Welcome. Thank you for standing by. About this time all participants are in a listen-only mode. Of today's presentation we will conduct a question and answer session. To ask a question please press star one. Today's conference is being recorded. If you have objections you may disconnect at this time. I would now like to turn the conference over to Mrs. Andrea Furia. You may begin. 



Thank you so much. Good afternoon, everyone and thank you for joining us for today's talk on the FDA safety and innovation act provision overview and patient input. If you have any technical questions were experienced about issues during the webinar please e-mail using the e-mail address located at the lower right corner of your screen. Is the operator had indicated if you have any questions please hold him until the end of the presentation and press a *1 to be placed in the queue. At the end of the presentation the operator will take them in the order they were received. As always we are recording the session so it will be available for those were not able to join today or if you want to hear the presentation again. If you're not, double be recorded you may log out and disconnect now and listen to the presentation at a later time. 



Today we have Dominic Cirincione also known as dumb. Dominic has joined the FDA in August of 2010. Prior to joining [Indiscernible] you some loss what University, Maryland school of Law from 200-72-2010. And graduated laude. During that time he cooked at Johns Hopkins Hospital in the office of the General Counsel and it was an honors legal intern with the Department of Health and Human Services office of the General Counsel. Working at the centers of Medicare and Medicaid services and Baltimore and in DC. He also clerked with the office of the Maryland Attorney General in the Department of Health and mental hygiene. In his last year of law school he was the managing editor of the school Journal of healthcare logs and policies or his student comment the medical home model is there really no place like home was published in the fall of 2010 issue. During his first year of law school he also worked as a healthcare policy analyst and consultant for small healthcare consulting firm in Baltimore, Maryland. Where recently, he completed a detail and if these office of legislation for he managed and assisted in the reauthorization of FDA's user fee program. They are known as an I know that they will be very unfamiliar to you and Dom could elaborate on what the stand for, PDUFA, Magoo for and the [Indiscernible] program [Indiscernible] it was in the office of legislation that he became intimately involved in congressional negotiations on major policy issues that were to be included in the overall legislation. One of those policy initiative is on today's topic, patient involvement in medical discussions. He holds a Master's of public policy from his alma mater, the University of Maryland Baltimore County, where he graduated in 2005 with a Bachelor's of arts magna laude and Phi Beta Kappa and political science and sociology. I will turn it over to you, Dom. 



Thank you, Andrea and welcome everyone and thank you all for joining today's webinar on the Food and Drug Administration safety and innovation act. Because all of you are special government employees or soon will be in the patient representatives without it would be wonderful idea to provide a very basic overview of not only the Act recently passed, but also about the specific provision section 1137 discusses patient involvement in medical product discussions and development. So today's webinar will involve mainly that topic, by will provide a very brief overview of the Act itself and I think we should just go ahead and get started. 



As I said, the lowest title the Food and Drug Administration safety and innovation act. It is commonly known as -- FDASIA, I will apologize up front I will most likely call it FDASIA at some point and that is because I had learned to call it that and apparently the correct pronunciation is FDASIA so I apologize if I interchange them at anytime during this presentation. They mean the exact same thing. It was signed into law on July 9, 2012, for President Obama, the full title as I mentioned before is listed here on your screen. Now Andrea mentioned that the main part of the FDASIA law was to reauthorize PDUFA and MDUFA. Both -- those are the acronyms and the PDUFA stands for prescription drug user fee act or user fee amendment. MDUFA stands for medical device user fee act or user fee amendment and each of those was reauthorize for five years. This is actually the shift reauthorization of the PDUFA -- their reauthorization of MDUFA and as Andrea also mention, there were two new programs created in this latest legislation, GDUFA and BsUFA.'S before it to generic drug user fee act or is it a moment and BsUFA stands for Biosimilars user fee act or user fee amendment. In total there were 11 titles in the Act. The first four where PDUFA, MDUFA, GDUFA and BsUFA said there were several other titles included in this act that related to policy changes that if you may now must abide by an opponent one of which is the topic of today's cannot precision section 1137. 



Section 1137 is in Title 11 and just to give you some idea how this came about it actually evolved from an regional proposal from the American Cancer Society legislation -- logging -- the proposed legislation to be included in the Act that just passed to have some very specific requirements that FDA would have to abide by. One of those was that once a meeting or advisory committee meeting was announced or some other type of meeting that patient involvement should not only be included, but once it was announced the FDA would have 15 days to find a person and appoint them [Indiscernible] or to clear them for that particular meeting. As you probably all are aware, it takes us sometimes several months just to be, and SGE so we worked with the American Cancer Society, members on the Hill, their staff and also several offices here within FDA, office of legislation, and here people in OSHI as well to work out some new language that you some of the basic concepts that the American Cancer Society provided to come up with something that everyone could live with any really hope that good would come out of it which we now have. 



The bill as a said past and was signed into law in the negotiated languages now included. The next slide I've provided the crux of what the section is really all about. There's some other portions in here and I would be more than glad to provide you a copy of the entire section 1137, but mainly the additional sections go into this particular language will interfere with certain conflicts, standards and other issues that everyone must abide by anyway so it is very boilerplate in that regard. But this paragraph in the following two paragraphs underneath of it are what really make the heart of Section 1137. I've underlined, highlighted and italicized and even color-coded certain things which I think are the most important and which people your in OSHI think are the most important for you to take notes of. First of all, the Secretary shall and shall is underlined and bolded because it means we must do it but it is a synonym for we will do this and FDA must do it and this is the Secretary all it means is the Secretary of Health and Human Services which is normally then delegated down to FDA. 



Shall develop and implement strategies, select, view the patient, there's nothing qualifying patients. Patience is a generic term, it could mean a patient that's in remission from a certain disease, it could mean a patient that's been cured, it could be a patient that's undergoing certain treatments. It can mean of writing certain things was very broad and it gives us the flexibility that we need to also choose patients that we think are best suited to a particular committee or meeting or something of that nature. Again, very useful for us in case the ability for us to really choose how to make this provision work. 



During the medical product of element process, why is medical product important? Is not specific to drugs. A lot of people think maybe it just applies to drugs and a OSHI instance, it does not. It applies to drugs, it applies to devices and applies to Biologics. This is a pretty big deal. It means that it runs the gamut. It could mean that patients can be involved in a variety of different circumstances and meetings. So it is very broad in scope, but gives us some flexibility as well. 



During the medical process -- discussions including by in these next two paragraphs are very important. It means that we must not only do these but we can do other things as well as with the including by means. Fostering participation of a patient Representative which patient representatives is we use the term for all of you, that's a term that's defined by a lot of different organizations to me different things, but we are thinking in terms of how we work with patient representatives within the patient Representative program. From a service a special government employee and as many of you know, you all is GE's or special government employees that means he must abide by all the same conflict-of-interest requirements that any other federal government employee must abide by and it holds it to a different standard so to speak. Inappropriate Agency meetings. That is a very interesting way of phrasing that appropriate Agency meetings is a very subjective way of looking at. What does appropriate Agency meetings mean? We don't know, it could mean something different between these centers, could means of that between CD -- CDER and CDRH -- what the DI division things, consider might be different than what the cardiovascular division in CDER thanks. These are things that we are costly trying to work out right now. With medical product sponsors and investigators I underlined sponsors investigators for the sole purpose of pointing out that this is no longer secluded or just about advisory committees. It means your patient representatives will be involved in these processes very early in the beginning of medical product discussions and that means potentially very early with investigators or clinical trial investigators, principal investigators that means all the way before clinical trials might even have begun. That's very early in the process which is a good thing and it is very encouraging. 



And two, exploring means to provide gratification of patient representatives who do not have any or have minimal financial interest in the medical products industry. That is unto itself a daunting task in many ways, but we will provide more information about that and how that may impact how we go about with the limitation of this section. 



So what is OSHI doing? It is been tasked with implementing this section of the legislation. When we first learned of what we have to do we first saw let's think about what we have currently in our over of tools. The first is obviously the patient Representative for them, and re-who is the manager of that program, the Director of it, she office he works with all of you and we have a great cook them already established that we can use the benefits of and hopefully expand upon. We have the cancer liaison program that did Miller of many of you are cancer patients and cancer patient representatives covered with her. We also have the newly established cardiovascular and technology liaison program which calling has worked on. We also had in the past something called patient consulting which is not really been utilized very heavily in the past couple years, but in the past has been which is very similar to what this provision was aiming at which was including patients in discussions with divisions. And with sponsors in some cases. It sort of being resurrected in many ways, but that is also within the Representative program and it is would've been included in that all along, but clearly we've been mostly with the patient Representative program only working in the guise of using patients and advisory committee settings so far. 



Of course we also have the patient network with James Valentine has been working on. Why is this also important to have this language? Is the first time that BFT patient Representative program with the patient liaison efforts that FDA has done has never been codified in statute. It is a big deal. In the past what we've been really working under is a general policy initiative that FDA wanted to ensure patient perspectives were included in discussions and advisory committees and now it is in law. That is very important thing to go and not only provides us greater stability for the program, it provides greater awareness of FDA patient liaison efforts. It has a lot of potential to do a very good thing. Additionally the languages terms in such a way that it provides us, OSHI and if you the flexibility we need to figure out the best way to move forward to expand the current FDA patient Representative program to encompass not only advisory committee settings but settings will be for that. 



So what are we doing in terms of a process? I think you'll probably be very interested in this the most and hearing about where we are running into some roadblocks. The first of all the process, we are deciding to go forward by doing a semi- pilot process utilizing certain divisions within each of these centers. With CDER we decided to include in this pilot the oncology division, gastrin to roughly division and antivirals division. The reason for those three choices was done purposefully because of their past use of FDA patient representatives and patients in earlier discussion, oncology program was actually the main utilizer of the patient consulting program which I mentioned earlier. The gastroenterology division has been very enthusiastic about including patients in their discussions with investigators and the sponsors and antivirals has always included patients even as early as the HIV/AIDS epidemic back in the late 80s, early 90s. So these three divisions are certainly on board with this provision and want to make sure it is successful and we hope to use their past usage of patients but also the future uses of patients to piggyback on. And CDRH we selected at least to the late the in vitro diagnostics and possibly the cardiovascular division. Both of those offices provide a lot of patient -- with the patience very often in their advisory committees. The cardiovascular division is very enthusiastic as well. In vitro diagnostics is one of the divisions that ordinarily approves drugs -- devices like blood glucose monitors and things like that which are very -- and large patient population that uses them and how a lot of patient advocacy around it. 



Then CBER which is a unique animal only because a lot of the old biologic products that would ordinarily go through CBER traditionally will go through CDER so -- for the approval because I have a therapeutic component. So what we are trying to do with CBER is determine what are some probably some controversial or some important new products that are biologic and Orient such as a vaccine, a block product, something like that where there will be a patient involvement would be actually useful on one idea that came to mind almost immediately was -- vaccine which had been something where if the patient was involved it could have provided some great insight from the get-go which there was a lot of controversy around this if you remember the headlines but go and for instance, in the near future with a very for future it depends we have to determine whether there's an HIV vaccine, let's say. Again, having the patient involved in that at the early onset of those discussions would be great. These are just things we're trying to think about for CBER, but with these three centers and utilizing these and this pilot we hope to learn about all the stumbling blocks that we hope to remedy so that we can make this a much larger program. And expanded throughout the Agency. 



What has been done so far? First of all, OSHI had discussions with the office of special medical policy and also the FDA conflicts that. -- the oversee all of the advisory committees, all the conflict issues in those things that you probably have all been very much aware of. So we had to have conversations with them because they would be the ones that would be doing all the clearances for conflicts and those types of issues. We've also had conversations with CDRH and CDER advisory committee staff, many of you have probably met or spoken with your DFO's are designated federal officers if you extended and advisory committee you probably committee did with that person quite a bit. These of individuals like you said that clear -- help clear is to ease and get them through the process so they have to be involved. What did I say that second paragraph within that little bit of language are provided why was this important? The such as as FDA must explore means of locating and tapping patient representatives with very few or no conflict of interest. That's important because that's not all we such an easy task. It somewhat difficult. The reason for that is the very nature of being a patient advocate can sometimes conflict you. We ordinarily when we recruit and be clear is to ease for patient representatives positions we don't normally find many financial conflicts to go every now and then you'll get an imputed financial conflicts where you work for an employer or your son or daughter or your spouse has some stock in some company which could be a problem because its FDA regulated. But ordinarily that's not much of an issue. What normally is the issue for patient representatives are the parents issues. Those appearance issues are some of the things you would not think to be really conflicts, but they are in the sense of the law and of the regulation. For instance, owning a blog and writing about new or ongoing trials where approvals were serving at the President of an advocacy group that's receive funding from large pharmaceutical, that's an imputed interest but even like writing an article for a newsletter where you spoken about 58, positive or negative light or spoken about a certain company in either a positive or negative like to go all of those things will be scrutinized about that as an appearance issue. Said those things come into play quite often with the patient representatives because they are such advocates in the community and they've done these types of things probably often in the past because these are problems that we've come up against even now but we think will be even bigger issues as a move forward and I'm going to explain why. 



Timing is of the essence in many cases for these -- not only advisory committees, but especially for going forward with this provision. Why? Let's look at some facts. SGE when you become a SGE with all of you have become or will become very soon, that can take several months to do as you probably are all aware even if you get your paperwork and not that they can take several months to do. That's just becoming an SGE. When you're asked to serve on the committee for instant you have to be cleared again for making sure there are no conflicts in relation to that company or that sponsor which will have the product up for discussion. You'll have to be cleared against any of their potential competitors. All of those things that takes approximate six to eight weeks to do. Severe significant time involvement here. By his timing really a problem? For us and FDA the user fee acts or the user fee amendment requirements on FDA to have certain things approved in a certain timeframe but there also several internal policies or would FDA calls guidances that we must abide by and typically those guidance is say if we as FDA receive a request from a sponsor or an investigator we must me with them in a certain timeframe. That's where we we we are running up against some problems. 



Let's take CDER for example, center for drugs. It has three specific types of meetings when there's a sponsor request for when there's something called a type a meeting, a Type B meeting and the Type C meeting. Type a meetings are things where there is a cripple hold put on a trial or something like that. The sponsor would like to meet with the FAA to work or whatever issues there might be. That's totally up to them if they wish to do so, but if they do put a request in the FDA must meet with that organization or sponsor or manufacture within 30 days. Your our PRP -- you are seeing about two months for several months for is to equipment and 68 weeks for further clearance for a particular matter and we must me with them within 30 days but so your are really starting to see and they should go Type B meetings or pre-IND, paint is the dish on a device to treat any or new drug application meetings. This Type B mean things will be the ones I think patients will be involved in the most. Because that's where patient perspective will be the most useful. If a request for such a meeting would occur from a sponsor, FDA is supposed to meet with that sponsor within 60 days. So two months, let's say. Finally, Type C meetings, a catchall category work that's not a typed A beating do not take B meeting, we have to meet with them and 75 days. 



Let's take an example. For example, let's say that form X wants to meet with FDA about product why. Format X is trying to file an IND an investigational new drug with FDA in the next few months. If the request is made on January 1 of 2013, FDA under its own guidance and policies must me with a sponsor within 60 days because it is a Type B meeting. Of that request or by March 1 give or take a few days. Why? Is a Type B meeting, pre-IND meeting, before clinical trials begun. If FDA would like a patient to serve as a the division want the patient to serve in that meeting, the patient would have to be not only an SGE because we have to take into account the becoming a SGE take several months so they would have to already be edit OSHI because that would cut off several months to this process. But that also have to have very few conflicts to make sure that the process goes as quickly and as smoothly as possible. Because the reason for that is without having -- if there were so many conflicts that would be a possibility where the patient could not serve and we've done all this background investigating and trying to get them to serve and Elvis of your allies they cannot and it is a 35 there would be no way for us to find another person, but also because if there were very few or let's say no conflicts to check against that would be nothing to check. Therefore it would be much easier for that process to go smoother and have no issues that would come up and therefore there would be less of a time issue with timing issue. 



You might be asking where is -- where are the real problems? Unfortunately there isn't just one and I've named if you already but let's go over them in. Problem, what if there is no current special government employee or patient Representative that has a necessary expense of obligations to speak to this matter? We would have to recruit someone and this can happen for a variety of reasons. Someone we might -- this disease may be a rare disorder, we have not had to have a patient service capacity before and that has happened to us multiple times for advisory committee but now or in whole different environment now. So SGE clearance takes a leasable months so if we have -- received notification from a division that they want to have a meeting with the sponsor or having a meeting with the sponsor and its 60 days out, we would have to recruit someone, we'd have to make sure they were cleared in 60 days to become a SGE and they would have be recovered again to make sure they were not in conflict without the matter that's going to be discussed with that particular sponsor. You can see there's a timing issue here. When we want to make sure patients are involved in this process as much as possible so that's one problem. Problem two, what if there isn't a SGE we can is that the patient Representative do not send paperwork to be good for the diplomat are in a timely fashion? But say your a OEA and you receive the report to be recruit for the uptick the matter or that particular meeting that's happening with the sponsor and you hold it for a week, for two weeks, for three weeks, for four weeks, you've already lost a month of time. That is only a month left for FDA to meet with the sponsor. They would be very very little time for us to be clear that person to serve in that capacity for that particular meeting so again, with that type of delay it sort of jeopardize is usurping that capacity and therefore we have to make sure that patients that will be serving in this role, patient representatives, that there is a requirement or at least the responsibility on their part to do their part and to get that information to us as quickly as possible. 



The third problem, what if the division does not provide the conflict staff with the necessary information in a timely fashion to make a conflict check quick some of you may know this and many of you might not, but how we determine whether or not there's a conflict comes mostly from the division so the oncology division, they send to advisory committee and consulting staff they send them a list not only the sponsor and the products but all of the competitors of that sponsor and the product which all must be checked against the SGE or patient that will be serving. So if the division doesn't send that in a timely fashion to the advisory committee staff and people doing the conflict check even if the patient gets their paperwork in on time and the division has another part we've missed a vital and lost vital time. Again, that's why having very few conflicts is often very sensual because even if they get theirs and late and if there's nothing to check really against because the patient has no conflicts to report or nothing new to report after the original SGE appointment, and makes the process much smoother, much quicker and much more reliable. 



Another problem, what if it is determined the patient Representative we selected has a conflict with the one of the sponsors were with one of the competitors of the sponsors? And advisory committee sitting when her mother would have enough time, we would probably hear about within two or three months of the advisory committee hopefully we would have that. But in these situations that will not always be the case to go in fact it will probably not be the case because if we only have 60 days to meet with the sponsor then we are going to be in dire straits in terms of finding something else who can then be cleared inappropriate amount of time to still serve in that capacity. 



As you are hearing me talk you are probably saying there several issues that must be addressed in both internally as well as externally before this process can really be done on a much larger scale. This mandate will require certainly more work with the divisions, the conflict staff and with the office of special health issue. 



Let me talk a little bit more about what we are doing to hopefully try to take care of some of these issues to go first of all, we have met with at least two over three of these two divisions and we are working on meeting with the divisions and CDRH. Where we meeting with these divisions? Obviously to let them know they are in the pilot, but also because we need to define what appropriate Agency meeting means and it could mean a variety of things depending upon the division, depending upon the center. With that term or definition should be might vary, but question should be asked how far in advance should patient be involved in your particular product discussions? How will the patient attribute? Will it be in person meetings? Will they be conference calls? These are the things that we need to know about ahead of time so that we can prepare it not only for OSHI internally but also prepare the patient to be prepared for what to expect. We also need to have these meetings to define the scope and nature of religion each division will have. One crucial question is related, will the patient Representative serving a consulting role for the complete development and lifecycle of the medical product? For example, if the patient is serving all the way at the beginning of a pre-IND state before clinical trials have even begun, that could be several years in advance of it ever coming to market or before even comes to market. Will a patient be not only able to do that, will they be willing to do that? That means they will have a several year commitment in many ways and that's something to take into account for not only the division but for the patient as well to go. 



So our plan is not so simple but we hope it will become simpler in time. We have over right now 170 special government employees, patient representatives and our current foster. All of you are included in that number. Expands numerous disease categories. Initially what we intend to do is that this group will be utilized to help us fill vacancies when we have request for patient Representative to serve an additional assignment capacity. But obviously this cannot always be the case since many of those, many of you, many of the PRs in that list will pre-screened by OSHI using this option that they would serve on the advisory committee. The complex we were checking or prescreening before before trying to have a heads-up about may not be the same conflicts when he to check or be heads-up about in this new definition of how a PR will be used. Again, the BR is in his new will have to have no -- very few conflicts of that might be in the case for many of you. But that's just the way we are thinking in this new pool of PRs will have to eventually become and the reason I've just explained are the timing could but mostly because of the timing issues that we discussed earlier. 



The second poll of PRs will be created in this poll will be screened with pointed and directed questions that can help us, OSHI in a conflict staff hopefully in the future better understand whether a potential delay due to an unchristian conflict could arise. A specific question that we will most likely ask for this new pool is do you own a blog or have you written articles or events, etc., that he did mention FDA or one of the many FDA regulated entities that are out there and we ask these pointed questions because as I mentioned before, most of the time there are appearance related questions or issues that come up for patient representatives, not as silly always financial. Having a question like this makes sense but it will be when we're interviewing patients for the program. 



You also need to build specialized training for this pool of patient representatives. We have the workshop every year and really, that Andrea has held the last several years, and that is very useful to Lily for advisory committee settings and it is very good for even patient representatives who will never serve on advisory committee because it is good to have that background. But advisory committee and -- which these new rules are called additional assignment roles, are very different from each other than compared to advisory committee. Of the PRs need to know what to expect when is serving in this capacity and they will have to know who will be in the room. If it is in -- might be mostly teleconference calls and that's very different from being flown in or traveled into somewhere near FDA and then sitting at a committee having numerous presentations presented to you. That's much different from what will be occurring in the settings. Patient representatives need to know that a delay in their paperwork to FDA whether it be the original SGE original permit process but work or recurrent report data for recurrent was they've been selected to serve in this role you may not be able to serve if we don't get it in time. That's unfortunately a reality that we are dealing with because of these time constraints. 



What has been our experience so far? As I mentioned we met with several of the divisions are ready they are going to be in this pilot and I'm using the gastroenterology division as a clear example. Obviously they are very supportive of this demanding and they are very excited to involve patients and this process to go back we received several requests already from the DI division for patients to serve individual meetings with sponsors. The DI division would like to have patients as early as the pre-IND stage. Due to the advisory committee stage. What they would like specifically is for that patient who serving from pre-IND all the way through to be the same patient except for us and went a advisory committee sugar and that point it probably want a new patient Representative to serve just to give a diversity of opinion, but that means that the patient serving at the pre-IND Stage may have a five to 10 year commitment. It is very possible. That is something we need to make sure patients are aware of, the division is aware of and we have to work with in OSHI to be sure there's continuity in the office to understand that that's very much the case in some of these division. 



Knowing that this provision was going to be included in FDASIA, the GI division already supplied OSHI with a list of disease areas where they believe the patient could be very helpful and also where they had already had prior discussions of sponsors and where potential new INDs are new in the 80s were coming it. This was good for us because it gave us a lot of extra time to recruit the patients, have them placed in the queue for SGE equipment hopefully if that appointment at minimum it takes them two months, but if we have enough notice about a potential list of disease areas where we need to recruit if we do not have somebody, then that something we can be proactive about and do something much more ahead of they're ever being a meeting with the sponsor. 



This is why it is also good for us since we are now employing these new prescreening sort of COI questions, comical bit of it just questions for ahead of time to give more heads-up and more ability for us to determine if we should -- if we need to look for someone else just in case something comes up which if it does we need to be able to move very quickly to find some else or use someone else that doesn't have the same kind of conflicts. 



Is still in men with this advance notice and everything else we still ran into some difficulties. First of all, finding patients with this -- was difficult. It was still difficult because we still had to ask them these questions and we had to provide them with the reasons why we are asking these questions and we had to explain to them that there was a time issue here that not only impacted you being able to serve but potentially impacted having a patient perspective and these divisional assignment meetings where patients are now not only encouraged the but really required to be. At least one did not return her paperwork in a timely fashion a tip her over a month to send in her and still have not done so and we had unfortunately to dismiss her from consideration or this pit of the pool of applicants or pull up SGEs. It wasn't for anything other than the fact that we had to move forward to find some else. We couldn't just wait any longer period we have to move forward and we had to do so expediently. Second, third, many of the PRs included our still even now even though we did a month or two earlier than today they are still in the SGE appointed process but they still have not been cleared and they are still not SGEs, they still not to exceed it which is five years for everyone that's made in SGE. Again, some of the same problems we have with finding patients for advisory committees still exists. As -- despite our quantification of a new recruit to the corporate center conflict staff. Unfortunately, this is not -- it is unfortunately a reality because the conflict staff are overwhelmed innovate not only have to do SGE appointments for all the patient reps that we regroup and now we're going to have to do appointments for all the new SGs recruit for this particular program, but also have to do every other expert that sits on advisory committee and that's quite a few. It takes quite a bit of time and a lot of effort on their part and they only have have finite resources. 



For the more, with the GI division as our example, they already have three products on the calendar that will include patients. Many of those fall within the time it takes to fully clear a new PR patient Representative. Even those with very few conflicts. So what we are worried about is that we don't find a way to strategize and to make this much more of a smoother process and may result in the PR not participating in that first meeting with the sponsor because there can be several if there's one that might be a follow-up, there might be at the midyear meeting, that might be something else for that patient will serve and every single one. If they miss the first one which may occur within the 60 day window and they miss some crocs argument or something that's really important, they will be at a disadvantage for the remainder of the meetings they might be able to serve on after that finally cleared. It leaves open for the debate the purposefulness of the program at that point. We know that your involvement is not only clearly important thing, based on the fact that now there's a lot about it, but also because that's what we do on a daily basis here in the OSHI without resource or process changes that may be there may be of limitation issues that when he to be resolved through new and different approaches here and FDA within OSHI and within the conflict realm that we are still determining how to work out. 



Just to give an idea of some goals. Within the next six months we want to have at least all -- divisions work in with OSHI to provide a patient perspective and sponsor an investigator meetings. Within six to 12 months we want to analyze the current established process and determine the next up in bridging the process to the divisions and then within 12 months we would like to have a well-established program in place, pilot program in place also continued gotten its reach throughout each of the centers but we think this is very and vicious goal of all three of these are very images goals. 



What does this all mean really? I think it means a variety of things and these are mostly my opinion so you can take them with a grain of salt. For potential patient representatives I think patience of those considered for this up effectively additional assignments, he to begin to think about current conflict activity that there is are currently engaged in or will be in the future and figuring out ways how to best to avoid those types of situations. If approached to serve in this capacity, considering the time that you will have to devote to it and also the paperwork and number of meetings, those things should be taken into account by all the patients not only on this call, but in the future as well. Furthermore, I think stakeholders, Hill staff and others have recognize that there's a benefit and need for patient perspectives in a medical product of element process and I think it is important that the recognizing it is good not to have it just at the last stages will come at the advisory committee stage. Greater recognitions of this thing comes with more responsibility on the parts of patients, advocates and ultimately the FDA staff. We are surely moving in the direction I think that's good, it is beneficial that will be extremely exciting. It is just we will need to be very proactive in how we go about figuring out the next steps and also probably starting to think outside the box for some of these process related questions. Thank you very much for your time. I really appreciate it and I will take questions. 



Thanks so much, Dom. Things for clarifying the provision and really a loosening how it will impact patient representatives and the importance of early getting information and a timely manner as well as making sure that activities that patient representatives are involved in my not impact their SGE status in serving and discuss the. I will turn it over to the operator now this are taking questions. 



Thank you but at this time we are ready to begin the question and answer session. If you would like to ask a question, please press *1 on your touch tone phone. You will be announced prior to asking a question. To withdraw your question may press start two but at this time to ask a question please press star one. 



The first question comes from Kimberly. 



Hi, Kim. 



Kimberly, your line is open. 



Please check your mute button. 



We will go ahead and go to the next question, Felix [Indiscernible] 



Philip, your line is open. 



Yes, I'm sorry, I with do that, you already answer the question for me, thank you. 



You're welcome. 



Thank you. Go Jim Kiefer? 



I have a question and maybe a suggestion and very easy for us to contact either debt or entry about a question about conflict of interest? 



To having us to point [Indiscernible - Audio cutting out] every month or two whether there's any changes 



I think we are losing you every now and then. Can you repeat that? 



Yes. I was asking whether or not I find it very easy to contact Deb or Andrea if I have any questions about conflict-of-interest to go I wondered if it might be beneficial to have a report from us once a month or every couple of months indicating any differences in our activities that may contribute to the conflict-of-interest so that you don't have that time warp? 



It is certainly an idea. The one issue -- there might be two issues with that in the only one -- first one would be just collecting the information in a way that will not be -- that is useful for were for us and to populate into something that allows us to easily access the selected said, there's over 170 of you right now. It would be certainly a daunting task to ensure that all that is provided on a monthly or bimonthly or however many three months out, everything must come every quarter let's say, and have that in a way that we can easily access it, but that's certainly an idea. The second issue that comes to mind is there are a variety of safeguards that are put into place for collecting that kind of information and because some of it can be considered confidential it would be requirement is to hold that kind of information in a way that our current technology come our current servers may not be able to do. That's why when you submit your information to get your regional conflicts checked that stuff is done exclusively with that office, the conflicts office and the conflict staff. One thing that has come to mind however is that every year typically patient representatives or SGE or even federal employees are supposed to update their conflicts if they have any from their original appointment to become and SGE but I'm not sure if that's occurring, but typically we receive some kind of notification or my understanding that if you have anything changing please provide that information to the conflict staff to update your file. But I think it is great idea, I would love to do it because it would certainly give us the ability to check ahead of time and give ourselves a red flag ahead of time if something has arisen that could cause a problem. What I would encourage everyone to do from this point forward especially is if you have been approached or requested to attend a some kind of meeting or something like that where you are now engaged in some other activity other than to your SGE status whether it be with a company or a sponsor or some other advocacy group to notify FDA first or notify Andrea or two when or myself for us because that would give us not only the heads up it might give us a potential to have you considered the consequences of doing so I know a lot of people have done that before and we encourage you to do that because something that might seem completely benign in many ways and then not at all problematic may eventually conflict you and may cause for some reason you not to be able to serve on an upcoming meeting but I agree that I think that at least for now that's the best approach to notify as ahead of time before something new comes up and just check with us to see if it is something that maybe you might want to reconsider just based on your current SGE status. 



Good, thank you very much. 



You're welcome. 



Our next question comes from Steve [Indiscernible] 



Hi, Dom and Andrea. Thank you so much for this affirmative presentation. Again I'm struck by the purpose and the goal of the law and yet the impediment and barrier erected by the conflict-of-interest provisions and the issue facing FDA. My question is related, it seems to me that patient representatives by definition -- at least those I met at the last workshop are basically a dream team of Americans with their respective diseases and the reason why they are a dream team is that they bring to the table specialized knowledge, experience and advocacy skills that are absolutely indispensable. And integral to this process. Cost against that is this discussion and preoccupation about conflict-of-interest. I think that more needs to be said and explain to those of us who comprise such a dream team of patient advocates as to the kinds of things that are disqualifier's and I've gone to law school and I know things are going to be governed by a case-by-case basis but I've not heard either from the workshop or from this discussion a note information as to the types of -- there questions notwithstanding some of your knowledge of this pharmaceutical companies involvement, do you still believe that you can be an impartial member of this discussion? I think that -- that's a relevant consideration. I think that again, something could be said at the outset that when you send the paperwork out you can say Steve, has anything changed from what you supply to us a year ago on your conflict of interest sheet? -- if any of the other patient representatives respond know then is that the end of the discussion board this FDA drill down more and if needed, what are those questions? I think there needs to be more of risk besides have you ever offered a blog? What about money market interest? What if you have no knowledge of the investment? -- I really think that more information needs to be given patient representatives saying look, we want you to serve. We are doing everything we can or you to serve and I heard that a little bit at the discussion at the workshop in August, but I think that again, the balance seems to be weighed against a preoccupation of conflict, against what is really the reality of the fact is that this legislation is designed to get a drink chambers involved very early on and that appearances of conflict are not disqualifier is in most cases. 



I think I understand your -- think what you are trying to say is not only do you want a better explanation or examples of what could disqualify someone, but you want to have a better explanation given the patients about ahead of time, about what is the best way of providing us with the information so that you are more encouraged to disclose and therefore have the better ability to serve, is that summing it up? 



Yes, and are there ways, everyone involved in bureaucracy and I get that and I understand red tape and I understand conflict-of-interest, but if we were the patient representatives have gone through 19 or 20 pages of conflict of interest a year ago and then we are called to participate as patient representatives, why isn't that our ambition or presumption of being able to serve and why isn't that given -- why isn't that like an era bubble assumption that Steve or someone else is pretty clear, potential conflict? I'm sensing that there's always a reinventing of the Will when the wheels aren't even invented. 



Right but I understand your frustration. Trust me, both Andrea and I and all of us here, we run up against the same frustration that you are feeling and I'm sure a lot of you do feel when this set comes in runs afoul of your [Indiscernible]. Unfortunately, the way that this conflicts of works, unfortunately most of it is outside of our discretion, FDA's discretion in determining what is and what is not the conflicts of the office of Government ethics are the ones that promulgate all regulations related to the main conflict-of-interest statutes and Title 5 and elsewhere. That's what -- we must follow that without really any discretion to go the things that we have the ability to have more influence or not influence but more ability -- I will use the word is question, but some of these appearance issues and the reason why we always cannot give pure examples of potential appearance issues for instance, is because it all depends and I'm sure you like that word from me going to law school, but it all depends. Because when you become an SGE you are generally cleared or generally reviewed for conflicts we learned about whether you have certain issues in relation to financial conflicts and what have you. However, when you're asked to serve on the committee or in some divisional meeting, you're then scrutinized more specifically so the comes down to whether or not you've had a potential prior relationship with Pharma or medical device manufacturer Y Y they look at those relationships more in-depth believe that they did back when you are -- becoming just the SGE. Because now you're not only discussing general matters related to FTA but now you're discussing matters related to the conflicts -- for the company and the drug or device that's up for consideration and as I said before, you are now also having to look at all the competitors of that company or that product. That as a whole new slew of things that must be reviewed so we don't know whether or not something that you wrote two years ago about Pharma X or medical device Y will really matter of that much because if that product is not being made by that company or if that product is not -- if that sponsor that's now a for consideration doesn't have any type of competitive relationship with that company that you wrote a blog about or whatever, then you should be in the clear. But again, it all depends depending upon what is coming up for consideration, the things that will be discussed, the questions that FDA will pose, things like that and that's why we have such a difficult times. When I try to give examples of having a blog, having written an article in the past that's not published same things about Eddie or some kind of company, the reason why mention that is because that could become a potential issue. We always advise FDA patient representatives if some new thing should come along you are being asked to serve as a patient or Representative for pharmaceutical company and you are being traveled in to have your experience provided to them about how an advisory committee process has worked and what your experience was, we say we would would recommend you not do that for a variety of reasons because now that only have relation with the pharmaceutical which is regulated by FDA, but now that may also conflict you for future participation in a meeting. We say you are the public -- the private citizen are free to do anything you want, but be mindful that if you are also an SGE and when you are asked to serve you may have a problem later on down the line. That problem will result in you maybe not being able to participate in there's nothing -- cannot said anything as hard and shut case, the only hardship case that exist other financial ones usually and does have certain ranges where you're not allowed to have certain stock ownership in certain equity stocks, things like that, and if it is over a certain limit the most recruiters yourself we must not serve. Those of the more hard fast rule where as the parents issues are a bit more discretionary. And have a little bit more leeway if a justification can be provided this is your opinion, your ability to serve in this role outweighs any potential bias or any potential impartiality that may result from that past relationship. 



Thank you very much. 



Sorry, that probably doesn't answer your question very well, but thank you. 



Thank you. 



The next question comes from Andrea [Indiscernible] 



Hi, everybody, thanks for the new information. It was really very interesting. I would also echo I guess some of Steve's feelings in the whole conflict-of-interest and I was going to ask if you could put out any type of shortlist were something of things to be aware of. I guess my concerns or my hope is that the whole conflict-of-interest doesn't upend the primary interest of the goal and trying to involve patients in the process because it does seem that the very act of patient representatives are than almost impugn for being active in different ways obviously I know we can do different things and we can choose to do different things, but it is somewhat of a double edged sword in a way to be an advocate because it is limiting. So in knowing those limitations it would be helpful and I know you cannot put an exhaustive list together because everything depends him about maybe there's some things that happen in the past that can be generalized or something that might be helpful? 



Sure. 



I don't know. 



I think we can do that. We can provide examples, fictitious examples or things like that were to be mindful of and at the workshop the work you examples that the conflict staff to have presented at that provided a few. What we can do is we can provide probably send those out by e-mail so you can review them and we can also maybe, with a few more from our own experiences here in OSHI. But I think that would be very useful thing for you all to keep in mind and we would certainly be happy to do that. 



Andrea is always great to answer any questions so thank you very much. 



Thank you. 



Thank you. Go next question, Gregory McEntyre. 



Yes, [Indiscernible] I believe I have two questions. My first question is you mentioned something earlier about the expansion of the patient program, can you explain -- elaborate a little more, please? 



Sure. But I've termed that as is that this law or this requirement expands the current patient Representative program in that we are no longer just looking to fill patient Representative positions on advisory committees. Per Merilee that's what the patient Representative program does although it is not -- it is all focused, it is primarily what it does, but now we will be including patient early in the medical product, process many they will be -- patience will be involved with discussions of sponsors and investigators, clinical investigators, early in the development process selected said, could be very, very early from pre-IND or pre-investigational device data where clinical trials haven't even begun. Or could go all the way up for with -- before a new drug application is even sent to the FDA. Is very early in the process and it is normally also something that we are considering multiple -- several new meetings will be added that we will have to have patience available for. That's what I mean by the expansion of the program. 



My wife wants to ask for the question concerning that because it has to do with your initial timeframe so you mentioned something about something being developed over the course of years, I will occur ask. 



Go ahead. 



This is Cassandra McIntyre and my question has to do with you mentioned about the development and it being the same PR. What happens if the process takes longer than the five to 10 years? How will serving as a PR will that mean that person -- will it terminate or will there be an extension since they were initially the PR on this project? 



Okay, I think I understand -- you are asking what happens if it goes beyond five to 10 years? Is that what you're asking? 



Because you mentioned that you are looking for in this particular phase for the PR to commit five to 10 years and if it requires an extension, how would that be handled? 



Okay, so let me backtrack a little bit and say that when I say five to 10 years that's if it is pre-IND so pre-investigational new drug or -- and that means that you be serving well well in advance of the product ever coming to market. So I'm -- we are estimating here, but let's say five to 10 years because clinical trials take several years and the data has to be analyzed that everything has to be put into its place and then finally if everything looks good the sponsor come within submit a new drug application which could take several years that's why I would say five to 10. Typically, SGEs have a five-year term. If you are selected to serve in that role at the very onset, most likely so long as nothing has come up where either a conflict has risen or something else, most likely you would probably be reappointed for another five years if that should come about. Traditionally it may not because these meetings will take place depending upon whether or not the sponsor initiates them. FDA can request certain meetings with something arises, but typically it is not that way, it is the opposite way round, the sponsor request meetings with the FDA. So clearly it is up to the sponsor to make the decision. So there may not be any meetings at all and everything might go smoothly, the clinical trials go fine, but that's generally not how it happens but there's at least one or two or three however many meetings with the sponsor when there's any new drug weren't new device being developed. To answer your question most likely if you have been serving in that role you would just be reappointed. The problem with that question though is that every three or so months you have to go through the review process again. To the conflict review process again to make sure nothing has changed from the time he began. You have to be mindful that every three months the conflict staff will be knocking on your door saying has anything changed? Had taken on any new positions, any new stock holdings and things of that and if you say no, everything is fine and you are we cleared for another three or so months. But that's just something to also bear in mind. That's a good question, I'm glad you raised that because I forgot to mention that. 



Okay, thank you. 



You're welcome. 



Thank you, one moment for the next question. Joe O'Brien. 



Hi, Joe. 



Your line is open, go ahead please. 



Hi, Joe? 



Mr. O'Brien? We will go to the next one. Paul [Indiscernible] 



Yes, hi, Dom and Andrea. Can you hear me? 



Yes. 



Okay, very good. One question and one comment. First question, would you confirm or clarify in the presentation I thought I heard you say that if a PR serves on the division meetings when you get to the advisory committee meetings it is likely they will be barred, you made some comment about a variety of in put or something? Can you speak to that, please? 



Sure. This will probably depend upon the division, but for the GI division for example is the example used in my presentation, they would walk probably a new patient representatives to serve on advisory committee only because you have to realize that we want to have a diversity of opinions from where you were once serving more on a one-on-one with the FDA and the sponsor where as now you are an independent person on advisory committee listening to data, listening to remarks, listening to perspectives. It is good to have a new fresh look at this. On the advisory the -- advisory committee stays whereas now if it were the same person clearly the would be able to perform adequately and probably very well, but most of the time they would probably want someone different only because it provides a diversity of perspective, diversity of opinion and a fresh look at what has been discussed several years in advance. 



Okay. We could debate that one, I think quite a bit since the divisional meeting role hasn't been in place before the advisory committee participation doesn't have to worry about being -- there wasn't an issue about variety of input, right? You get assigned to the advisory committee and for a particular drug and no issue. But it seems to me that if you are lucky enough to have served on the divisional meetings that it would cut to the PRs work down a lot and being familiar with the movement of the drug through those discussions were finally got to the advisory committee. But as I said, we could debate that a lot of. Hold on just a second, I have to cough and I will be right back. Thank you for waiting. My comment relates back to the timing challenge of the divisional meetings. And [Indiscernible] which is where I'm at, and I don't know much about other [Indiscernible], but in [Indiscernible] we pretty well know what's coming on the hike. We know what's close to IND, what's not close to IND and in the challenge of qualifying PRs for a specific company that wants to have conversations, it seems to me that it would be relatively easy again on a specific disease type and I know that you deal with a bunch of them, but it seems like it would be relatively easy to prequalify PRs for a particular drug company that you pretty well know or can find out easily is going to be coming for meetings and for discussion. I'm very aware that it might require extra resources because some portion of those companies might never actually come to you. But I'm hearing the huge challenge is responding to the shortness of notice. It seems to me 80% of the problem would go away by knowing who is very likely to be coming to you and do pre-qualification before hand. And you just asked the question of how many new conflicts, you know, you are done. 



Right to go that's true. I wouldn't necessarily say a percent but maybe let's say if we know in advance that we needed a specific patient for a particular role because of a product related to a specific rare disease, what's coming up. And the division notified us well in advance let's say six months in advance. We would have probably a lot less difficulty finding a patient Representative and having them go through the SGE clearance process and be ready to go. But be mindful that we will not know necessarily when the sponsor wants to have a meeting with the FDA. They have to request a meeting. Unless we have somehow advanced knowledge that this meeting will take place and FDA was either forewarned or there was some discussion internal discussion between the sponsor and the FDA and then the formal request has a, through yet, then yes, that's true. However, the big always works that way to go. 



It doesn't always work that way, but you are looking for way to get a leg up on all this to get ahead 



That's exactly what we are doing now and that's why we are using the GI division example of providing us with an idea of those products or those patients that we would need to have discussions involving -- that involve patients way ahead of time would be excellent and we have that was provided to Andrea and [Indiscernible] and myself several months ago. But like I said before, we are still waiting for some of those patients to go through the SGE clearance process and that was several months ago. 



That's a different problem. 



That's a whole different -- I wouldn't go as far as saying 80% though, I would say we will go around 50, I will meet you halfway, how's that? 



That's an old engineering thing, and 80/20 will. Thank you so much. I enjoyed the presentation and I'm sure we will exchange more communication latest in a thank you. 



Great presentation and great work shop in August. I'm thinking along the lines and Steve I thought spoke of -- with regards to public issues. One is especially to be very mindful with these expansion period I'm shifts here, as an example if you attended a workshop or something on a stipend and [Indiscernible] for Cancer research and if we don't know where they get their funding from maybe Pharma is involved in it, would that be a reflection back on [Indiscernible]? 



It would depend. Unfortunately. 



I'm just wondering if it is going to be that finite about it because -- 



Yes and no. They do trace back where some -- anytime you receive a stipend of any kind is always a red flag. The reason is because we don't know where the money is coming from. We don't -- I'm not saying this would totally foreclose any possibility from user be, but the reason why we always recommend that before you take any kind of financial assistance with her be travel, stipend, what have you, that you consider the fact that you will also serving in this role as a SGE patient Representative and let's say in the future some future date that there's a meeting that takes place where you have intimate knowledge about that specific area of the disease and we think you'd be an excellent person to serve in this role and then we learn that a year ago you to $2000 stipend to have a travel go to some conference that was seemed like a very benign, very nice thing for them to do and all of a sudden we learned that company or that organization received $50,000 from Pfizer and they happen to be a competitor of the product that's now up for discussion. There you go. There's the conflict. Even though you may not even know and most of the time you probably wouldn't 



Exactly. 



That's the problem. I'm not going to say they do they go that finite or that granular in their research, but it can happen that way and that's why we always advise to think -- to think twice. Is a private citizen you are free to do anything you want except break the law. 



[Laughter] 



The other thing I had was I've been approached to write an article about the FDA training to clamp up becoming a patient Representative, very generic. This is quite sensibly based on what understand from your presentation -- into a COI and once that's published? 



Can you repeat that again, I'm sorry. You broke up with it. 



When I've been approached to write my experience from patient advocate about my participating in the FDA training program and into the FDA patient Representative program, very generic type experience. I did mention it to Andrea and Q1 about that, but if I'm understanding from your presentation then if I go ahead with this this conceivably and this is for the oncology nurse Magazine, conceivably be considered a COI? 



Right to go that would be -- could potentially but it also becomes -- at Borders and I don't want to get into it a COI discussion but it can go on the cusp of potentially utilizing your FDA patient Representative [Indiscernible] benefit. 



Got you. 



We can have an off-line conversation. 



Sherpa go I talk to Andrea and said I would doublecheck back in with there with article it is else from absolutely. Thank you for bringing it up. 



Okay. 



Next question, Carla Schwartz. 



Yes, hello. My question is about the appropriate Agency meetings to go I'm wondering if based on the type of that meeting with her there would be more or less flexibility for how you select patient representatives? 



It may be less critical, for example, that the advocate expressed opinion about something related to endpoints or whatever it is the key issue that's being discussed, the sponsor may not be concerned if that perspective was putting writing on a website or blog, it may be an advantage of the advocate has actually thought about the issues which sometimes can be complex. 



Right. 



I'm just wondering if they will be flexibility? 



When you say flexibility do you mean flexibility in terms of our selection of candidates? 



In terms of the appearance issues. 



Especially for someone who writes online quite a bit. 



Okay. OSHI does not actually do the conflict review. We provide -- and in from -- information we receive we always deferred to the conflict staff here and FDA. But I agree. This again goes to my point that the nature of patient advocacy sometimes causes the conflict itself because patients in your role and in everyone's role and this phone call are well involved in the patient advocacy community and the written articles possibly, they have a blog, they are right about these issues all the time. I think a lot of the times there's an issue when their specific mentions of certain individuals or certain companies or certain the FDA as well, that's where there may be less flexibility because it is when you bring up specifics like that that could cause more of appearance issue where you would be more -- the argument is you are more prone to possibly biased based on biased, having more -- have more of a favorability of a certain company or less favorability of us are to Coveney or more favorability of the FDA and vice versa. That's what really gets kind of sticky. 



So in a situation where you are actually explaining to the patient community about the role of FDA and if you do that in writing -- 



I think that's less of a problem only because you're not really saying anything specific about a particular company, but you're basically providing information about -- anything couple be available on our website, for instance, and that's usually very gained. So if you go into site something the FDA has mentioned about what our role is and things like that, I don't see that as much of a problem. Granted I'm not the conflict staff, let me say that right now, so they may have a problem with it but I don't see it being a problem. [Laughter] 



I understand, thank you for your explanation. 



Sure. 



Thank you could do that. 



Hi, thank you very much for the excellent presentation to go I'm always intrigued with the conflict-of-interest and it scares me actually. It appears to me that this could just wipe out all participation of patient representatives. If the boundaries are set to broad and from what I understood that you said was that the staff chooses like in the financial situation, what companies are in competition? Is that correct? 



The division populates the list, yes. 



So my worry is that they should do that very carefully. That they should not take a conglomerate and say maybe 1% of that conglomerate business or less than that would be in conflict and called the whole conglomerate a conflict. 



Right. 



You see what I'm saying? 



I understand your Perla I can tell you they do take that list very seriously and there's reason for that. If for instance the miss someone or they somehow neglected to include that person or that company in their listing, you can imagine the backlash that FDA will receive that we either purposefully are not which only left that company off the list. I can tell you the division is not the final word on that list of the division populates it initially and says over to the conflict staff which scrutinizes it, reviews and make sure they believe it is exhausted and the Senate back to the division and say we also think this company should be included for this company should not be included, there's a little bit of back-and-forth and what is it back to the vision for final review they said ` conflict staff to check all the new SGEs that will be serving on the advisory committee or in that meeting. Just to go back to your one point also, so clearly people -- patients, SGEs are serving advisory committee roles. They have changed slightly for a deal of it, there are no more waiver caps if anyone is familiar with those, that was a lemonade bite. 



Are there were one or two issues -- is room for that sort of a contact anyone else is interested in that off-line, but the point that you're making that wipes away the program and clearly it certainly puts a strain on the program, puts us train on what we are trying to do with this new law. Doesn't wipe it away because we will make sure that patients are bought, that's her job you're in the office and that's what we have been doing with you and everyone else here. 



It just tiers me that now there's a whole new way to eliminate them. I used to do work for the FAA and sometimes -- one-time someone said the problem with the FAA is everyone has a stop in and no one has the go button. I think with conflicts of because people were airing on the side of conservativism. That can narrow it way way too much. 



Yes, there's always that issue and I can tell you from our end, we are working on some ideas to hopefully speed up the process at least here in OSHI that hopefully will come to fruition in the next year. Or six to 12 months, no guarantees, of course. But we are hoping that something will be changed here in terms of our process and hope we within our resource allocation that allows us to speed up that process. If we can speed up the process it will help to eliminate a lot of the problems you mentioned and I think what you said the timing, it is the time it is always such a factor here because really all of you are becoming SGEs or already are, you've already got to the major hurdle and then it is the secondary hurdle which can trip some up, but that's -- it doesn't happen very often. When it does it is annoying, it is frustrating, I understand that, but we hope to try to speed up that process because clearly this new initiative, timing is what's going to matter. 



The other question that came to my mind when you are talking about the problems with timing is is there anything in the law that says there cannot be them to patient representatives, the patient representatives on one program? 



No. In fact, we do that now. We have multiple patients serving for particular disease categories even right now. On our roster. We actually do that on purpose in case someone cannot serve for whatever reason whether it is a conflict or whether a conflict-of-interest or conflict in the schedule, whether it is because they had something come up with a family issue or something. We want to make sure you always have at least one art two backups that we can rely upon. 



Because it seems like for one particular drug you could choose maybe get three people in the pipeline and use all three of them. 



We could do that. I think it will depend on the division, what they want and right now with the pilot we are giving them some flexibility in making that decision so for instance with the chat they want GI division, they want someone the same person throughout that process up until the advisory committee. Again, when we talk oncology next month they may want to be totally different. They might want someone different each time. Every meeting that's without sponsor for the drug and they may want -- who knows, it could be very different. But for now we are exploring every option and seeing how it all works out. 



It really sounds like a huge program to try and the meant. 



It will be. 



I don't and be used. 



Thank you. 



Thank you. 



This is Andrea, Opera, I think we're going to have to shut down at this point. We are running behind for another meeting, but just want to encourage folks if you do have a question that hasn't been answered, please e-mail Dominic at Dominic Cirincione I will send out an e-mail very shortly, but please take note of your question to answer we have it and sure, we went a little bit over. But thank you Dominic, any final words? 



No, thank you all very much. 



Okay, thank you, everyone and have a great afternoon. 



Thank you. Do this concludes today's conference call to go thank you for joining and all parties may disconnect at this time.
