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DIRECTOR GATLING:  So as you've heard on the little bio, I've been looking at and dealing with devices my entire career here at FDA.  And so, I'm going to be presenting some general information regarding the regulation of medical devices that we've been doing over the last 30 plus years.  



And there's a lot of information we're going to cover.  And if you do have questions, go ahead and enter them in on the right hand side.  And we'll cover them at a later date.  



So, kind of as an outline of what we're going to be covering today; we're going to talk a little bit about the various statutory acts that came in to effect over the years, the definition of device, the device classification.  I'm going to have slides on all these particular ones and some more details.  And you'll see some information there about the major pre-market programs that we deal with.  



And it may be new to you.  But we're been doing this for a long time.  And I think we are doing a pretty good job at these things.  



So, here's a little bit of history for you.  Before 1976, devices were regulated actually under the drug authority.  And of course, if you think about a drug product you would think that that doesn't really apply very well to a device.  And that is absolutely correct.  



And so in the 1970s, the early 1970s, there was a study looking at devices, how they were regulated and the problems associated with them.  And there were four major devices that were considered.  And those were heart valves, pace makers, intraocular lens and intrauterine devices.  And at that time they were kind of in a press and that may be the reason that they focused in on those particular devices.  



So after that study was done, Congress looked at the drug provisions and came up with new legislation.  And those were, came in to effect on May 28th, 1976.  A very important date for us.  It's, and they were the Medical Device Amendments to the Food Drug and Cosmetic Act.  



And then later on, and we'll talk about this a little bit later, the other major ones are Safe Medical Devices Act of 1990, the FDA Modernization Act, we call that FDAMA, in 1997.  And then the user fees.  And there were some associated other items where that came in to effect in 2002.  And then were renewed in 2007.  Okay.  



What is a device?  Well, actually the statute states exactly what we should be considering as a device.  And I'm not going to read this to you but it is basically any kind of a thing or a component that's either recognized in the, in the pharmacopeia or supplements.  But it gets in to, it's intended for use in the diagnosis or treatment of a disease, cure, mitigation, or prevention, in man or other animals.  And that kind of gets in to the Vet side of it.  But we aren't going to talk about that today.  It's, or it's intended to effect the structure or any function of the body.  And, and this gets it away from the drug product, which does not achieve its primary intended purpose through chemical action within or on the body.  And is not dependant upon being metabolized for the achievement of this primary intended purpose.  

Now, I can just tell you, there's a lot of interpretation of what's a device.  And we have combination devices that actually get in to whether it's actually a device or it acts as a drug product.  And that gets in that primary intended purpose.  And primary mode of action.  



So when the Medical Device Amendments were passed in 1976, Congress was thinking, "Well, there's a lot of products already out there.  And they shouldn't be regulated with the same level of rigor because they are different."  And the risks are different.  



And so they set up a classification mechanism.  And they have three classes.  The first one is Class I.  The second one is Class II.  And Class III.  With the highest regulatory level being in Class III.  



And to give you a little bit of statistics here having to do with devices.  Because in the 1970s, when this was passed, Congress also told FDA that, "You need to take an inventory of all the medical devices that are on the market at that time," that was that May 28th, 1976, very important date.  "And you should classify those in to one of those three categories."  



And so, we did over the years.  And as you see, 43 percent are in Class I, general controls.  51 percent in that Class II, special controls.  And 6 percent are in the pre-market approval.  



And we have a total of around 1870 device categories.  And these are very broad categories of devices.  We also have advisory panels that give us advice from the clinical perspective.  There are 18 of those.  And there was some transitional devices that were being regulated as drugs before 1976.  



So what are general controls?  Well these are the listing of the main provisions in the Act for general control.  And as you can see, there's six main ones of these.  And the ones that we utilize the most probably are the registration listing in 510(k).  The Records and Reports and Quality Systems Regulation.  The others come in to play because adulteration and misbranding is if you don't have a product that's cleared or approved for market and it falls in that category about the statute.  



Special controls originally started out as performance standards.  And one of the later Acts, we had some experience with performance standards.  And it was very difficult to actually do those.  Because it takes a long time to actually promulgate a standard.  So we asked for and got some broader, a broader perspective of Class II.  And now it's called Special Controls.  It includes standards.  But it also includes post-market surveillance.  A patient registry, if needed.  Guidelines.  Recommendations and other things that's necessary to regulate the safety and effectiveness of the product.  

Section 510(k) of the Act was a section that was put in.  And it established a way for products that are substantially equivalent to products that were on the market before 1976.  To get to the market with the same level playing field.  And same level of regulation.  So the statute actually provided a 90 day time frame for review of these notifications.  And there was a format within a regulation that would promulgate it.  And it only asked for a couple of things in the statute.  And that was the class of device, and whether it complied with Section 514, that's the performance standard.  Or section 515 which is pre-market approval.  



And so we promulgated the regulations.  And they're in that citation there in section 807 of the regulations.  



So that purpose of the 510(k) is to demonstrate substantial equivalency.  



One of the questions you may have, well what is that?  Well, it's actually been bounced around over the years.  And we've kind of come up in a guidance document as to what and how we determine and utilize that particular term.  And it's still in contention is what that really means.  



But it is like clearance to market.  Meaning that you're similarly classified to the product that you claim that you are equivalent to, you are equivalent to.  And that means you are also in that same class as that other device that was on the market before 1976.  So it's a clearance to market.  Very important term.  



And as you'll see a little bit later.  



So the relevant guidances that we have available, and are also on our website,

is a Blue Book memo from 1986 which this is where the whole program is kind of outlined and the definition of substantial equivalency is actually there.  



There's a decision tree in there about how we logically go through and look at one of these types of submissions.  First, we look at the intended use.  Then we're going to be looking at the indications for use.  Then we're going to be looking at the technological characteristics of the device.  And then finally, we will actually look at the data.  And that's kind of the order that we look at.  

We have specific device guidance documents for this particular type of device or that particular one.  And those are available on our website.  



And we try to update those.  But some of them a fairly old.  And some of them may even be out of date.  



There's also a format for the 510(k).  That's the actual submission itself.  And we put that out a couple of years ago.  And they're in the process of possibly revising that one also.  



Well, you remember we talked about the pre-market approval, which is Class III.  And which one, or which types of product actually need a pre-market approval?  And these are new devices where a person sends in a pre-market notification, that's that 510(k).  And we say, "No, no, we don't agree with you.  You're not substantially equivalent to that other product.  You are a new device."  And that makes it a Class III device.  



And then there are post amendment devices.  Where there's nothing even on the market or ever been on the market that's like this particular type of product.  And so you are automatically in Class III.  



And then, there is these transitional ones.  And we saw that on an earlier slide.  And these were the products that were regulated previously as drug products.  And we had to go through and look at those particular types of devices.  Some we could classify in to our classification scheme.  And others had to stay in the Class III pre-market approval.  Because that's the way they were done at drugs.  



So here's a couple of examples of these transitional devices that were classified.  And you can see, they were fairly simple types of devices.  And we classified those in to Class I or II, these particular ones that are here.  And then there are others that are, remained in Class III.  But some of them have actually been reclassified because we found that we don't need pre-market approval, and that rigor, to regulate those particular types of ones.  Some of them, they, the injectable silicone stayed.  Absorbable sutures, they were pre-market approval or required a new drug application.  And now they've been reclassified in to Class II, most of them have.  And then there's some others here as you can see.  And another one down, everybody knows about, are contact lenses.  And we didn't want to do that level of rigor for a soft contact lens.  



So which products need a submission to actually come in as a pre-market approval?  Well those are pre-amendment Class III products.  Those products that we actually classified in to Class III, we eventually will call, and have called for, PMAs for those.  And those have come in.  And those that were substantially equivalent, before we call for PMAs, they also have to come in with their PMA.  



And at this point in time, we have just a few left that we're trying to clean up the last of those.  



So Class III devices are subject to pre-market approval.  And in that, that particular device must demonstrate reasonable assurance.  Reasonable assurance of safety and effectiveness.  It's not absolute but reasonable assurance.  



And we base that on valid scientific evidence.  We look at the risks to benefit.  And that's where it's a little bit different than that 510(k) where we're looking at substantial equivalency.  Okay.  



So safety and effectiveness.  What do we actually consider when we're looking at that?  Well, that's actually defined in some of our regulations and in the statute.  And we should be looking at the persons for whom the device is actually going to be intended.  That's the patient population.  Whether it's going to be over the counter.  Or professional use.  We also look at the conditions of use.  Whether it's gong to be in a facility, in a home setting.  And we also look at the benefit to risk ratio.  And that's that whole thing that balancing act of that.  And we rely only on valid scientific evidence.  



Another program that's, in order to get to the market you may need clinical data to support a particular type of application.  And in order to ship that device in interstate commerce to the various study sites and actually being used, you need an investigational device exemption. And that's to be able to utilize that in clinical trials of unapproved or uncleared devices.  So it's a, it's, these are usually new devices.  Or a product that's already out there.  But it's going to be used for a new use that's not been cleared or approved.  



And there can be physicians who are actually the sponsor and the investigator of a product.  But generally there are manufacturers that are obviously wanting to develop a product that they can market in interstate commerce and, you know, make money on the thing.  



So FDA approval of an IDE application is required.  Actually getting a submission.  If it's a significant risk device.  



We also set up another level of studies.  And those are called non-significant risk studies.  That they don't actually have to send in an application to us.  But they still have to do all the other things.  Which includes getting the Institutional Review Board at the facility that the device will be used to give their approval for it, for the study.  They still have to get informed consent.  They still have to collect the  records and monitor the study.  We just don't actually see the application.  



So a significant risk device, is, generally gets down to what, it's an implant, or a life sustaining, or a life supporting device.  Or it's of substantial importance in diagnosing, curing, mitigating, or treating disease.  Or otherwise presents a potential for serious risk.  



And I'll give you an example of something that's a questions that's come up.  Well, a heart valve.  A new heart valve is, well, it's only a little bit more risky than maybe a heart valve that's already approved.  But we don't look at it that way.  A heart valve is a significant risk product.  So it's going to be in significant risk anyway.  



So who decides about this?  Well that sponsor/investigator presents their determinations to the IRB, and say, "Well we believe it's a non-significant risk, device,  or significant risk."  And if the IRB agrees then they can go ahead and allow the study to start.  Or if they are not sure they can consult among themselves.  Or defer to some others.  And in the end, FDA may get asked.  And we will be the final say on whether a particular study and a device is a significant risk on that.  



We also have guidances on our website.  The listing of specific types of devices that we've already determined in the past that are significant risk or non-significant risk.  And they can always call our investigational device exemption staff if they want to talk about that.  



So here's a little chart/table that shows the different types of things that are needed for the various types of study.  So that non-significant risk, you need that IRB approval, informed consent.  And significant risk, you still need those two things.  But you also have to get FDA approval.  And you send in an application.  



We have 30 days to review it.  And we always send a letter.  Either yes or no.  Or ask questions.  Or a conditional type of approval.  



We also indicate the, Center for Medicaid and Medicare Services reimbursement code.  Meaning, whether we think that this device is subject to potential reimbursement by CMS.  And we send a copy to CMS so they are aware of those particular ones.  



So here's a couple of examples of significant risk types devices.  I'm sorry.  Non-significant risk devices.  Daily contact lenses, endoscopes, dental filling material, some types of catheters, some TENS devices, that transcutaneous electrical nerve stimulating devices, and most wound dressings.  

And significant risk devices, as you can see here, are ones that you would probably agree, on their face, that they are significant risk devices.  The various types of vascular catheters, anesthesia machines, some other types of catheters used in the neurological system, dialyzers, most implants that I can think of, contraceptive devices.  And extended wear contact lenses.  



You may recall that in the past there were contact lenses that you could maybe wear for 30 days.  Well they had a lot of issues with that.  And so, when you want to do a study with those types, we certainly want to know about those.  



Another program that we have that came out of the Safe Medical Devices Act of 1990 was the humanitarian device exemptions.  And this a program set up for devices where there's not a lot of incentive to develop it.  Because the total number of patients that actually get that particular disease/condition in a particular year is very low.  



And we picked a magic number.  And that certainly was bounced around as to what number that should be.  And so we ended up with 4,000 patients per year in the U.S. is the cutoff line.  



And it's a way that a company can develop a product for a very small niche type of patient, or a disease, or condition, and there's no approved alternatives for that particular type of disease or condition.  But the main thing is, it's exempt from the effectiveness requirements of the Act.  And so you don't have to demonstrate reasonable assurance of that effectiveness.  Because that usually requires a clinical trial.  And sometimes you just cannot find the type and the number of patients in order to actually conduct the trial.  So that's an exemption.  

And it is a marketing approval.  And they can sell it.  They just can't make a profit on it.  They can sell it to regain their research/development/manufacturing and distribution costs.  



And we have a 75 day review clock on that.  But that 75 days review, it's pretty tough to get it reviewed in that small amount of time.  I'll just let you know that.  



Here's some examples of some HDE products that we've approved over the years.  And as you can see, it's all sorts of various types of devices.  And most of these things it got down to, well, is it 4,000 patients or not?  And some of these things were very narrowly written in their indication statements.  So that you can get down to that particular level of new patients in a particular year.  



And some devices, once it gets the HDE approved, actually go out and collect the data from the patients that the product is actually used on.  And eventually, they can send in the pre-market approval application.  Get the product approved for sale.  And then they can actually sell it.  And make a profit.  

Okay.  Another item I want to mention has to do with off-label use of devices.  And this comes up routinely.  



So, FDA looks at a product.  And it is cleared or approved for this indication.  You know, we write it out.  It's publicized what it is.  Well, what if a physician wants to use it for something else that FDA did not clear or approve it for?  And we consider that the practice of medicine.  We have a policy statement out about that.  



But we just tell the physician they should be, have a few things that they should do with this.  And that has to be, one, well informed about the product, how it's used, what it's used for, the data surrounding it for it's approval or clearance.  They should use firm scientific rationale and sound medical evidence of why they believe that this product when used off-label will help the particular patient.  And they should maintain the records on the use and the effects of it.  In other words, you know, that record keeping part of it.  



An investigational device exemption is not required.  But for use of the product in a facility, the Institutional Review Board may require that it be approved for use in their institution and informed consent be gotten from the patient or the subject that it's being used on.



We mentioned earlier about the Safe Medical Devices Act of 1990.  That was, came about as we had been in business for about 14 years at the time.  And we had learned a few things.  Some things were working well.  Some things weren't working so well.  Congress had certainly been looking at and had studies on how our Agency had implemented that particular amendments to the Food and Drugs Cosmetic Act.  And they thought there was some tweaks that needed to go.  



So I'm going to focus in on the pre-market side of that.  So they felt that, the thought process of 510(k) substantial equivalency should be written down.  And we went ahead and had done that.  And they actually built it in to the statute itself.  They also said that, if somebody sends in something to the Agency, they also should sign something saying that everything in that application is truthful and accurate to the best of their knowledge and scope of their job.  That there should be a summary of the basis for their thoughts that the product was substantial equivalency.  Or they give us a statement that they will make that information available to anybody who asks.  So, anybody can ask the company.  And they would essentially get a copy of what was submitted to the FDA.  



And at the time, there was still some Class III products, that had been classified, that were on the market before 1976.  And there was a listing of information that, having to do with the risks and the literature search for that particular one that also had to be sent in, and that was called a Class III Summary.  There's not many of those products left.  So that's kind of going to fall out of the wayside in the near future.  

But it still required a clearance order.  An order meaning, a letter from us before marketing.  Because the previous language that was in the Act, in 1976, looked like they just needed to tell us 90 days before they went to market.  It's not that they needed to hear back from us in that point of time.  And there was some issues with that that led to a clarification in the statute regarding what a clearance was before marketing.  



Well, a few years later, seven years later, there was some other things that we wanted to get done.  The industry was maturing.  Other and new types of products were wanting to come to the market.  But those provisions were not quite and adequately addressing the issues with that.  



So they, the Congress considered additional provisions.  And this is only the pre-market side.  They allowed for a third party review of those pre-market notifications for the types of products that FDA decides that are, you know, amendable to a third party reviewer.  They essentially are reviewers for us, essentially.  Because when it eventually comes to the Agency, we just do a supervisory review of their work that they did.  It allowed for exemptions of Class I and II.  Essentially Congress said that, you know, "We've looked at all of these products that you put in Class I, your lowest regulatory class.  And we think that you should exempt them from that pre-market notification."  For those very simple types of things.  And these are things like toothbrushes.  "That, Agency, you don't need to see those."  



And then for Class II, the original provisions of the Act did not allow for any exemptions of Class II.  And we felt that some of them needed to be exempt from our review.  Because they were only in, say Class II, because of electrical safety.  And if they met a standard, such as a UL standard or something else, there was nothing, and no value added, by our review.  And so we asked for that provision.  And they allowed that.  And we, the Agency, published, very shortly, a list of products that we felt we did not need to see these pre-market notifications on.  

Another provision was that Congress said, "Hey, Agency, you know, sometimes the company comes in with their application and they say, that my product can be used for this.  And you have taken that a little bit further.  And assuming that it might be used for other things.  And it could be that off-label use," that we talked about a little earlier.  And they focused in.  And this is one of the complaints of the industry, by the way, was that, "You should only look at those things that I say my product is going to be used for."  So, they wrote it in to the legislation.  



But they left a little out to us.  And that is, if we thought that it could be used off-label for another use that could be of a risk to the patient that we could require that some labeling information be provided and, stating that the safety and effectiveness for whatever that use is, has not been established.  So it was a way to like let the person know that this other uses are not and have not been approved or cleared by FDA.



The next provision is, it's a long name here, evaluation of automatic Class III designation.  And that's that, if you come in with a new product and we say, "You're not substantial equivalent," that's that automatically you are in Class III.  And we felt that there was some products that because we had so much time between the original amendment of 1976 had passed that there's some very useful products that were coming, you know, through the development phase, and wanting to go to market.  But they were really simple.  There wasn't much risk to these things.  



And so, we were kind of stuck.  We had to put them in Class III.  Because that's what the statute said we needed to do.  



And so we asked for this thing so that if a product where the risk is pretty low, it's just that it's nothing like it that we can call it equivalent to, that it allows essentially for a quick and easy reclassification procedure.  So it goes in to the right regulatory class for its types of risk.  So that would be Class I or Class II.  

It also set up a way to recognize standards.  So that if a person meets the standard it may be a way to not have to submit a lot of information that the standard covered to the Agency.  They just said, "We meet the standard."  And they tell us how they meet the standard.  And we don't need to actually look at the actual data behind that.  



And then the last bullet I have here has to do with least burdensome.  And this is something that the companies thought that sometimes we went too deep in to issues.  And they put this provision in that we should only be looking at the right kind of information in order to get to our decision.  We don't need to do an entire science project on that particular type of device.  But just get to the regulatory decision that you need to make.  Okay.  



Here's some examples of those de novo products that were, would have been in Class III but we essentially reclassified them.  Because they were fairly low risk.  There was a lot known about those.  And you can look at the list here.  Some of them you are kind of like, huh, those are very interesting types of ones.  But I can tell you that some of those, to get to the pre-market approval application, it would have been very difficult.  And the value added to going through that process was just not going to be there.  So these particular examples show that you can get through the process and get in to a different regulatory class.  Okay.  



The next legislation that came up was that Medical Device User Fees of 2002.  And this is, I'm just going to pull out a few of the provisions here.  That, the established user fees for devises.  Now, drugs had already had user fees.  I think since 1992, sticks in my mind.  



So this is a way to get some fees for the reviews.  So that we can hire more people so that we could actually have a quicker turnaround of our review.  



And that was one of the things that the industry was concerned about is, it was taking a long time for us to actually makes a decision.  And it mainly got down to staff to actually do the reviews.  



So to establish these fees in 2002.  



But as a part of that, it set up performance goals for the various pre-market applications that had a fee, that they expected FDA to meet, in order to justify, you know, charging for the actual submission.  



And so we worked with those things for five years.  It only had a five year life span and it had to be re-authorized by Congress.  



It also had some other provisions in there.  It allowed for a third party inspection of manufacturing sites.  And it's taken us a while to actually get that program up and running.  But we only have a certain number of inspectors who are out in the field.  And those who go overseas.  And it was a way that we could, at the company, could wait for us to actually them on the schedule.  And actually go out to do it.  To, you know, work with that program.  That was the thought.  And have that done earlier than FDA can do it.  

The next provision is one that came up because there was certain single use devices that are out there that, you know, they were still pretty durable.  And facilities, mainly hospitals, were taking these devices, essentially cleaning them up, washing them out, disinfecting them, and/or sterilizing those, and then reusing them on another patient.  



An example of that is like a plastic syringe.  You know, they would just be

cleaned up and re-sterilized and then used again.  



So those were some of the main provisions of the User Fee Act in 2002 for, regarding the pre-market side.  



So here's a listing of the types of application submissions that are subject to fees.  I've updated this because the user fees were re-authorized in 2007.  And it expanded to other types of submissions than the original 2002 legislation.  



And as you can see in here, you have the main ones which are the pre-market approvals.  Their supplements to those things.  The annual reports that come in regarding the PMA.  That pre-market notification, 510(k).  And another type of submission which we didn't talk about earlier is in Section 513 of the Act, in the G Section.  And it's a request for information.  And it's essentially, if a company said, "Well I'm not sure what class my product is in.  Or what my requirements are.  Can you FDA tell us?"  Well it turned out when we had fees for 510(k), companies felt that well rather than pay a fee let me come in with this 513(g) and try to get some information such as a letter from the FDA saying, that my product is exempt.  So I have a piece of paper from the FDA.  And not pay a fee.  



And so the numbers of those submission types went up exponentially.  And so we felt that we were using reviewer's time to actually answer those.  And that there should be some fee for that.  So that was added in 2007.  



Also, as part of that, since the user fees are, at the 2002 level, were based on a submission coming to the FDA, so if the submissions went up, we got more fees.  If the submissions went down, we got less fees.  But they wanted to level that out.  So that there was a constant flow of revenue.  And so they had an establishment fee that everybody pays every year for their establishment.  And that was something that was set up.  



And the drug facilities also have a similar thing.  Okay.  



What types of products are exempt from user fees or don't have user fees attached to those?  Well, as I said, humanitarian device exemption, that's for those less than 4,000 in a year.  Some various types of supplements to the pre-market approval that we felt that you didn't really need to pay a fee for.  An application that's  sponsored by a state or other federal agency is exempt.  And third parties who, essentially, a company contracts with a third party reviewer to review their files.  And I don't know what the contract prices are or stuff like that.  But they, the third party has to send it to FDA essentially to finalize it out.  That the feeling was that they should not have to pay another fee because the third party already was paid for that.  So we agree.  And then they also looked at pediatric products.  And wanted to encourage those types of ones.  And so, any PMA or 510(k) which has a pediatric only use of that particular product are, do not have fees.  And then to still encourage investigations of new devices, there's no fee for investigational device exemption applications.  



So what are some of those performance goals?  These were to support the review process through getting us some additional resources, mainly reviewers, and to upgrade some of our systems.  So that we can do a better more efficient and have more eyes to read the paper on the applications.  And they also wanted more predictability in the time frame.  So that oh, on my development process, I'm going to allow so many months for FDA review.  And then the marketing start in this time frame.  But they couldn't base their total marketing strategy on not knowing what FDA's time was going to be.  And they complained about that.  And so that was a way that they could try to get some more predictability in our, in our review.  



So here's some general things about the performance goals.  We actually sent those out in a letter from our Department Secretary to Congress.  That, here's the application.  Here's our performance that were planning to do.  Of course, these were all agreed to in advance before they actually passed the legislation.  And it was based on decision goals, meaning, we've, yes or no, or we need more information.  Those were the types of decision goals we got to.  



And it's measured only in FDA days.  So if we have some questions, and the company takes six months to answer those, that six months doesn't count toward that goal for us.  And we had different goals for each submission type.  So they weren't all constant.  Because the statute actually provided for different time frames within the statute for completion of that particular cycle of review with that submission type.  

So, the third party inspections.  The FDA would have greater flexibility.  And in utilizing our limited resources.  And we think, we think it's a good thing.  It's just that it's been hard to actually implement.  Because we do a lot of training for our inspectors.  We're concerned about the level of training and what they will actually look at.  Their documentation of the, of the actual inspection.  And the industry would have the ability to schedule this accredited person/group to actually come in and do their inspections.  And if we needed to coordinate some things we could actually do that.  



And Europe has their own inspection program.  And they can also do that too.  



So I mentioned earlier about those, one of those provisions of reprocessing the used devices.  So there were some labeling provisions in that legislation.  That it must be prominently and conspicuously labeled that it's reprocessed.  And that came about because the company who originally made the first product of that, the first use, it's, they only meant it to be used one time and then thrown away, felt, "Well that's not fair.  My product is labeled.  And you're, as this, and you're taking this out and reusing it.  So if something happens, they're going to come back to us.  And say, oh, your product is bad.  Or something happened."  So they wanted it labeled such that it, you can actually know that it was a reprocessed device.  And the name and who actually did that.  



And it required a new type of submission.  It's called a pre-market report.  And it was one that required additional data.  Because the type of data needed to look at the manufacturing for a new product with new materials, new raw materials to be made, and brought off the assembly line, is different.  Because the incoming thing that they're going to be marketing is actually a dirty product.  It's already got some biological material on it that needs to be cleaned up, removed, disinfected and re-sterilized.  



And it's when you do that, you may actually change the product.  Because you weaken it or some other thing.  And so it's not exactly the same thing as what, potentially, that the original manufacturer.  

So we would ask for data to support that actual reuse and reprocessing cycle.  And we require valid data, validation data on that particular cycle/manufacturing process or whatever they did to it.  Okay.  

Some additional provisions.  It also allowed for electronic labeling as we were moving in to the electronic realm.  They felt that, "Why do I need to send all this paper with each product when, you know, in the electronic world I can provide it easier?  I can keep it up to date.  And they can get the latest version of it.  And plus, most of the time, they just kind of throw it away because they've already read it one time."  So it's a way to do that.  So it was narrowly written so this can be used for products that are used in healthcare facilities.  Where the facility actually has the capability of getting the information electronically and providing it to their practitioners.  



Another, the second bullet there has to do with modular review of pre-market approval applications.  And this is one where, if the company has developed and done all of their bench testing and animal testing they don't have to wait until the full clinical trial is done in order for FDA to actually start the review of that pre-clinical data.  And one of the reasons is that, if they do that work, they may not have that person on staff anymore if we have any questions.  And they can't answer it.  And the whole reason for this particular provision was, when I'm done with that segment of my testing, the bench testing and the animal testing, I want to send that in.  Get all the questions taken care of.  And then, if FDA is satisfied with that, then I am done with that.  I will then finish up my clinical trial and send in the clinical trial results.  And that will actually be the PMA that FDA will actually review, and hopefully for them, that we approve it for sale.  



It also had some pediatric provisions which we talked a little bit about that earlier.  



And it also recognized that there are certain combination products.  These are devices that are coated with a drug or is used to administer a drug, like an anesthesia machine, or a syringe, or other type of delivery, an infusion pump, that are essentially, they are a combination products.  And there may be issues that both centers need to look at in order to evaluate the safety and effectiveness of that particular product.  



And it outlines some things.  There needs to be an office set up to do this.  And some other things.  And so that's up an running.  And it's been going on for quite awhile now.  



So in 2007 -- I mentioned that the user fees were only good for five years.  And so, they had to be re-authorized.  And just so you know, the drug user fees also had to be re-authorized on a similar cycle.  



And so, when that law was being considered, and then eventually passed, it updated the goals from some lessons learned from the first set of legislation.  And the fees were also updated.  And modified based on experiences.  Because remember I said that they added in that establishment fee to level it out.  So other things got changed and balanced to come out with a more constant revenue source rather than the ups and downs.  

We also had, and requested an elimination of the cycle goals.  And the cycle is, a submission comes in and FDA has questions about it.  And so we write a letter and we send it out.  And that's a cycle.  And there were goals in there for when that letter needed to be issued.  And for something that only has a 90 day total time that, to do, essentially, you had to decide very quickly whether you were going ask questions and get those questions out.  And so we were playing to the cycle.  And not looking at the bottom line which is to get to the final decision in a timely fashion.  So they eliminated all of those cycle goals. 



And now we only have a decision goal for the programs.  And it makes it also easier to get statistics back when you are looking only at the decision.  



And there were some other provisions that were provided as part of that legislation.  



Another question that comes up, well, how many submissions do you actually get?  So I looked at our fiscal year, 2008 submission numbers where those major program areas.  And our fiscal year is from October 1 through September the 30th.  Same thing as the federal government.  And you know, for their budget cycles.  



And so here's the ones for 2008 for the Center for Devices.  It does not include products that are devices that the Center for Biologics actually reviews.  So these are only for the Center for Devices.  So we have about 300 of those 510(k) that came in.  The PMAs were down a little bit last year.  We only had 31 originals.  But we had lots of supplements to other types of applications that had already been approved, over 1500.  And the IDEs, it's been fairly constant over the years.  We had 221 originals last year.  Very similar around that number up in to the mid to higher 200s.  And we do get a lot of supplements for those things where they want to make a change to the product, or the protocol, or the study that they're conducting as they go further along the protocol and learn things and they need make some changes.  Okay.  



(Whereupon, the above-entitled



matter was concluded at 



10:46 a.m.)





NEAL R. GROSS

COURT REPORTERS AND TRANSCRIBERS


1323 RHODE ISLAND AVE., N.W.

(202) 234-4433
WASHINGTON, D.C.  20005-3701
(202) 234-4433


