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MS. FURIA:  Today's speaker is Afia Asamoah.  Afia Asamoah is a specialist in the Office of the Commissioner of the Food and Drug Administration.  She is the staff member leading the FDA's transparency initiative.



Prior to joining the Agency, Ms. Asamoah was an associate in the Food and Drug, and Health Care Practice Group, of the law firm of Covington & Burling LLP, in Washington, D.C.  Ms. Asamoah has also served as a public health fellow on the staff of the U.S. House of Representatives Government Reform Committee.



Ms. Asamoah has a law degree from Harvard Law School, and a master's in public policy, with a focus in health policy, from the Harvard University John F. Kennedy School of Government.



Please welcome Afia Asamoah.



MS. ASAMOAH:  Thank you so much Andrea, and I'm delighted to be talking to you guys about the Agency's transparency initiative.  As Andrea mentioned, my name is Afia Asamoah.  I'm an attorney working as a special assistant in the Office of the Commissioner, and Commissioner Hamburg, and Dr. Joshua Sharfstein asked me to be the staff member leading the transparency effort, which basically means that I've been thinking about working on, and even dreaming about transparency at FDA for the last couple of months.



This is a major initiative of the Agency, and it's a significant priority of the Commissioner.  Commissioner Hamburg believes that providing information to the public in a timely, user-friendly manner, is critically important to the public health mission of FDA, and its credibility with the public.



The belief, and the hope, and the expectation, is that this initiative will help the Agency achieve those goals.



During this Webinar, I will talk to you a little bit about the development of the initiative, give you some background with respect to why the Agency felt the need to start this.



I'll update you on some of the activities related to the transparency initiative, to date, and then I'll give you a little prequel in terms of our future plans and next steps.



The idea is for the transparency initiative, the results of this initiative to be far-reaching, and it will likely impact you both directly and indirectly, both as members of the public, and specifically as members--as patient representatives on FDA Advisory Committees.



So with that, I will get started.



So as you may know, President Obama's first full day in office, he expressed a commitment to an unprecedented level of openness and public participation in his government.  He issued a memorandum on transparency and open government to all executive agencies and departments, and this memorandum instructed departments and agencies to solicit public input, to identify information of greatest use to the public.



In that memo, agencies and departments were also charged with harnessing new technologies, to make information about Agency operations and decision making available online, and readily and easily accessible and available to the public.



In response to this, Commissioner Hamburg launched the transparency initiative.  The FDA's transparency initiative is Agency-wide effort, that its charge is figuring out how to make FDA and its processes more transparency to the public.



As part of the transparency initiative, the Agency informed an internal Transparency Task Force to achieve these goals.  The Transparency Task Force is chaired by Principal Deputy Commissioner Joshua Sharfstein, and the members consist of FDA senior leadership.  So all five center directors are members.  That's the Center for Drugs, Biologics, Devices, Food, Animal Products, so CBER, CDRH, CFSAN and CVM--all those center directors are members of a task force.  It also includes the associate commissioner for regulatory affairs, the chief counsel, and the chief scientist.  Their charge is to solicit public input, review all these comments, and submit a report, with draft recommendations, to Commissioner Hamburg, about improving transparency at the Agency.



So the Transparency Task Force was announced on June 2nd, and the task force immediately began considering ways in which it could solicit input from the public, in a broad and kind of creative way.  So in early June, the first thing the task force did was open a public docket to accept comments from the public about transparency at the Agency.



In this announcement, the Agency posed six very broad questions about transparency at the Agency for feedback.  So, for example, we asked how can the Agency better explain its operations and activities, what specific information should the Agency disclose to the public about what it does, and its decision making, including information about product approvals, recalls, enforcement actions, how should that information be communicated to the public, you know, what tools, processes, techniques, or mechanisms should FDA use to provide useful and understandable information to the public.



There are three other questions, similarly broad, in which we requested the public provide feedback and comment to the Transparency Task Force, for them to consider and inform the recommendations that they were going to develop for Commissioner Hamburg.  We also launched a Web site about the Transparency Task Force and provided materials about the initiative on that Web site.



And the Agency launched its first-ever blog, the FDA Transparency Blog, to solicit comments from the public.



The idea was to allow people to provide comments to the initiative in a less-formal way, as opposed to submitting full-fledged comments to the docket, which is available on www.regulations.gov.



The blog also allowed the Transparency Task Force to ask questions in realtime.  So they began by posing questions, th same questions that were posed in the Federal Register notice, but they also have asked for comments about the first public meeting, feedback in terms of what worked, what didn't work.  We asked for comment from the public in terms of how that meeting should be structured, and, most recently, we've also kind of highlighted different comments that we received from the public, and posted them on the blog, to allow other folks to comment on those comments, and the hope was to just encourage a discussion about specific issues related to transparency at the Agency.



The White House has been very supportive and interested in the FDA transparency initiative.  The Office of Science, Technology and Policy, OSTOP, posted a listening session, and they invited Dr. Sharfstein, as chair of the transparency initiative, to attend.  



At the listening session were the White House chief technology officer, Aneesh Chopra, members of the White House Open Government Initiative, and they invited about 15 folks from the health care investor community.  And at this meeting, the goal was for Dr. Sharfstein to hear comments from the health care investor community about how FDA can better explain its processes and operations, what they would think--what information they thought about be helpful for FDA to provide to sponsors, and the public, about product applications that are submitted to the Agency, and just generally, how a more transparent FDA can help foster product developments and innovation.



The task force did not only want to receive external comments, but they also wanted to think about how they could use the internal expertise of folks at FDA to inform the initiative.



So to that end, they set up an internal e-mail address to solicit input from FDA employees, and they also solicited input from an Agency advisory committee with relevant expertise, the Risk Communication Advisory Committee.



The Risk Communication Advisory Committee was established in 2007 to help FDA improve its communication policies and practices, and the charge of the committee is to provide advise to the Agency on how to best communicate with the public about the risks and benefits of FDA-regulated products.



The goal of that is to allow the public to make informed decisions about their use of FDA-regulated products, for example, medical devices, drugs, and biologics.



And on June 24th, the task force held its first public meeting to solicit input from the public about transparency at the Agency.  We got great feedback from the public.  The task force found that interaction to be extremely helpful, and it was just also a nice opportunity to engage directly with the public about these issues, as opposed to just soliciting comments by electronic means.



So as a result of all these activities, these activities have garnered significant public interest.  Dr. Sharfstein, as chair of the task force, he has been interviewed twice by the Federal News Service, which is a radio station, on account of our blog and our attempts to solicit broad input on this initiative in creative ways.



I represented FDA on a panel about transparency, promoting accountability, at the Open Government and Innovations Conference.  And regulated industry is engaged and interested in the results of the transparency initiative also, and to that end, Dr. Sharfstein is participating in a Food and Drug Law Institute Webinar about the transparency initiative.  For this Webinar, industry would be the primary audience.



We've received, to date, hundreds of comments from a range of stakeholders--consumers, patients, regulated industry, health care professionals, academics, others.  We've received over 160 submissions on Regulations.gov.  We have over 130 entries on the blog.  And all these recommendations are being reviewed by the task force and will be used to inform the eventual recommendations that will be submitted to Commissioner Hamburg.



And I should note that the blog is still open.  We're going to keep the blog open through November 2006, and so there's still opportunities for the public to comment on new questions that are being posed by the task force, but also old questions that are already up there, and the docket is going to be kept open until November 6, and so we are still encouraging--I know when Commissioner Hamburg, and Principal Deputy Commissioner Sharfstein, talk to people about the initiative, they continue to refer them to those two places, so that we can continually get more ideas about how we can improve transparency at the Agency.



So the next couple of slides, I just want to give you a sense of the public's reaction to the Agency's announcement of the transparency initiative.   And they ranged, which is not surprising.  I pulled some of the quotes from our blog, actually, 

just to kind of give you a sense of what people are thinking in terms of the expectations for the results of the transparency initiative.



So some folks are very appreciative that the Agency has launched this initiative, recognizing that there is work to be done.  The Agency can definitely improve its transparency in terms of enhancing its work and its public health mission.  But they commend us for formulating the transparency initiative to do so.



So I'm not going to read the quote, but you can see that this person thinks that the transparency initiative is a good idea.  Others think that we're doing well, or, better put, the FDA is, quote, unquote, awesome, and we don't have much work to do on this score.



I mean, there's maybe slight things we should do around the edges, but overall, the FDA "does a terrific job," quoting from this particular comment there.



And other folks are just skeptical about the value of this initiative.  They feel that FDA's been a "black box" for a while, and there's people that this transparency initiative is a vehicle to most past that.  And so this one I'll actually read.  So this commentor says: 



"FDA has lost its way and must go back to their original intent to find it.  Without that, FDA's been left alone too long, pursuing its own goals, and now can't find its way home.  Who will lead FDA back home?  The transparency police?  Not likely.



We appreciate Commissioner Hamburg, the task force appreciates all of these reactions to the initiative, but they do want me to convey, and they do believe both Commissioner Hamburg, the task force, and other folks at the Agency, that the results of this initiative, an improved transparency of the Agency, will allow the Agency to better achieve its public health mission, and we're very eager to reach that point.  We realize how important it is to reach that point.



In terms of next steps, the second public meeting about transparency at the Agency is going to be held on Tuesday, November 3rd.  The Federal Register notice, that provided detail about the this meeting, was actually published in the Federal Register this Monday, the 5th, and we are accepting registration to either attend, or participate in some fashion, in this public meeting, until 5:00 p.m. on October 27th.



The first public meeting, for those of you who participated, or reviewed the Web page, was an opportunity--we just invited people that were interested in speaking about any aspect of transparency at the Agency, to attend and give prepared remarks, for about five minutes, to the task force about those particular issues.



In this phase, the task force felt that we've gotten a lot of comments, and they've been reviewing all the comments, and wanted to seek a different format, wanted to use a different format to solicit more comments from the public about this issue.



So the format they've chosen to pursue is a moderated panel discussion, and there, the hope is to have about four to six people discussing case studies about three very specific topics related to transparency at the Agency.



And these are transparency issues that have been raised through the many comments that have been submitted to the Agency, and they're issues that the Agency frequently faces, and they're challenging, and the task force has identified them as topics that will be extremely helpful to hear from a broad range of stakeholders, and hear different perspectives and views about.



The three topics that are going to be addressed during the public meeting are--one is early communication about emerging safety issues.  As you may know, the Agency--you have doctors, you have patients, you have public, calling the Agency with information about they might have gotten sick from eating a food or from taking a drug.  And the question is--but it's unclear if a particular food caused that illness, or a particular drug caused that event.



And so the Agency faces the question of determining, one, when they should communicate information to the public about those potential events, and when they do, how they should communicate that information, so it's useful and understandable, and doesn't scare the public away from using life-saving medicines, or eating nutritious foods.



The second topic is about--it's about Agency communication, about abandoned or withdrawn product applications.  I'll actually address the second and the third at the same time.



So the second one is communication about abandoned or withdrawn product applications.  The second is communicating to the public about pending product applications.



Under current regulations, the Agency does not, cannot acknowledge when a sponsor submits a product application to the Agency for review.  So if a drug company has submitted an application to get their new drug approved, the Agency can't say anything about it under our regulations, till that drug is actually approved.  



And there are circumstances when we may have information about safety issues related to that drug, where it just might be helpful to talk about that product before the application is approved.  But under the current regulations, the Agency cannot do that.



And so the question is--and there's good reason for not doing that, perhaps, but the Agency just wants to hear more comments in terms of what the reasons are for not talking about physical applications, and maybe what are some considerations in terms of it may be a good idea for the Agency to talk about specific applications.



As I mentioned, these are going to be moderated panel discussions.  We want a range of perspectives, and so I actually will put in a plug now, that if you are interested, please register and volunteer to participate in one or more of these panels, cause it will be excellent to have a consumer and patient perspective with respect to these issues.



In terms of the next steps, so after the second public meeting, the plan is to submit a report to Commissioner Hamburg with draft recommendations regarding transparency at the Agency.  The task force is currently meeting, reviewing the comments, and coming up with those draft recommendations that will be provided to Commissioner Hamburg.



There is a recognition--the task force--there is a recognition of two things.  The task force is interested in hearing good ideas at this point in terms--and hearing why, the rationale behind why the Agency should or should not do anything.  The Agency is not, at this point, being constricted by regulations.  Just cause the regulations say, for example, that they can't talk about an application until the sponsor does, or until the product is approved, the Agency didn't want to constrain the comments that are coming from the public because the law's a certain way.



They're encouraging folks to just think about the Agency should do in an ideal world, and then the law and regulations can always be changed, and if that's what's necessary, the Agency will look at that when they're actually implementing the recommendations after they hear from Commissioner Hamburg.



And the second realization is that the Agency realizes that we cannot, and we shouldn't disclose all types of information.  One of the goals of the initiative is not only to allow FDA to do a better job of providing useful information to the public, but also explaining a rationale as to why we do, or do not, do certain things.



So there is this recognition that there is the interest in keeping some information trade secret, or confidential, because part of the Agency's role is also wanting to foster innovation and get new and helpful life-saving medicines and devices out to the public, and on the market.



So recommendations to Commissioner Hamburg will cover a range of topics about transparency at FDA.  The next two slides just give you a sampling of those topics.  But I wanted to give you a sense of exactly the range of topics that are on the table, and are being considered by the task force.



As you see, like in this sampling, the task force is looking at information that we get before we even approve a product.  So, for example, all sponsors of medical products, those device companies, drug companies, they submit clinical trial data to the Agency, to show that their drug is safe and effective.



We've received comments that some of that information might be helpful to make public and disclose to the public in terms of--so that more people can make informed decision about different drugs.   Currently, we don't release that information. 



We're looking at product applications more broadly.  Again, we don't, typically, we don't say much about those, the information in those product applications.  We don't even say that we have a product application that we're looking at.



And we've received comments that we should maybe relook at that policy.



Some of this information also deals with what we term as post-approval.  So after the drug is actually approved, and is being marketed and sold to people, we still get information from the public, from consumers, patients, doctors, the sponsors, about these products.



And the question is: What should we do with this information?  How should we use it?  Should we disclose that information to the public?  If so, how?  And things, topics that fall into this category are adverse event reports.  And so are the things that I was talking about.  You, for example, you eat a food and you think that it's made you sick.  That will be an adverse event report,. that may be communicated to the Agency.



The sponsors of, manufacturers of drugs and devices are submitted to inspection, to make sure that they're manufacturing these products in a safe way.



These reports that come, as a result of these inspections, are typically not proactively disclosed by the Agency, and the question is whether that's a good idea, and if it is, why.  If not, why not, and should we consider changing that.



Occasionally, you hear information about enforcement actions that the Agency might take.  So, for example, recalling a product because it's shown to be ineffective or unsafe.  The Agency's considering how we do that currently, how we communicate to the public about that, currently, and whether we should do things differently, and if so, why and how.



And just generally, we're thinking about communication more broadly, and so we are soliciting comments in terms of different and innovative ways in which the Agency can consider communicating to the public.



So we've gotten ideas about holding town hall meetings, for example, or doing short videos about different things that the Agency does.  For example, the drug approval process, do a two minute video and post it on Facebook.  Or something like that.  Just thinking more creatively in terms of how the Agency can do a better job of explaining what it does, and providing information to the public in a useful and user-friendly manner. 



And then you'll see on here also advisory committee meetings are on the table, which may impact your work as patient representatives.  We've gotten comments in terms of just how does the Agency decide when to hold an advisory committee meeting, gotten a lot of feedback in terms of how the Agency explains the advisory committee process to the public, and explains the role of the advisory committee in the approval process, how the meetings are conducted.  So all those things are on the table, and the task force has received a lot of comments about that, and there will be recommendations made to Commissioner Hamburg, that addresses those comments.



And similarly, another sampling of topics.  You see here, we're also looking at relationships with stakeholders.  Stakeholders can include not only regulated industry sponsors and applicants, but also the public, consumers and patients, and we're looking at how we can be more transparency to those different audiences.  The media, for example.



We also wanted to think critically about how we explain and talk about FDA processes.  So, for example, how do we explain the approval process to the public.  Do they understand, truly, what "safe and effective" means, for example?



How do we communicate the fact that we're not approving a product?  And why.  And just generally, just public education and outreach.  As you'll see, one of the processes, consumer updates, we've gotten comments with respect to when it's a good idea for the Agency to issue a consumer update about a particular topic, and how to convey that critical information to the public.



So all of the transparency initiative is ongoing, and the plan is to submit the first set of recommendations to Commissioner Hamburg by the end of the year.  You should know that the Agency is not frozen in place, waiting for the transparency initiative to play its way out.  There's folks constantly thinking and working about how the Agency can better do its job and better communicate, and provide useful information to the public.



I just want to give you a sample of some of the transparency efforts that are currently underway.  The Agency recently issues their strategic plan for risk communication, and this can be found on the FDA Web site.  This strategic plan was developed and written in conjunction, and with input from our Risk Communication Advisory Committee, which I talked about a couple of minutes ago.



This risk companies plan identifies specific goals, and actions, that FDA will use to provide the public with clear, understandable information, and the goal is for that information to be presented in such a manner such that the public can make informed decisions about the use of products that are regulated by the Agency.



The risk communication plan includes a lot of specifics.  I mean, it identifies over 70 actions that the Agency plans to take within the next few years to improve risk communication, and fourteen of those actions, FDA plans to implement and accomplish within the next 12 months.  Risk communication is kind of like the umbrella under which a lot of the specific topics the task force is considering, with respect to transparency, falls under.



And so this strategic plan is integral to what the transparency task force is trying to accomplish.



We're also constantly looking at and kind of working on our FDA Web site.  There was a revamp of the FDA Web site launched this summer, and the Web team is continually--it wasn't a work in progress, it was--it's still a work in progress.  Excuse me.  The VRAP was launched this summer, but the ongoing effort, and the Web team is consistently looking at ways in which they can improve the functionality of the Web site, and just make it more useful and a easily navigated tool for the public.



We've received a lot of comments about the Web site through the transparency initiative, and we're working closely with the Web team, so that they can incorporate those suggestions in the work that they have been planning and are continuing to work on.



And I think with that, I will end here, and I'm happy to answer any questions you guys might have about the transparency initiative, or anything I've just discussed.  Thanks so much.



[END OF SPEAKER] 
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