The acknowledgement messages that Gary mentioned just a few 

pages ago, Acknowledgments One, Two and Three, we are constantly checking for those. And 

we process them as they come back, create reports, and shoot those reports back to you. I'm 

not going to go into any greater detail. Contact Haley if you would like more detail on this 

including a demonstration of the system. It makes it a lot more- 
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Joe Hage: Mark, if I may. 

Mark Bayer: Yes. 

Joe Hage: Let me just add, to me this is a classic make or buy situation. I could take the time to 

figure out everything that you guys know or I could just ask you to do it for me. There are times 

to punt and ... I've been on four of these with you now and it's still really complex. My two 

cents, call these guys. I'll go back on you. 

Mark Bayer: Okay Joe, thank you. Anyway I won't go into any detail here. You can see these are 

some of the benefits of using our solutions. There are obviously other solutions out there. 

We're not the sole player out there. Make sure you get these benefits from whatever solution 

you choose; that's the key. Get one that gives you this benefit and those additional benefits.  

Remember you want to be flexible and scalable and be able to deal with the international 

impact at a later time. You don't want to find yourself up against the wall having successfully 

done things here for the FDA. But then it's like, "Oh my gosh! What should I do going forward?" 

Here are some of the resources. These are all live links that Gary references during the course 

of the presentation. There's Haley's contact information. And we're happy to answer questions 

means that you don't have to be a customer. We're more than happy to answer your questions 

for you, and we will try ... We have over 90 questions already that have come in. We're going to 

try to answer all of them and get a document out through Joe. So give us a little time, be 

patient please. 

Q&A we're involved so we're going to do more right now if Joe is okay with that. 

And then at the end there's more reference material. FDA resources, very helpful information. 

A glossary of information that could be helpful too. And here's a comparison just for your 

information between the data fields that the FDA demands, the data fields as outlined in the 

IMDRF guidance, and what the EC is talking about. You can see there's a lot of similarity but 

there's also a lot of difference. 

Okay, that's the end. Joe do you have questions that you want to ... that you've seen come in 

and want to pass on to us? 

Joe Hage: Yeah, just I mean as you saw there were lots of them. I've had a chance to read a 

couple in advance so if you don't mind. 

Mark Bayer: Go right ahead please. 
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Joe Hage: 01:08:47 asks if the labeler is different from the manufacturer, whose DUNS number 

is used? 

Gary Saner: So I'll take that one. There's a labeler and manufacturer. This is a question that's 

actually posed I think in ever conference that we attend with the FDA. And we've heard from 

Jake Crawley and some others in the industry that the labeler DUNS number needs to be 

assigned and matched up with the manufacturer's name on the labeler itself. 

In an ideal scenario, let's walk down that step first. In an ideal scenario, the labeler would be 

listed on the package itself and the manufacturer would also be listed on the package itself. But 

when you look at the GTIN number if we're using GS1, there's a company identified in that 

prefix. And that is the company that has taken out the block of numbers and paid for an 

assigned set. That particular company is most likely the labeler rather than the manufacturer.  

Our recommendation is that there's agreement between the labeler DUNS number that is 

submitted to the FDA and the labeler name on the product label itself. That's a 

recommendation from the FDA as well.  

But then there's also special conditions. We have not heard of any data that was refused or 

flagged as an error if the manufacturer's DUNS number is actually used and submitted. 

I know they're very concerned, the FDA is very concerned about quality and make sure the 

information is correct. At this point in time it's important that the DUNS number be identified 

and submitted to the FDA. And a good practice of recommendation if you will, is to use the 

organization's DUNS number that appears on the label itself.  

From Reed Tech our point of view is that ideally that would obviously be the company that is 

identified in the prefix of the GTIN number. 

But yeah it's not a hard black and white rule, and not heard of any infractions. And basically the 

labeler and the manufacturer need to work this out and one of them needs to take 

responsibility for submission. There should not be duplicates. That's one of the things that was 

very clear, that there should not be duplicate records submitted to the FDA. 

Joe Hage: A related question for that Gary. Should the DUNS number correspond to the 

corporate headquarters or the specific manufacturing location? 

Gary Saner: Well in this particular case there will be an organization that is the preferred 

labeler DUNS number goes back to the labeler that actually is responsible for submitting the 
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documents to the FDA. So in that case it'd be the organization that needs to be ... that definitely 

needs used to be and that labeler DUNS numbers. 

Now under the umbrella of a large corporation I will mention this, under the umbrella that 

there could be many manufacturing sites each of which has their own labeler code and a set of 

numbers that are assigned to that particular product line. In that case it's very appropriate that 

a large corporation would have multiple labeler DUNS numbers all submitted and associated to 

their organization. 

So it could be one of many and to answer that particular question, the labeler that is on the 

mega organization, or I should say the organization that is on the label itself is the 01:13:30 

organization that should have the DUNS number included in their submission. 

Joe Hage: And the next question comes from my friend Dan O'Leary who is a group member 

who often takes some time and answers folks' questions which I appreciate. So hello Dan. And 

his question is where does the DI show up in the easily readable plain text? Is it only in the 

AIDC? 

Gary Saner: No, in the ... On the label itself, the FDA has been clear that the UDI, the full UDI 

needs to be presented. And two formats. One is in a machine-readable format so let's say it's a 

bar code. And also in human-readable format. And when you look at the contents of the UDI, 

both the DI, the Device Identifier as well as the Product Identifier needs to be available for the 

computer to read as well as the human to read. 

So the DI does appear as the first component of the full UDI that is in human-readable and in 

the AIDC. So it's in there Joe, or Dan if you're still connected, that's the first component in the 

presentation on the label. 

Joe Hage: Angard asks what compliance challenges are some implantable device manufacturers 

facing, and how do you recommend they overcome these obstacles? 

Gary Saner: Well the biggest one right there that comes to mind is the size issue of trying to 

identify the Product Identifier on very small parts. And there is an exception that was granted 

recently to those implantables, single use implantables that need to be sterilized. This brings up 

the example of a kit that is typically a surgical kit and includes a lot of components used in the 

operating room. 

And the problem in this particular scenario is that there's very small parts. Typically they're 

packaged together or collected together in some type of a tray, and it's very difficult once they 
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arrive at the hospital to go through a sterilization process. And then be present in the operating 

room. And now you have five screws in front of you and which one is which. 

So the problem is identifying that particular device. So the compliance issue is not yet fully 

answered. There's various scenarios of being able to have perhaps individual packaging. In 

some cases the size is not a problem, being able to mark the actual part. But the FDA is clear 

that they still want the individual devices identified to the point of use. So in some cases there 

will be a rack and a paper ledger that shows the various pieces are all there and so on. 

To answer the question, the compliance issues are one, identifying the product up to the time 

of use. And for a small segment of this particular question, the implants that are single use and 

need to be sterilized before use are given a one-year extension for labelers to work some kind 

of a system out. The FDA is not backed off on the requirement to have some type of identifier. 

But there is definitely some compliance issues in identifying these type of products.  

Implants themselves have been granted an exception from direct marketing. So there is a lot of 

discussion about that in the proposed rule going back a year now. 

Joe Hage: Gary, I suspect that dovetails with Claire's question about labeling very small 

products. 

Gary Saner: This comes to ... This presses the question about applying for an exception. And the 

FDA does allow some requests for exceptions based on size. So what you want to do is put your 

scenario together. And there's not a carte blanche exception that is granted. So there's no size, 

10 mil or three or four millimeters and everything below that is given an exception. That's not 

the case. And it's on an individual basis, but you are able to put a request in for an exception 

based on size or something that technology is not available to actually mark this particular 

product. 

Joe Hage: Okay. Anna asks is the coding of certain data attributes performed in the FDA 

database, or are manufacturers required to create coding into their data solution? 

Gary Saner: Yeah, so that's a question. And it goes a little bit further into something that we 

touched on earlier where the labeler organization contacts an issuing agency and is given a 

Prefix Identifier that identifies the company themselves.  

And then the labeler is responsible to flush out actually populate the rest of that Device 

Identifier based on the product line and various products that they have. And then as necessary 

add some 01:19:52 Product Identifiers, the serial numbers, the states of manufacturer and so 
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on. And they are responsible to do that and manage that make sure that they're unique and 

that are used and so on.  

So many of the labelers obviously are using such type of vendor solution to assign numbers to 

their inventory and as production occurs slow those newly created numbers out to the labeling 

system on the floor so that they're marked and then appropriately tracked. 

There's also some verification to make sure that the numbers that are put on the label are in 

fact correct so that there's actually some verification of the label. But ultimately to answer your 

question the labeler is responsible to generate those full UDI numbers. 

Joe Hage: Thank you. Cidi wants to know ... Pardon me, JD wants to know if the 

recommendation is to use one single label for all items included in the medical device, are there 

any guidelines on which part should be labeled? 

Gary Saner: So this appears to be a scenario where there might be a system that has multiple 

pieces that are assembled together and then you put the label on the base product. I think of 

that as the question that's being asked. I have not seen anything in the UDI Final Rule that 

identifies which of those components needs to have a label on it.  

There is instruction about accessories, and accessories is a little bit different than I think what 

she was talking about. Accessories now could be ordered as individual line items perhaps 

delivered separately and optionally included so they're not there all the time. They need to be 

labeled independently of the actual base product just to complete this discussion that spare 

parts that are supplied to go into the original system and replace the bad component now with 

a new component. Spare parts do not need to have their own UDI so they're basically 

grandfathered in with the base products UDI. So hope that answered that question Joe. 

Joe Hage: Laurie wants to know, do only the medical devices themselves need to have a UDI or 

do their spare parts when sold on their own also need a UDI? And before you answer I 

remember reading it, somebody asked what about things like package inserts and things like 

that? 

Gary Saner: Yeah, so this is a good point. The spare parts that go into a system to replace an 

existing supplied component do not need to have their own UDI. But then on the other side of 

the coin, an accessory that is provided as part of a larger system and then sold independently, 

that does need to have a UDI. 
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Now as to package inserts, the documentation that is surrounding the medical device has not ... 

And we have seen this where a lot of companies are going ahead and putting UDIs into that 

documentation. The Final Rule did not address that particular scenario of instructions for use 

and that sort of thing. We do believe that is on the forefront and certainly on the FDA's mind 

about how they would include that type of information in future documents. 

The Final Rule does address some quality requirements so internally you need to make sure you 

keep the UDIs available and tracked and so on. There's also some recording aspects of the Final 

Rule where adverse events that are recorded need to include the UDI as it's available. For 

example, if I have a problem with a heart valve or whatever and a UDI was available and in my 

current health record, I would report that UDI and mention that UDI as in the record. 

So there is some growing interest and I think some further requirements that are coming down 

the pike about including UDI in the various documentation that surrounds medical device. 

Joe Hage: When do we communicate UDI to FDA? When the medical instrument is being 

manufactured, commissioned, shipped? 

Gary Saner: Huh okay, that's a good one. I believe it's- 

Joe Hage: One of these days I'm going to stump you Gary. One of these days I'm going to ask 

you a- 

Gary Saner: No, it's out of curiosity because I'd actually submitted that question to the FDA 

about a year or so ago. What's the actual event that allows the product to be shipped and put 

into a commercial space? And the answer that I got back is when the UDI is published. So it's 

not when it's submitted because remember the submission time may have a published data a 

month or so or whatever in the future.  

So just the fact that you submitted the record to the FDA and they've actually accepted it, that's 

not the event. That's not the criteria. The criteria is that the publish date that is one of the 

embedded fields in this submission actually has occurred and now that record is published. But 

actually becomes available in the public forum which will be available shortly. 

But then upon that event you're able to freely release your product to the commercial 

marketplace. Now obviously your inventory people and your planners want to build up 

inventory and as long as it's inside your confines and you're inside of your control, you can 

actually manufacturer, move it to your warehouses. But as soon as you lose control then, 
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excuse me, you want to make sure that the publish date has occurred. Otherwise you face 

misbranding, and I don't think anyone wants to go down that path. 

Mark Bayer: Gary let me suggest just sort of the flipside of that. What is the trigger point that 

tells the manufacturer it is not time to submit the UDI to the GUDID? Is there a particular time 

when okay it's now time to submit this UDI GUDID information to the FDA? 

Gary Saner: Yeah, the only prerequisite is that it has to be published before that is in the 

marketplace. So early in the design stage I think that would be premature, that you don't have 

to make that submission. But as you near the final stages and start to get the production engine 

started, Mark, I think that's when the regulatory people need to make their submission or 

whoever is responsible, the IT in some case or whatever. But there is a critical event that you 

want to make sure that the publish date has occurred before you actually release that. 

Mark Bayer: Right, release the product on the marketplace. 

Gary Saner: Right. 

Mark Bayer: Right okay, Joe more? 

Gary Saner: Oh Joe let me go back and just interrupt one second. For those that are new to the 

Final Rule, if your product was in the inventory and already labeled, it's a finished product 

sitting in your inventory. And the compliance date rolls around and say, "Oh my gosh! What's 

the state of everything of my 200,000 units that are sitting in my warehouse?" 

The FDA has allowed a three-year window for that existing finished product that's already 

labeled that does not have a UDI on it. But you have a three-year window to move that product 

out to the marketplace and sell it. After the three years has occurred, then you will have to pool 

that product back out of your warehouse and re-label it with a UDI.  

I'm sorry, go ahead Joe. 

Joe Hage: The next is can the method of submission be change? From Teresa. 

Gary Saner: Yes. So I think what the question there alludes to is can a value or a record that is 

sent by way of SPL then ultimately be managed and maintained using the FDA's Web Interface 

or vice versa? The answer to that is yes. The FDA does allow that.  

Initially when they first rolled the system out there were restrictions to keep to the same 

method for maintenance that you did your initial submission on. That now has been dropped. 
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So you could submit in one of these methods using SPL and then do maintenance on the FDA 

Web Interface or vice versa. 

There's a little word of caution there because if you switch back and forth. So let's say the 

original submission was done using a GUDID submission package or some tool and now the SPL 

has been created and submitted and so on. And now independently someone makes some 

edits in the FDA GUDID Web Interface. So now the latest version is generated from some 

manual editing. Going forward, the labeler has a rather hard decision; it's like having two 

watched on your hand. Which one is the correct time? Because as you make a version two 

months from now, which version do you edit? The version that's sitting in your GUDID 

submission. That would be inappropriate because there's a change that it doesn't know about. 

And that was done manually through the web interface.  

So it can be done, technically it's allowed. There's some caution and you need to really 

synchronize changes in one method to the other to make sure that as you bring future versions 

out that it's accumulation of all changes that are in place up to that point in time.  

So the answer is yes but there is a little bit of a caution- 

Mark Bayer: 01:31:00. 

Gary Saner: Yeah, what else do you have there Joe? 

Joe Hage: What issues have you faced with web-based good submissions and what do you 

know now that would have made your submissions more efficient? From Matthew. 

Mark Bayer: Let me interrupt for a sec. We're trying to understand the question. Was the 

question regarding the FDA's GUDID Web Interface? Because if it was, if that was the case, we 

have made zero submissions using the web interface. All of our submissions are based on our 

own software either through the hosted solution or the outsourced solution. Using the same 

underlying software engine. So we are familiar with SPL submission. We are not familiar with 

individual GUDID web interfaces. I'm not sure that ... So I'm asking if we've understood the 

question- 

Joe Hage: And his clarification is- 

Gary Saner: I can help answer it. 

Joe Hage: His clarification is based on the FDA Web Interface, can you help him understood 

what he's got to look forward to? 
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Mark Bayer: We have had no direct experience that way Joe or Matthew. We have been ... 

We're down here in these two boxes if you will. We understand that the web interface has 

been working well. We also understand that there is a lot of keying in.  

It's a more; once again, to use the FDA's own words or to paraphrase their own words, this is an 

excellent way of doing things if you have a lower volume number of records to submit. If you 

have a higher volume of records to submit, this will probably get tedious over time.  

And the other thing is information that's entered this way it's not sitting in a database that will 

be part of either this solution, this solution, or this solution. And thus when it is time to submit 

data to ... Let me just catch up with one other slide, please bear with me a second. Whoops! 

There is it. When it is time to submit to other authorities other than the FDA, be it the EU or the 

PMDA or Health Canada, whomever, the fact is that that data is not in some form of database. 

Then there will have to be ... That will have to be approached separately.  

So I would think that low volume is key and then you have to consider the international 

component. 

Joe Hage: And speaking of international, Claire wants to know when will requirements for UDI 

in the rest of the world become effective? 

Mark Bayer: As mentioned a bit earlier, there's no official crystal ball on that. But for instance 

the folks in the EC have said likely 2016. We have heard different stories from different people 

as to when they might come online. But there's nothing really solid and there's no one who's 

mad an explicit commitment to a date like the FDA made an explicit commitment to a date a 

number of years ago. 

But it is all coming. I think that's one of the key things. So the day is not specific at the moment. 

There is an active involvement on this. The IMDRF has been working for some time. And the 

world's regulators all agree that the benefit of a Unique Device Identifier in some database type 

of situation has great value for the safety of the world's population. 

Gary Saner: Yeah, and as a side note Joe, there is various countries that are making very good 

progress. And rumors indicate that some of the actual European countries are more or less 

shaping at the bit to go forward. Germany and England and some of those countries have great 

progress that has been made on the UDI. And are interested in moving forward.  

And provided actually a little bit of a problem for the EC to control that with one thing that they 

refer to as a unified European Solution rather than individual countries coming forward and 
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putting their own plan in place. So there is a lot of momentum, there's countries and agencies 

that are anxious to move forward but we don't have a firm hard date yet- 

Mark Bayer: There is one question Joe if I may interrupt, there's one question that just came in. 

Are the rest of the world's UDI draft rules already out and available? And the answer is no. That 

would be a very clear indication that someone has moved well along.  

However, the other side of that coin the IMDRF has published its rules. And since everyone is 

following the IMDRF to some extent, we would recommend going to the imdrf.org website 

where you will get a handle from that as to at least sort of the broad outline that everyone is 

going to follow. Because if you remember this last slide, there is a lot of commonality between 

what the IMDRF wants etc. But this would be a good place to look, right here. 

Joe Hage:  Let me ask if you guys will come back and do this again. Once again you've broken all 

sorts of records, according to me anyhow. We still have 40% of the people on the line. This is 

the longest webinar we've done, and I don't see an end to the questions. So I'll take you up on 

it on behalf of all the folks on the call. There's a lot of email follow-up for poor Haley and Mark 

and Gary following our presentation today. 

I have put the link to the slides in the chat box if folks on the line want to check and make sure 

that's working for them now. I apparently sent too much traffic there and I had reboot my 

system so thanks for that. 

Anyhow it's very clear this is very timely, it's very important, and very valued by the members 

of the Medical Devices Group. So on their behalf, Gary, Mark, Haley, and the rest of the Reed 

Tech team thank you profoundly for yet another great webinar and great content to share. 

Mark Bayer: And we'd like to in turn thank all the folks who attended from all over the world. 

It's always exciting to speak to a worldwide audience. And Joe as always our thanks to you for 

helping us organize this and being the lynchpin of getting this done. 

Joe Hage: You bet. Thank you all, and have a great day. 

Mark Bayer: Thanks, bye. 

Gary Saner: Bye bye now. 
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