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

as of this recording has 284,000 members worldwide, and Gary Saner would not need much of 

an introduction as this is our fifth webinar together, and the only reason that we’re doing it five 

times, I don’t know, maybe six or seven, say, is because this topic Unique Device Identification 

is very complex and Gary and his team has been so generous with their time, have so many 

thousands of members in the group that they’ve come back for more. So, I am going to take no 

more time, hand it over to Gary and you’ll hear me on the back end. Thank you, Gary. Take it 

away. 

Gary Saner: Very good. Wanna welcome all, and first of all thank you Joe for pulling us 

together. We enjoyed collaborating with you in the past and once again as you mentioned I 

think it’s the fifth webinar that we are presenting on and it’s always good to talk about our 

favorite topic and help the audience out understand UDI initiative from the FDA, and Joe, I 

think there’s more UDI discussions as other agencies around the world open up in the next few 

years, so stay tuned. 

What we like to do today is walk through some discussions on UDI. There is a pending timeline, 

September of this year, for certain category of devices. We’ll get into that in a minute. I’ll 

quickly review the agenda using the… You see that come through, Joe? 

Joe Hage: I am. Sorry, yes. I had muted it myself. It’s perfect. 
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Gary Saner: Very good. There’s a large majority, I think in one point in time, well 76% of the 

audience was attending for the first time, so we’re gonna take a little bit of time at the 

beginning just to get a recap of the Reed Tech Company and have those people understand 

who we are and what we have been doing in the past. Then, we move into a quick refresher of 

what the FDA UDI really is all about and talk to some points there. And then we wanna share 

some lessons learned, so we’ve been supporting this endeavor since it started and with the 

Class III submissions a year ago, and as people are starting to make the second wave now with 

implant life supporting and life sustaining. We wanna share some lessons learned.  

We do have 2 or 3 slides that have to do with our particular solutions, and we’ll describe that 

for you. There are a number of pages at the bottom of this particular presentation for 

references, and we’ll just quickly walk through that. It’s kinda like walking through a library and 

seeing some reference books and saying, “Well, if I need that, I’ll come back to it, pull it down 

and investigate.” There are a couple of books that we’ll pull off the shelf and open up and dive 

into a little deeply in the next few minutes, but we do wanna reserve some time for Q&A at the 

end. 

If you have questions during the session, go ahead and use the chat window that is available 

through GoToWebinar, so if you just opened up your chat screen there you can type in a 

question and then send it off to staff. We will be collecting them during the course of the 

presentation and at the end start our way to work through those. We will have the 

presentation available and the recording, so Joe has provided that in the past and this will 

happen again this time around, the content and also recording would be available through the 

Medical Devices LinkedIn website, so that will be something that you will be able to access later 

and go back to and review the content. 

What I would like to do is introduce Haley Lentz. She’s the account executive here, and we 

would go to share some of the initial, first couple of slides here, so Haley is going to walk 

through the company profile and if you give me a head nod when the screen moved on, I can 

do that, so Haley, why don’t you help us out understand Reed Tech Company? 

Haley Lentz: Sure. So, for those of you who are new to Reed Tech, we’re going to have a quick 

overview of who we are as a company. Reed Tech has over 50 years of experience in data 

management services. From a corporate standpoint, we’re part of the larger LexisNexis family 

and in current part of the larger Reed Elsevier Corporation. Reed Tech was founded in 1961, 

and for most of that time we’ve held a long-standing contract with the US Patent and 

Trademark Office. We’ve been practicing all patent applications and grants in behalf of the 

USPTO. 
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In 2005, FDA mandated that all pharmaceutical companies must switch from paper-based 

submissions to electronic submissions that we’re going to utilize the structural product labeling 

or SPL. Based on our experience with electronic submissions in data management, we opened 

our lifetime fifth division, and since 2005 we’ve grown that side of the business over 850 

customers. In the past ten years the lifetime fifth division at Reed Tech has become the most 

experienced SPL service provider in the industry. We worked with pharmaceutical companies of 

all sizes, and we make submissions in numerous divisions of the FDA. 

More pertinent in this conversation is our experience with medical device manufacturers. With  

the release of the UDI mandate in 2013, Reed Tech extended its structural product labeling 

services to the medical device industry. In this time we’ve made over 15,000 SPL submissions to 

GUDID on behalf of over 45 different medical device manufacturers, and we’re contacted to 

make over 500,000 additional SPL submissions in the next three years. In addition to GUDID 

submissions for FDA compliance, we will be performing submissions to multiple international 

regulatory agencies. This supports additional UDI mandates in the next few years. 

Gary Saner: Okay, thanks Haley. That’s a good… Let’s turn our presentation to the FDA, and a 

quick reminder, if you have questions go ahead and use that chat box and send that to staff and 

we’ll collect those as we go along. So, the FDA’s final rule came out, and I’m going to talk about 

four major areas that it affected device manufacturing. 

The first one is pretty well… I’ll just quickly do a recap. The label requirements that you place on 

a product itself and also in the package need to include a Unique Device Identifier. We’ll talk a 

little bit more about that in particular, but a Unique Device Identifier is made up of two 

components: the Device Identifier which is relatively static and identifies the product, the 

company and the version, and then the production identifier is the second half of that UDI, and 

that will include production identifier structures, the manufacturing dates, expiration dates, the 

lot number or serial number if it was on the label itself. That UDI needs to be presented in 

human readable form and also in an AIDC which stands for Automatic ID and Data Capture. 

So, most of the time most manufacturers have to use that, a 1D or 2D barcode. RFID is also 

acceptable. The FDA with the diagnostics of the actual technology and basically allowed that to 

be decided by the manufacturer.  

If there are dates used or presented on the label, then they need to follow the FDA prescribed 

format there as YYYY-MM-DD. So, we have learned that many labelers have not made use of 

the date values, so that’s kind of something that they’re working their way through, and that 

needs to be presented whenever the date is on the label itself. Its order exception when the 

date embedded in the AIDC barcode, then it has to be per the Issuing Agency and there’s three 
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Issuing Agencies. I’ll quickly stop right there and talk about GS1 providing one of the codes 

specification as a GTIN, HIBBC is also another issuing agency, and there’s a third agency 

primarily for human tissues and blood products, ICCBBA. So, also at the bottom of all this 

presentation, you’ll work your way through the acronym. 

The second item that was defined in the rule was pertaining to Direct Marking, and in the event 

that the product is used multiple times and reprocessed in-between patients, then it does need 

to have a permanent mark applied to it. 

The third item there is submission of the Device Identifier and a number of device attributes to 

the FDA’s database, so Global Unique Device Identifier Database, GUDID, is the repository of all 

this content. Now months ago, the National Library of Medicine opened up a public portal and 

made that available. The name of that is AccessGUDID, and you’re able to go to that… You’re 

able to search that inside your browser and you’ll find a list of all the devices that have been 

collected this point in time. It’s still in beta, but there’s some good data content there that you 

can start to navigate and also download. 

The last section has something to do with reporting. UDI needs to be included in your medical 

device reports, some annual reports, applications, where it is available, then the FDA will start 

to collect that. As of today, I believe the printed forms for medical devices reports are including 

a build for UDI, but interestingly enough, the electronic PDF version still don’t have that yet, but 

I suspect that it will be coming soon. 

So, as we move onward, there are frequently some questions about the values that go on the 

label as in compared to the values that are submitted to the FDA. We’ll take a second and talk a 

little bit more about that. The UDI, again is the Device Identifier plus the production identifiers 

are presented on the label, but the GUDID just includes the Device Identifier so that’s the static 

first component and the number of device attributes totaling 55 submitted fields. So, your 

source over the left-hand side of data flows into a labeling system and actually onto the label 

itself and then went on to the product and package. That includes the full UDI and that human-

readable and AIDC form. 

There are some data fields that are shared, but there is also another set of attributes that need 

to be pulled from other repositories in your system and then flow through your GUDID 

submission system to the FDA. So, there are some shared, but it’s actually a two different 

systems that you’ll need to address and get up and running. 
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So, we’ll take a look at a… This is a busy label. Actually this is a label that the FDA designs. We’ll 

just talk about a couple of things on this. First of all across the middle this is an exaggerated 

very large barcode, but it was used by the FDA to help illustrate the various components. 

The first component there is that Device ID, and this particular example uses the GS1, GTIN, so 

there’s an application identifier 01 at the prefix there, and then this next set of fourteen digits 

identifies the labeler, manufacturer, and the product, and there’s also a check vision in there. 

And then starting with the 17 and thereafter, there are some identifiers that have something to 

do with production control, so an expiration date, the manufacturing date, the lot number and 

serial number are all included. If you’re not using any of these production controls, simply have 

the device identified. If you have one or more of those production identifiers, then they need to 

be included in the UDI. 

The other thing that I’ll talk about on this particular label is the content that flows over to the 

FDA GUDID, sometimes can be migrated directly, so for example the brand name that 

CompuHyper GlobalMed, I believe, is what the FDA calls it. That simple text field that… But then 

you have another field. Let’s say it’s a unique medical device, and if that’s the GMDN 

description, we’ll talk a little bit earlier before we started this session. That GMDN code is 

actually submitted to the FDA, not the checks, so one would need to look that up either in the 

GMDN subscription that you have or go to the FDA alternate listing and find the FDA code. 

Another example where you need to do some coding or mapping is down at the labeler 

organization name, so in this case there’s a company with an address. That information is not 

sent directly to the FDA but the Dan and Bran Street DUNS number. So this is a code at Dan and 

Bran Street, with an organization that keeps codes for numerous businesses around the world 

and actual addresses, so there’s a particular DUNS number for each address and that DUNS 

number code is submitted. So, those are some nuances about transcribing data from the label 

and coming up with other attributes to be submitted to the FDA. 

Where are we in the timeline? The final rule established some year increments for various 

classes starting with the most risky class, Class III first. If you manufacture Class III, you’re 

probably smiling and hopefully you’re done in this point. That deadline was back September of 

last year. Right now we’re a couple of months away from the Implant Life-sustaining and Life-

supporting Devices, most of Class II’s and they have a deadline until September, so if you’re in 

this particular category, I’m glad you’re listening, but hopefully you had already started to 

collect some data and you’re getting into the final step of your process. We’ll talk about that in 

a second. 
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Class II’s is not too late, and believe me, I think one of the common things that we have heard 

that this whole data collection, cleansing, label updates and submission process will take longer 

than you think. We’ve heard that numerous times, so a year and a few months is not 

uncommon to start already on your Class II products. On Class I, you have a little bit of a 

breathing room, 2018, so there’s an extended time for the Class I’s. 

So, we’re gonna move over to some lessons learned now. That is a quick recap of  the FDA 

ruling and again at the bottom of this presentation, you’ll find a number of links to the FDA 

website. I believe it’s well-organized. It has a final rule. I would recommend a small 

organization, a small entity, implementation guide as a starting point. It’s a 22-page read. It’s a 

lot better than the 76 or so in the final rule, and there’s a number of implantation guides and 

some other exceptions and making yourself available and read about where you actually fit in 

as to the rulings. 

But, we’re gonna move on to some of the things that we have learned and suggest some areas 

where you might wanna consider as you put together your final plan. 

So, we had done a webinar with you folks around the beginning of the year, and it’s available at 

the link at the top. If you’re a member of LinkedIn you can go to this Medical Devices Group, 

and its archives there. That particular webinar we went through in detail. The 12 Step Plan for 

UDI and GUDID, we won’t take the time to do that today, but we refer you to that particular 

reference if you’re starting new on the adventure of putting UDI together. There are some basic 

steps that you can be accomplished, and I think you’ll find that there are some good 

suggestions in that particular webinar. 

We’re gonna hear some of these particular topics. Here are some questions and deliberations 

about selecting a GUDID solution, so we’re gonna take the time and pull that topic off the shelf 

and read that book a little bit, and then we’ll talk about normalizing data, so there are a couple 

here that we’ll talk about in just a couple of minutes. 

The various submission methods are charted here, and as you work your way down from top to 

bottom. There’s a FDA GUDID web interface available. This is actually an online tool where you 

as a manufacturer, user-contained credentials and science of that and make manual data entry 

directly into the FDA GUDID. So, this one includes that Device Identifier and the corresponding 

55 attributes, and that would be good for a few records when it gets to be a very significant 

number, you want to start looking perhaps an automated way, an electronic way to make 

submissions.  
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We have heard that many individual go ahead with this particular activity. They also find that 

because FDA is very much interested in quality of this particular content, and it’s gonna be a lot 

of downstream users, so verifying the data entry and other stuff, so keep that into 

consideration when you start doing some calculations as to your labor efforts. There’s an entry 

and a 2-way activity. 

The lower three are all electronic submissions using an XML file that’s referred to as SPL. SPL 

stands for Structural Product Labeling. This is a document, actually a standard, that was put 

together by Health Level 7, a Standards Resulting Organization. FDA elected to point to that 

standards organization and use this particular format rather than come up another one of their 

own specifications. 

The first of these three would involve purchasing or building or adding to another piece of 

software that you might have and having the UDI functionality so that it can pull data from your 

repository, collect it, build the SPL, and submit it to the FDA to something called the Electronics 

Submission Gateway. There’s a number of acknowledgement that come back at 1, 2 and 3, and 

processing those and keeping those straight always be part of a system that submit SPL and 

keep track of that. This particular model would be old premises, so this application would sit 

actually inside your firewall. 

The second one is really the same functionality, but now it’s a hosted environment that is out 

on the web, so software as a service, now you’re sharing technology with many other tenants, 

the upgrades, some of the validation activities, and that is a model that was very attractive. 

That’s less headache for your internal IT people and allows you to start up much faster and 

share some of the cost. With other tenants, you would have login credentials to come in and 

load files in an automatic fashion, through validation, finding out the reports, finding out the 

errors and then build SPL and submit that to the FDA again through the Electronics Submission 

Gateway. 

The last model on the bottom of this chart describes an outsourced service where in this 

particular case data flows from your repository, and you basically hand it off, so whereas the 

other two that we were just referring to had individuals and administrators pushing content 

and reviewing content. This is a full handoff. Either you don’t have time, or you don’t have the 

staff to put all the necessary steps together and learn about the regulations, and you just rather 

outsource it and then that particular outsource model again would submit an SPL through the 

Electronics Submission Gateway to the FDA. 

This chart goes through and again because of the time we won’t dive into the details, but as an 

example the FDA Web Interface comments there about the descriptions, your technology cost 
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and your operations cost. You have the labor involved. You have some issues about 

transcription and data entry, and the note there is that you’ll make an entry for the FDA, but 

when new comes onboard or Health Canada or Japan, there’s no current plan that I’m aware of 

to share that content, so data would have to be reused. 

Some of the other systems are making use of databases and able to keep content and reuse 

core data values that are submitted to the FDA and repackage them to future agencies 

requirements, so there are some advantages in that, and you can work your way through that, 

and if you have questions, we’ll be glad to talk about advantages and disadvantages of the 

various models there. 

The slide that we’re looking at right here is a list of those attributes that we are referring to 

earlier, so you put it into some categories. There’s a number that are relative to the 

identification of the product. There’s another group that are relative to the manufacturer, the 

labeler, some others on regulatory packaging, production control, other characteristics.  

If you’re submitting content electronically to the SPL, there will be about 55. There will be 55 

attributes that are submitted, and then FDA derives some additional values, seven, for a grand 

total of 62 in their database, so for example, we talked about the labeler DUNS# being 

submitted, the FDA will take that code, go back to the Dan and Bran Street. They have access to 

the database and retrieve the labeler name and the labeler address. 

In the same fashion some things like the GMDN Code that would be submitted. They have 

access to GMDN Name, term name or for the definition, so there’s a number of fields that are 

added over the above actually submitted. 

But you’ll find that these values are really not getting ready to go in your system. This is 

probably the first requirement to pull them altogether, and you’ll find some of these in various 

systems, labeling systems, and it’s not uncommon to be honest with you to find them in a 

spreadsheet or even in a file cabinet. For example, what’s your GMDN Code? Well, I’m not 

really sure. What is your listed number? I didn’t have to go to check.  

Many of these values are not used typically, certainly not in regular production, not put on the 

label, so you need to go find those and as you find them, obviously you want to get current 

copy, verify it, and then also establish a method or methodology for keeping it current, so there 

is requirement to do update on this content as something would change over the course of 

time. 

Haley Lentz: Gary, we did get a question about the GUDID data attribute. 
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Gary Saner: Okay. 

Haley Lentz: So, one of our attendees asked if all of the attributes are required. There are some 

optional attributes that are on this chart, so you see in the identification box, the Secondary 

Device Identifier Issuing Agency. That would be an optional field, and there are some additional 

fields that are conditional such as the Unit of Use Device Identifier. We can provide you some 

additional information about those data attributes, so if you do send us an email, both Gary and 

my contact information at the end of this presentation, we’d be happy to send you over some 

more reference information on all of the required, optional and conditional data attributes. 

Gary Saner:  That’s very good. There are some optional and some that come as a package, so if 

you put one value in, you need to complete the other two to make a triplet for you. 

Okay. There are a couple of recommendations that we’ll touch on here. I won’t hit everyone of 

these instances, but if you want to pull data together and follow the business rules for those 

attributes. We talked about the very simple GTIN being a 14-character date format, being a 

certain format. The data that you have in your system maybe cm or Degrees Celsius or those… 

There are Controlled Vocabularies that the FDA has established and centimeter abbreviated as 

“cm” needs to submitted and Degrees Celsius “Cel.”  

So, there are some things that you need to consider, Controlled Vocabularies and then the 

grouped fields. If there’s one value then others have to be submitted along with that, and the 

key of all the accurate submissions to the FDA is making sure that down all the individual 

elements that those particular values that you collect and submit are in fact the correct ones 

and you have ways to keep those current. 

These four at the bottom, the DUNS Numbers, Device Identifier assignment for packaging labels 

are some of the areas that we have found to be problematic. 

I’ll share with you a couple of the survey questions that we had. Where are you in the process? 

So, it looks like majority of people between “Have not started” and “Started Planning but have 

not implemented yet.” Those are 22% and 43%, the majority of the audience. Some have 

completed but not many, so if you’re on this journey, you’re not alone. 

Second question about what are you planning to complete or how are you planning to 

complete. Using the Web Interface, internal solution, purchased software, service provider, a 

number of people on undecided. Again, keeping in mind the various labor and quality check 

which need to be done on the FDA GUDID Web Interface. 
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Then the last two have to do with timing, when you’re actually going to submit the Implant, 

Life-sustaining, Life-supporting. It looks like all before July and August are peak times and for 

the Class II’s next year, again, around the turn of the year, 4th quarter of this year, 1st quarter of 

next year. 

So, very interesting to see the progress there. It looks like there’s some work to be has done. 

Joe Hage: Gary. 

Gary Saner: Yes, go ahead. 

Joe Hage: The page before… The survey. I’m struck by the red lines on the bottom. I’m 

interpreting this slide as a lot of people just don’t know when. 

Gary Saner: Yeah, and that’s true. I think some of the participants may have been Class III, so 

they have been already done, but to your point there’s a really big significant portion there, 

large percentage that haven’t quite figured it out, so if they’re in that category and they have 

submit by September, it’s really a fire drill at this point. 

Joe Hage: Would it be overwhelming for individuals to email you and ask their specific instances 

or is that not a practical way for you to help folks on the phone? 

Gary Saner: Oh yes, that’s… We’re gonna get some contacts at the end, Joe, and Haley and 

some other individuals that will help support that activity, so emails to me or Haley would wrist 

through momentarily here. 

Joe Hage: You told your wife that you won’t be able for the family for the next couple of 

months then? 

Gary Saner: Well, we’re being very cautious on our vacation, so… 

Joe Hage: You never know. 

Gary Saner: Okay. Very good. I’m going to take just a couple of minutes to talk about our 

solutions. This is available as a SaaS model; meaning, you have credentials to log in to a web-

hosted environment in blue. We refer to it as the Life Sciences Portal – UDI System, and you 

have credentials to upload content, see the validation reports directly and make submissions, 

or this very same platform can be used by Reed Tech personnel in the outsource model; 

meaning, you just give us the raw data and we take care of all the prep and submissions. 

So, it’s pretty straightforward on the left-hand side. You as a manufacturer pulled the data 

together. We have a number of templates, and Haley had mentioned providing those. They 
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provide those upon request to identify the various fields, and that format is available as a 

spreadsheet, an XLS file, and also as an XML file, so some IT departments would rather pull the 

data out, extract it, put it in XML, would develop a scheme to support that interactivity. 

Certainly, TXT files and plans are for the end of the year, some call the GDSN XML format as 

well. 

There are a couple of steps across the center here upon receiving the content. We validate it to 

all the business rules. It’s about 105 pages of business rules the FDA has put together, but we 

have got to buy those provide early feedback to the manufacturer on each of the records and 

each of the individual fields. We transport the data per as library, so if there’s something that 

comes again at centimeters, we convert it over to “cm,” something that the FDA accepts, and 

merge it.  

So, we understand that this data comes in, in piecemeal fashion in some cases, so a partial 

record is able to be merged together to make a full record. It’s then reviewed, if necessary 

edited, and then approved, and then we build an SPL file. We parse it to the FDA’s schema, and 

submit, and then we monitor all the acknowledgements coming back. 

All of these is done in a compliant, 21 Part 11 Compliant System, so all those SPL, actually the 

three that we talked about earlier. The FDA has indicated that the content needs to be 

performed in a 21 Part 11 Compliant System for electronic record handling, and then there’s at 

the end of the year, there’s a connection here by way of GDSN. 

Just a quick summary on some of the benefits of our system and again you can go through this 

and read a little bit more, but it’s very focused, single-task activity for submission to the FDA, so 

it’s not a lot of overhead and cost to put all other content together. It’s minimally intrusive to 

your current system, so it’s very adaptable to work, to connect up with your current systems. 

We’re able to do fast startup in a few days. 

We talked about merging data, cost-effective, saves some of your IT costs into all this sort of 

one web environment, so you’re sharing some of those costs with other tenants. Flexible, 

couple of different models. We didn’t mention it here yet, but there’s outside the U.S. a 

number of agencies around the world that are about to move forward on UDI, so we have rode 

that. And, again the 21 CFR Part 11 Compliant System with audit trails and so on. 

Looks like 75 working days left before the submissions of September are due, so keep that in 

mind as you start to make decisions. 

That concludes our pre-planned activity, so those lecture slides. I wonder if… You’ve already 

met Haley, so hello Haley. 
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Haley Lentz: Hi Gary. 

Gary Saner: Andrew, you want to say a quick hello. This is another account executive that 

would be here to support your questions. 

Andrew Pfeifer: Hi everyone. Good morning and thank you for attending, and again if you have 

any questions, just reaching out to Gary and Haley. Please go reach out to me as well. 

Gary Saner: Very good. Let me quickly walk down through some reference materials, so you 

know it’s here. We have available also a blog or a website, at least, I don’t know, 8 to 10 really 

good blogs that you can go into and a good short snippets of knowledge about UDI, and you can 

subscribe to those and read that one. Here’s a number of links on the website, a number of 

documents and pamphlets that we will make available upon request. Over on the FDA page, a 

number of links and again there are a lot of good content here. 

Keeping in mind the global activities, there’s a slide that talks about that, and also a comparison 

of data elements as we now know it, and that medical device glossary that I referred to earlier. 

And Joe that brings us up to Q&A, so let’s walk through some of the questions that were 

already collected and we'll take a step to try to answer these. 

Joe Hage: We know this is going to be a fire hose, and I’ll say it again at the top of the hour, but 

we will continue recording. I know history tells me we’re going to be at least another 50 

minutes worth of questions. We’ll get through as many as we can. So if you need just a hard 

stop at the top of the hour, don’t fret. We’ll still be recording.  

Let’s see. Matthew wrote: “We have several automated systems to determine which products 

in our catalogue of 15,000, need UDI this year and then verify.” So not so much a question, but 

15,000 items is gonna be quite a task. Care to comment Gary? 

Gary Saner: Yeah, there is a good way to do this classification. If the FDA Product Code is 

available, so that’s an assumption right off the bat, but there is a one-to-one lookup that 

returns the classification product class for the FDA Product Code, so that’s one way to go about 

it. You can also look at some of the 510Ks and PMAs that are associated with it, and get some 

understanding of what class you’re in, and when all else fails, the Help Desk at the FDA is 

another option for you to consider. 

Joe Hage: Gary, a note from Sarah: “While we’re looking at a screen when we do lots of talking, 

could you instead rest at the reference, the slide that you have all the references?” That’s 

helpful. Thank you. 
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Gary Saner: Yup. So, here’s the Help Desk I was referring to. 

Joe Hage: Mary asked, “For Class I devices, how do we determine if serial numbers are 

required?” 

Gary Saner: So for Class I devices, there’s a broad exception that in the case that production 

identifiers are not required in Class I devices, so there’s also… In addition to that, the UPC 

symbol that is typically associated with a Class I device can be used as the Device Identifier. So, 

this starts to unravel something, twist and turns inside the UDI Initiative. There are a number of 

exceptions and extensions that are relative to various classes, and if you have Class I devices I 

probably recommend going back to the FDA final rule and reading up on that, but you would 

not have to assign serial numbers for Class I for sure. 

Joe Hage: Paul asked, “We have Class IIB product and we just registered them on GS1 ready for 

submission to GUDID.” Not a question, more on a comment as we began. Marcus asked, “Are 

all the fields in GUDID submission required?” 

Gary Saner: Yeah, this is what Haley touched on earlier. You want to just recap what you said? 

Haley Lentz: Yeah. Recap: Not every field is required. There are some optional fields that may 

be entered if the manufacturer chooses to do so such as the Secondary Device Identifier. There 

are also some conditional fields as well that you’ll see that are just dependent on whether or 

not how you show that on a different field, so again my favorite example of that is the Unit of 

Use Device Identifier. It’s one of those conditional fields that’s only required if your base 

package count is greater than one, and again for anyone who’s interested in some more detail 

about those data attributes, you can reach out either through myself and we can provide you 

that spreadsheet with some really great reference on data attributes. 

Joe Hage: Thank you. Roger asked, “What items in the system would be considered devices?” 

You give as for example if you need it. 

Gary Saner: I don’t know where he’s going with that. 

Joe Hage: Let me expound. For example, in a system with locally procured computers and 

peripherals that hold medical device software, do we need to list/UDI the monitors, mice, 

keyboard, etc.? 

Gary Saner: So this brings out a good question about what is a device, and the FDA actually has 

a pretty good definition of that, so you can go online and start reading about devices. Typically 

this question, Joe, also starts to raise the question of accessories and spare parts. I’ll quickly 

knock that one out while we’re talking about it. 
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The final rule indicates that devices and accessories that are associated with those medical 

devices are in fact required to have UDI. If an item is a spare part; meaning, that is a 

replacement item that goes into a larger system and here an example might be a component 

that is actually placed one-to-one for an item that was shipped earlier. Spare parts do not need 

to have a UDI Identifier. So, computers, peripherals, to the question that was posed in this 

particular instance, it all depends on whether or not that was part of your description of your 

device, so go back to you 510K or your DMA and look at that. 

I would also mention there’s a separate discussion too on software. If you’re supplying software 

independently, there are some guidelines about how you put the UDI into a piece of 

downloaded software, and they basically show up on the About Screen or one of the startup 

screens. It needs to include the version number and the Device Identifier. If it’s delivered in a 

package, perhaps in a CD, and has a package around it, then the additional UDI requirements 

are gonna affect for that particular piece of software, so there are a couple of scenarios there. If 

he wants to get back to us, there’s an actual scenario we can talk further. 

Joe Hage: Bob asked a question I could answer only because I listened to four of your webinars. 

“Is UDI for the device or specific to the manufacturer?” I think I can confidently say it’s for the 

device, but he asked a question I can’t answer. “In other words, is a MAC still a valid identifier?” 

Gary Saner: The MAC, that’s a new one to me to be honest with you. 

Haley Lentz: I’m not familiar with that. 

Gary Saner: So the only three agencies that were approved by the FDA to be the Standards 

Organization that put a speck out as to how to build out your particular Device Identifier, so I 

would say not. That’s not one of the… GTIN, GS1, HIBC and ISP128 for the ICCBBA. Third agency 

are the only ones recognized for Unique Device Identifier. The additional one, the MAC for 

example is able to be placed on a label if it was attached there in the past. To be there, you 

don’t have to come up with something that meets, that’s from one of those agencies. 

Joe Hage: Dave asked, “What are the requirements for reporting after you’ve implemented?” 

Gary Saner: Oh very good. So, there’s a timeline for all devices currently in production. There is 

an exception for devices that are already labeled and sitting in the inventory, so you have three 

years to move that product off the shelves and out at the public, but after three years it needs 

to be recalled, as long as it’s in your control. If it’s a new product that is released to the market 

after the compliance stage, then that needs to be submitted before it actually hits the 

marketing date. I believe there’s 5 to 10 days. I have to get the exact number that you have to 

make sure the submission is in place, so there are a couple of rules, and again there’s a chart 
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that shows that in one of our past webinars. You want to pose that individual question to us 

and later on we’ll be able to pick that up. I don’t have the exact numbers in front of me. There 

are some special rules about changes to the label before that product is sent to the market and 

if that’s an attribute that’s not on the label, I think you have ten days to make the change to the 

way the FDA GUDID. 

Joe Hage: Diana asked, “Will the GMDN Code Definition align with the regulation that describes 

that type of product?” 

Gary Saner: Well, yes, so the idea is that when you bring a product to the marketplace, you as a 

manufacturer would sort through all the available GMDN Codes, and there are thousands of 

them, and there are some categories and some subcodes that are related to categories and so 

on, so it’s actually the manufacturer’s effort to find a particular code that matches their 

product, and be aware that there are some instances where the GMDN Code would be 

deprecated and actually removed, so you would have to come up with a replacement, and 

there are also new codes that are brought out the marketplace, so you might have a code today 

and the next week there might be a better one that suit your particular scenario, so the 

description, the term and the corresponding description of the GMDN Code is on the 

manufacturer to find something that matches with their particular product. 

Joe Hage: Thank you. Art mentions that, “There’s a discussion that lack of compliance by both 

manufacturer and hospitals will prevent future reimbursement.” Do you have a comment? 

Gary Saner: Haley, did you hear some comments about hospitals. I think I have heard some off. 

Haley Lentz: Yes, so I noticed there’s a concern by some of the hospital chain in implementing 

the UDI into some of their software and being capable of adding that UDI information into their 

databases. We did attend the Clearing UDI Conference last year, and there were a number of 

hospitals that were implementing UDI and they did have some really great return in investment 

for doing so. They had some amazing copies for doing so. As far as how that will be reimbursed 

with insurance companies, I’m not familiar with yet. 

Gary Saner: And that’s some of what I heard, and what we have seen is that as some hospitals 

start to make changes to accommodate some Class III devices which are now already out and 

available, they start to desire that UDI becomes uniform across all their purchases, so we 

understand that actually some downstream users, in this case hospitals, the buyers, are putting 

early pressure on the manufacturers to have the UDI long before the FDA would require, so it’s 

interesting scenario here where the first wave of Class III devices caused a disruption in 

downstream systems, but now that it starts to be purslated through. Doctors are onboard. 
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They’re starting to push uniformity across all the products, so even before your Class II 

deadline, you may make a business decision to go ahead and start labeling your products, and 

you can submit that UDI to the FDA early, so you don’t have to wait till the last few months, so 

early adoption is probably good for everybody. 

Joe Hage: Karen asked, “What is UNSPSC?” 

Gary Saner: I’m sorry. UN? 

Joe Hage: SPSC. 

Gary Saner: The Internet knows. I’m not sure. We’ll take a look at that one. 

Joe Hage: He also wants to know how that’s linked with the GTIN, but we’ll come back to that, 

okay? 

Haley Lentz: United Nations Standard Products and Services Code, which is managed by GS1 

US, but I’m not sure of the connection between the UNSPSC with GUDID if there is any 

connection in the GMDN nomenclature or GDSN nomenclature. 

Gary Saner: Related to that, we may get another similar question about EAN which is a code 

that has been used in industry, and it is possible to take an EAN code and create a GTIN code 

out of that, so there are some additional fields or additional characters that need to be packed, 

zeroes at the front end, but that is something that we are familiar with, but I would imagine 

that GS1 is probably the best source to go back and look up that UN code. 

Joe Hage: I wonder, and this is my question. Do you think there’s a business model in 

understanding what all these acronyms mean? From now on, we’re gonna have to limit how 

many characters in a row there are in questions. Renee asked, “Can you provide clarification 

that the long string of characters usually seen under the UDI barcode do not need to be printed 

on the label, provided all of the information is already located on the device label in plain text 

format?” 

Gary Saner: Well, let me go back to the device image that we have. So, let me try to recreate 

that question. Is she asking me about if the values are on the label and are standalone items? 

Do they have to be included in the human-readable text below the barcode? 

Joe Hage: I think instead if I’ve written it out long hand, do I also have to put a long string of 

characters? 

Gary Saner: Long string of characters. The UDI will always have to have the fixed component, 

the Device Identifier. Using the GS1 Issuing Agency as an example, they have something called 
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the Application Identifier. 01 is the code for a GTIN Device Identifier, so that’s the first 14 

characters following the thread 01 closed thread. Then after that, it’s all optional based on 

whether a value appears on the label, so the final rule did not require that you add a 

manufacturing date or an expiration date. Last number was a serial number. The ruling says 

that if you’re using those for production control and if they’re on the label, then you need to 

include them in the barcode and this long string of numbers and letters. 

Joe Hage: Gary, let me stop you. Renee wrote that you’re not answering her question. She 

could have tried to elucidate. She wrote or he wrote, I’m not sure, “We do not have one label. 

There are multiple labels on our products. The requirement is that UDI be on the label, so do 

we get to pick which label the UDI goes on?” 

Gary Saner: I apologize. I still missed that question. So, the FDA does not require that you put 

the UDI on your existing label. It can actually be a separate physical piece of label, and if there’s 

room in one of your other… It sounds like they put multiple pieces of labeling content affixed to 

the product itself, so yeah, the UDI just needs to be present on that human-readable form and 

the AIDC form so the barcode, and that can be on any label. It can be by itself as a standalone 

label or embedded into something that they already have. Hopefully that answers it. 

Joe Hage: I’ll let you know if there’s a follow-up to that. Okay. Next is… Claudia asked, “FDA rule 

says that Class I products are exempt from the PI part in the UDI; on the other hand, it also says 

that if any Production Identifier is on the label, it needs to be part of the UDI, so it’s not 

completely clear to us if Class I devices are exempt, or if it’s exempt only if no PI on the label?” 

Gary Saner: Yeah, and that sounds like an inconsistency there, but we’ve heard various FDA 

individual talk on this when we connect up with various FDA people. It became clear that the 

exception is for all Class I. They do not need to include a PI portion, so that exemption overrides 

the previous requirement to include a Production Identifier. 

Joe Hage: Thank you. Abe asked, “What is the different between Reed Tech’s method and the 

direct handle by GS1?” 

Gary Saner: So, there are a couple of data pools that are in the GDSN, and that’s the network, 

Global Data Synchronization Network. GDSN Network is a protocol that GS1 company has put 

together and that’s totally independent of the GS1 GTIN that are used for identification 

numbers. So, this network allows the various data pools to talk to each other and share data 

and it’s been used for a number of years to publish catalogue information about the product. 

So, the product information, the commercial product information such as the part numbers, the 

actual physical size and the weight for shipping purposes, and including pricing. It’s all able to 
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be published through something called the GDSN by way of making use of the organizations 

called data pools, so a manufacturer may engage the data pool to publish data to hundreds or 

thousands of its customers in automatic fashion. Some data pools have put together an 

additional option to include… Well, let me back off. GS1 has extended the data set to include 

some regulatory information that is aligned with the FDA requirements for GUDID submissions, 

so now your product information that you have been using for a number of years can be 

supplemented with regulatory information and communicated over the GDSN. That is an XML 

message, but it’s not the SPL message that is sent to the FDA. So, we have actually connected 

up to data pool and have relationships with them so we can share data and pool data off the 

GDSN and package it into the SPL requirement and submit that to the FDA. 

One of the things that make us unique is the experience that we have in packaging content in 

SPL since 2005, and many data pools, I’m not actually aware of any of that, have been working 

with SPL since then or at that point in time. 

So, the high volume and expertise that we have with SPL, the relationships with the FDA and 

understanding their submissions, their checking the validation on that content, and our system 

is fully compliant, 21 Part 11 compliant, so as manufacturers start to look at alternatives 

solutions, it’s one way to consider data flow, but make sure you ask the questions and get the 

appropriate answers back for the knowledge, the level of expertise and obviously appraising 

and what is actually being accomplished and in what type of environment whether be 

compliant or not. 

Joe Hage: Shall I continue? 

Gary Saner: Go ahead. 

Joe Hage: Atul says some execs are betting that the fed guidelines for GUDID will get pushed 

out to next year. Isn’t this position risky? 

Haley Lentz: I agree. I think that is very risky position to take. I taught this a lot with Class III 

manufacturers last year. A lot of executives were really hesitant to take on UDI implementation 

and spend time or resources on implementing UDI on changing labels or submitting their 

GUDID, thinking that deadline would be pushed out, and the deadline was not pushed out. It 

was still held firm, September 24, 2014. This thinking is really risky because if you wait until 

August to start the process, it is absolutely too late. The earlier you start the implementation 

process, the better. So, this is absolutely risky. I would not bet on the deadline changing, and I 

would absolutely start now if you have not started yet. 
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Gary Saner: We are aware of just a few exceptions that were granted, so in a couple of cases 

the FDA has made those public, so they’re general and they selected the contact lenses and 

intraocular lens implant and extended that for one year. So, there are a couple of exceptions 

here and there. One other one that I’ll mention is we heard a manufacturer that does not 

actually use the expiration date as a production control unit. It’s there for other reasons. Other 

agencies around the world would like it there, so they have applied it, and then requested 

exception to leave it out of the UDI, so we hear little pockets of that sort of thing going on, but 

I’m with Haley on this one.  

If you find that your special exception and extension that you’re counting on is not being 

applied and granted, then you’re behind the 8-ball. I expect eventually all these classes will 

need to be identified, and there’s a lot of momentum to have that universal, so looking forward 

for exceptions and extensions. It can be done, but just be wary. 

Joe Hage: Diana asked, “There’s no need for permanent mark on single-use implantables. Is 

that right?” 

Haley Lentz: Correct. Yes. 

Joe Hage: Next. “Are UDIs required on the labeling for capital equipment types of purchases?” 

from Dave. 

Gary Saner: Yeah, so the UDI does not distinguish whether it’s a consumable or whether it’s a 

capital equipment item if it’s a device, UDI-wise for that particular item. 

Joe Hage: Paul says, “Our devices are monitors and sensors. Do we need to apply direct 

marking to these products as they are reused in heart surgery?” 

Haley Lentz: Yes, so reprocessed or repurposed devices, you need direct marking, and there are 

a lot of different options for direct marking. You’re not bound to one system of technology to 

do so. There are a lot of options whether it’s heavy-duty label or laser etching or whatever it 

maybe, but if a device is reprocessed and repurposed between uses and it does not fall into one 

of these few exemptions from direct marking, it actually does need to comply with that. 

Joe Hage: Karen asked, “What are UDI requirements for accessories sold separately versus sold 

with the finished medical device?” 

Haley Lentz: Accessories that are sold separately are considered devices and do need to comply 

with UDI, so they need a UDI on the label as well as its submission to the GUDID and direct 

marking. 
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Gary Saner: So, there is a kit exception where, let’s say five devices are put together, the 

individual components of that kit do not need to have UDI, just the assembled kit, but again the 

intent is that kit would be left assembled up until the time of use, and then the time of 

application, the pieces are pulled out, then the assembly is identified or assembled for 

electronic health record or something like that. It would not be applicable if you send the kit 

out and it’s pulled apart and put on the shelf individually and now you’ve lost the identification 

of the assembled entity, so there are some good exceptions that then again I would 

recommend the FDAs website to find out some details on that instruction. 

Joe Hage: Again, for our listeners it’s 10 past the hour. If you need to drop off, we are 

recording, and you can see why in this topic in particular the transcripts that we provide are so 

important because there’s so much information here for you. 

Two questions here on dates. Paul says, “We only have a year on our labels. How can we show 

this is a date on the barcode?” And Piron says, “Is it mandatory to put a date of manufacturing 

or are there some exceptions?” 

Gary Saner: I think we had alluded to this a little bit earlier. If we’re not using the date and it’s 

not on your label, then you do not need to include them in the UDI. If you do show a date such 

as expiration or manufacturing date, then you need to pull YYYY-MM-DD. So, what some 

manufacturers have elected to do is many of them did not have the month, the day rather. 

They like to depict the last day of the month by default. That’s one way to do it, so if your 

expiration date might be the 30th or 31st or something like that, but this particular question 

needs to add the month and the day to his date format without any question about that one. 

Joe Hage: “Do you suggest that every company attain a GMDN or is use of the FDA code 

acceptable?” A question from Tina. 

Haley Lentz: Use of the FDA preferred term is acceptable, so obtaining a GMDN code would just 

be a business decision. 

Gary Saner: We did ask FDA. Actually in this case it was in their one of the individual stand of 

the FDA about how long the FDA would make the alternate term available. It seems that it was 

brought out as somewhat of an in-term solution, but it looks like there are no plans to 

withdraw that particular identifier, so as Haley mentioned, feel free to use, make use of the 

precode. 

Joe Hage: Suzette asked, “Is there a portal approval, a pass-fail to submission?” 

Gary Saner: Is she referring… Can we hear that again? 
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Joe Hage: Is there a pass-fail to submission? 

Gary Saner: Yes, so there are two different types of submissions. It wasn’t clear in the question, 

so if the individual is making an entry on the FDA GUDID Web Interface, at the time of Submit, 

there’s a validate button there, and you’ll get feedback right away as to success or failure.  

When the data record is submitted in an SPL message, there is Act 1, indicating that the 

message is received by FDA Electronic Submission Gateway, so that is either present or not 

present; then, there is an Act 2 that is received indicating that the message made it to CDRH, 

the center of that would be during evaluation, and again that would either be received or not 

received; then, there’s a third level of evaluation, Act 3, and that would be either you passed or 

it could be fail and then the particular elements that were causing the failure would be 

identified. 

The FDA has five different steps of evaluation. If they find an error in the first step, they abort 

the process and just report what they find. And then, coming back again after you made that 

correction, there may be an error that pops up in one of the later steps, so it could be a 

process. That’s one of the differences from our system. We give you full evaluation of all fields 

right away, but you’ll eventually have a confirmation, yes or no, pass or fail, for both types of 

submissions, whether it be through the FDA GUDID Web Interface or through an SPL. 

Joe Hage: The questions are still coming and they are long and complex, so we’ll do what we 

can. Heuer asked, “Does human-readable and AIDC information, do they have to be on the 

same label?” That’s part one of the question. 

Gary Saner: Never heard of that one before. 

Joe Hage: Does human-readable and AIDC need to be on the same label? 

Gary Saner: Everytime I see that reference is that the human-readable is either directly below 

or directly above the AIDC, so taking that as guidance, I would say not. 

Haley Lentz: I would recommend, when in doubt about specifics of labeling, consider how your 

customers or patients would view that information. So for example I mean really the benefit of 

having both the machine-readable and human-readable, is if the machine-readable can derive 

the technology, they can use that human-readable format. So, by having them at least near 

each other stacked together, that makes reading both much simpler. That would be what I 

recommend. 

Joe Hage: I have an intriguing question. Coney has to drop off the call, but I interacted with her 

before the call, and she’s with 23andMe, and she notes that customers receive a kit where a 
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sample is collected and shipped back, which is then analyzed, so her product has two parts to 

the product, the kit and the analysis reports that the customer receives through an online 

secured website. Would someone like 23andMe need to have two different Device Identifiers in 

this case, one on the kit and one on the website, for the information that’s being sent back to 

the customer? 

Gary Saner: I think it’s the definition of the manufacturer. What is their device? Is the device 

just the kit, or is it also the diagnosis in the end analysis that goes with that kit? I can see this 

falling two different ways based on the task they take. Many times Haley and I and Drew will 

have discussions where the question is kind of great, and the most important thing is that you 

consider the regulations. Document your direction and decision, and then move on. You can 

always send a question to the FDA for their official answer, but it’s most important that you 

document what you did in the event that there are some questions down the road, you can 

always make the mediation or question to your decision, but in this case I would say that it’s 

technically possible to have one UDI for the product and the analysis. There are some software 

UDI guidance related to what we’re talking around here, and they could break it apart, so that’s 

really I think their manufacturing goal. 

Joe Hage: Thank you. Jay asked, “Is the UDI number to submit to FDA?” No, I don’t understand 

the question. Jay, I’m going to come back to you. Mark asked, “Regarding direct marking, does a 

dental product, a Class II dental product comes in an application syringe the dentist may use 

between patients. Does that need a direct UDI mark or is marking on the label sufficient? After 

all the contents are expelled, the application would be disposed of.” Is that clear? 

Gary Saner: There is an exemption for implants that you do not need a direct marking. I’m not 

sure with this particular product causes an implant to be created and then would fall in that 

category or if this is a moldy patient adhesive that is applied by syringe to a particular device 

that gets implanted. 

Joe Hage: Mark, you may want to follow-up with the team directly. I’m not sure I fairly 

represented your question. 

Gary Saner: Just real quickly. If it’s the adhesive where it’s used with multiplications and then I 

would say yes. It does need UDI and direct marking. 

Joe Hage: Amy asked, “How can you enter assorted packs in GUDID? For example, we 

manufacture a sterile external ear dressing in multiple colors. We sell them in cartons of six into 

the duly-pouched dressings. Each sterile pouch has a label with the UDI, but cartons containing 

six dressings of the same color. There’s no problem; however, how would we enter an assorted 
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carton? Each different color would have a different UDI on the pouch, and there appears to be 

no way to enter a carton with multiple-pouched UDIs.” 

Gary Saner: Okay. I’m going to take a step on this one, and Haley you do jump in. The base 

product appears to be an item that they have a UDI on, and then they put six of those in a 

carton, and if it’s always blue, then they’ll have a UDI at the carton level, and I think that’s 

straightforward. So, the rule of thumb for packaging is that if the final level of packaging has a 

very consistent, uniform bill of material, so if you can clink to a particular item that is identified 

by a buyer and ordered so that it includes three blues and two reds and one purple, and that’s 

uniformly shipped out the back door based on a particular bill of material, then that particular 

configuration needs to have a UDI also. If it changes by the part or if the configuration of the 

end package changes by the order, I might order three blues today, tomorrow I might order five 

reds, and it changes based on the order, then that scenario would not need to have a UDI on 

the package, just the individual item. 

Haley Lentz: I agree. I believe this would also fall into that kit-like scenario. 

Gary Saner: So, you get to the point where a shipper box that changes, the contents of the 

shipper box changes per order, that does not need to have a UDI nor does it need to be 

recorded to the GUDID. As a manufacturer you may make a business decision to go ahead and 

apply a UDI to that for your logistic purposes and for filling and tracking and so on, but the FDA 

does not require. 

Joe Hage: We are asked if you would clarify again what SPL means. 

Haley Lentz: SPL stands for Structural Product Labeling. It’s the schema used by the FDA for 

electronic GUDID submission, so your work as Structural Product Labeling as SPL. 

Joe Hage: Marcus asked, “For items like gloves that are Class I in U.S. and Class II in Canada, 

how should those be submitted to GUDID?” 

Haley Lentz: For GUDID for compliance deadlines, consider the U.S. Classification. 

Joe Hage: Rob asked, “What is the most cost-effective way to get access to GMDN codes?” 

Gary Saner: There is a membership, and I believe the pricing is public based on your turnover or 

revenue on an annual basis, so your membership is centered around your revenue and then as 

you buy additional products I believe you’ll be charged accordingly for various items assigned to 

your particular company so that the membership is directly with GMDN. We talked earlier that 

you can bypass that and use the FDA, just alternate description of the GMDN code and come up 

with a four-letter alpha code. The most inexpensive way is to use the FDA. There’s no choice. 
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Joe Hage: Luz asked, “You rapidly mentioned guidelines for software for medical devices. Could 

you indicate where to find this information?” 

Gary Saner: I would go to the final rule and search for software and you’ll come up with a 

number of places. There is a particular section dedicated to standalone software and software 

that’s shipped either as a downloadable item through the Internet and then there are some 

other guidelines with software that is packaged and wrapped in a CD wrapper or something and 

made available. 

All of that is independent of software, like firmware or something that exists in a medical 

device, and that particular case we’re talking about a component, so that would not be a 

finished product. You know, firmware or a piece of software that is running on I.V. pump or 

whatever. So, just be aware that we’re only talking about software that is considered a device 

that needs to be addressed in this particular fashion. 

Joe Hage: I have to apologize again. This is common and expected to our audience. We still 

have hundreds of people on the phone and I don’t know, maybe four dozen questions for the 

next five minutes which clearly is not gonna happen. So, UDI folks at Reed Tech are probably 

well-accustomed to the weeks’ worth of questions to answer once we get off this phone. 

Haley: Yes. 

Joe Hage: Ian asked, “What are the EU databases that are up and running for CE-marked 

products with the UDI where the product is not yet FDA-approved?” 

Gary Saner: Well, there is a European UNIMED Database that European Commission has in 

place as collecting some information. It currently does not contain the Unique Device 

Identification. It is not public, so only the member states are able to look at this content, so 

there’s, I would say rumor but it appears to that there’s a roadmap, at least for that particular 

database is being targeted as something that would be enhanced and then include UDI and 

then also concepts of that if not all attributes, good portions of the attributes would be made 

public. 

So, that’s a real step forward for the UNIMED Database in the EU. We think either late this year 

or possibly early next year the European Council will come out with something and regarding 

UDI, six months or so thereafter the European Commission will probably put some details in 

place, and then they’ll be most likely in implementation period of time. That very well could be 

three years for the most risky products, so it is couple of years out before mandatory 

conformance unless we’re all surprised, but there’s good direction and activity on the European 

front to move forward with UDI. 
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Joe Hage: Next question. “We are a startup for Class II Implantables. We’re submitting our first 

510K submission, and I’m looking for UDI support. I’d like to use UDI software and the 

validation support but I’m concerned it’s too expensive. If we only have a few devices, does it 

make sense to use the manual method or is it better to use software?” 

Haley Lentz: This is a great question, and I repeat some more questions about what volume to 

go to Web Interface, manual submission versus what volumes of submission should work with 

an outside vendor, and my best answer is just to kind of examine your internal resources and 

your knowledge of UDI. If you do need additional support in understanding UDI requirements 

and GUDID submission requirements, working with an outside vendor is a really great option. 

As far as software goes, again that is a bit of a business decision, but please keep in mind that a 

lot of software purchases can be very expensive because there are installation fees, 

implementation fees, training, validation of the software, so again depending on the size of 

your organization, what you’re looking to accomplish with that software, that’s something to 

keep in mind. I will say that please have a cost-effective approach to this, so it’s something that 

I can provide more information on that would be interesting. 

Joe Hage: So, I think I’m going to leave it there. In the place where you all have been typing 

questions for us, I just sent you all a link to today’s presentation. Give me about an hour, hour 

and a half, and I’ll have the recording ready and uploaded and then I’ll send an email out to 

everyone, so that you can have access to the replay in the slides. Add another week or two and 

I’ll have the full transcript for you. Once again, Reed Tech, you’re my go-to for questions on this 

topic. I know I speak for hundreds of members of the group. How grateful we are that you’ve 

shared this information for free and given so much priority to these issues. Any closing 

thoughts? 

Gary Saner: Yeah, we just want to thank those that were able to hang on until the end here, 

and they will pick up little tidbits here and there. Our intent is to make this task easy and cost-

effective as possible and try to bring some tools and knowledge to the table. I’m glad to help. 

Send your questions either directly to Reed Tech or through the LinkedIn Group, myself, Haley 

and Drew will be key people looking at those and pulling in other resources if necessary, and 

we’re glad to help and thank you Joe for once again pulling this altogether, facilitating and 

keeping track of all these questions. It’s a real task to keep all those aligned and find a good 

resemblance to… We look forward to putting answers next to these questions so we do have 

the connections back to you if you submitted something. Unfortunately we don’t have time to 

get to an answer. We will be in touch in answering going forward. 
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Joe Hage: To manage expectations, do you think it’ll be with them this week that these some 50 

unanswered questions can be responded to? 

Haley Lentz: I say the next few weeks. 

Gary Saner: In some cases they hit multiple topics. We can knock two or three questions out 

with one answer, and that goes quickly, but we’ll definitely be working on it and it could trickle 

in the next week. 

Joe Hage: Thank you everyone for joining us. Special thanks to my friends at Reed Tech. Be well 

everyone. 

Gary Saner: All right thank you. 

Joe Hage: Bye for now. 
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