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Monique LaRocque: Good afternoon. This is Monique LaRocque. Thank you for joining today. We wanted to do a quick run-through of what we are going to be covering today. Essentially we are going to be giving you a quick overview of the NCATS SBIR and STTR program. Our goal here is really to make sure that we are accessible to you. At the end of the day, we have a shared mission to foster technology development that is really going to make a difference in people’s lives in terms of preventing and treating disease better. We will give you a quick overview of the programs and give you tips for how to apply, so we are really giving you inside knowledge on how to be successful. That is our goal. We want to be a partner with you. We also want to let you know about some of the other small business resources that we have at NCATS. I wanted to remind you that we will be sending you the presentation so you do not have to take copious notes although you are welcome to. We will have some poll questions at the end. Your feedback is extremely important to us; we use it to guide our presentations, as well as future communications. 
We also wanted to thank several folks who are helping to cohost this webinar. We have got eight states represented, as well as the Coalition of State Bioscience Institutes, specifically the entrepreneurship committee. Thank you to all of these organizations. We are hoping to see an increase in applications from these states in particular. We will see which state has the most applications. 
Our objectives here today: We really want to expand awareness about the program and the resources that you can access. We want to give you tips to be successful so that you can successfully get awards from the program. And we also want to see some high-quality applications coming in, especially looking at increasing geographic diversity, and also giving an opportunity for woman- and minority-owned businesses to successfully apply as well. And with that, I would like to introduce Lili Portilla. She is the director of strategic alliances, and she is really knowledgeable the program but also someone who wants to be open and available to you to be a resource for questions. And with that, I will turn it over to Lili. 
Lili M. Portilla, M.P.A.: Thanks very much, Monique. Welcome everybody. I appreciate you listening into this webinar on NCATS small business programs, specifically the SBIR/STTR program, as well as some other resources that we have here at NCATS that are available to the small business community. So NCATS is the newest Center here at the NIH. It was established in 2011, and our focus is to transform translational science processes so that new treatments and cures for disease can be delivered to patients faster. Specifically with our STTR/SBIR program, we seek to increase small business participation in this program and also private sector commercialization of these technologies. Our funding for this program runs about $18 million annually. But I will talk about some other programs at the very end of the presentation that are outside of the SBIR/STTR funding line that again are resources to small businesses. 
Very quickly, there are two types of grants that are in contracts that are given under the SBIR/STTR program. Small Business Innovation Research, SBIR, supports early-stage research and development of projects at small businesses, and the STTR, Small Business Technology Transfer program, helps small businesses collaborate with research institutions in phase I and phase II research. I am going to be using the terms phase I and phase II, and I just want to make sure everyone understands that I’m not reversing to FDA phase I, phase II terminology. You’ll see later the program is broken up into two phases, phase I and phase II, and I will explain those in more detail. 
The benefits of applying to the NCATS SBIR/STTR program as well as the program in general across the NIH is that it is one of the largest funding sources of early-stage life sciences here in the U.S. This is tied to the agency’s overall R&D budget. I will give you the figure of what NIH’s budget is in a few minutes. Also, all the IP that is generated through these different projects and grants and contracts under the SBIR and STTR are owned by the small business. It is not a loan and it is non-diluted capital which is, again, a very big perk for the program. I think another thing that should not be understated is the fact that these grants and contracts undergo rigorous scientific peer-review process here at NIH which we feel leverages — gives the awardee leverage to attract other funding and collaboration resources as well. 
So the SBIR/STTR program is a set-aside program; as I said earlier, it’s tied to the agency’s overall R&D budget. If you see here, it’s also congressionally mandated. These are the percentages for all agencies to set aside for SBIR and STTR and the percentages, if you see here, are gradually going up. Up until 2017, when we will see what happens when this program gets reauthorized, but this is the — we were striving to get to 3.2 for SBIR set-aside and 0.45 for STTR for the overall budget in the respective agencies. 
Now for NIH, if you look at NIH and specifically our overall budget is about $30 billion. The SBIR and STTR program is about $760 million. Again, a significant amount of set-aside money specifically for the small business community. The program does have some budget caps. When I was talking earlier with phase I and phase II of the program, and there are award guidelines that can go up to $150K for phase I and $1 million for phase II. But there is some flexibility in there; you can go above, but you cannot go above the hard cap of $225,000 for phase I SBIR/STTR or a $1.5 million for a phase II. And all of this information is contained in the notice that is highlighted in this particular slide. I think that is one of the most important things to — when you’re looking at a particular funding announcement, to look at the budgets for these because they can change according to the type of project that it is by Institute, so it is important before you apply that you understand exactly what these guidelines versus the hard caps are on each one of these classifications that you are applying under. 
So to confuse things even more, because we are the government, there is this budget waiver. What that is is that there are some specified topics the agency, being NIH, has applied and said, “we think that these hard caps of 225 for the phase I and the 1.5 for the phase II are just not enough to get certain types of projects done. So there are some project topics that we consider that we believe can go above these hard cap waivers.” You need to look at those very carefully specifically for NCATS; those are listed on our website as well. But also if you look at the Appendix A of the program description and research topics there that we have for the Omnibus solicitation, it tells you exactly across the entire NIH which topics go above the hard caps that I mentioned earlier. Again, the best thing to do is look specifically for the funding announcement that you are applying for to understand what your budget limitations are. 
This is a really nice slide because it outlines all the different major solicitations here at NCATS that we are applying under — sorry, that we are taking applications under. There’s the large NIH Omnibus solicitation that has investigator-initiated grant funding, and the deadlines — our standard deadlines are April 5, September 5, and January 5. Then there is the direct-to-phase II program which I will tell you about a minute, specifically what that program is. But the same thing, the same deadlines for applying are also the same as for the Omnibus. Then there is targeted grant solicitations. If you go to the NCATS website, you can see that we have a few solicitations that we are participating or taking the lead on where we are asking for a very specific type of technology or research area to be promoted in a particular funding announcement. There, the due dates may vary. Again, it’s very important to read the funding announcement that you are going to be applying under to understand what the due dates are. Then, aside from grants — the first three were grant programs — the last one is the contract solicitation, and SBIR does allow for contracts to be funded with the program. The contract topics come out separately than the grants, and those — we expect those to be released to the public sometime in August through the NIH Guide. You will see the information. Then the solicitations are usually — or the proposals are usually due in early November. We don’t have — since I don’t have the exact date it will be released, I cannot tell you, but typically this is the timeframe that we are talking about. Here we are talking about contracts where there is a specified statement of work that NCATS would be looking for for a specific project. It is very much of a contractor relationship versus a grant relationship that you would be having under this program. 
Here is a — we just wanted to give you an idea of the types of projects that NCATS has funded in the last two fiscal years. As you can see, they are broad areas of devices, therapeutics and some clinical research management tools, and also some drug discovery projects, and under that we also have discovery tools that aid for the research in this particular area. This gives you a good indication of what we are looking for. Having said that, the best way to get educated on what we are looking for is to look at the topics that we have listed on our website. I will go over those in a few minutes. 
We also wanted to do a breakdown of our current funding by state. I want to say that for the little slivers that aren’t a lot for the states that are participating on this phone call today. We would love to see an increase in uptick and have more of that pie directed towards your specific state. This is why we are having this webinar, is to let folks know about our program, and let you know about the types of projects that we are interested in funding here at NCATS. 
I would like to go into a little bit of detail about the specific program structures of the SBIR and STTR, again, this idea of a phase I and a phase II. Under the SBIR/STTR program, the first stage is called the phase I, and that is your discovery kind of stage of the project where you are conducting more feasibility-type studies in your proposal. The phase II is more like your full R&D proof of concept type of work development, work that you would be doing. Sometimes there is some clinical trial work that is done under a phase II depending on the type of project. Then the phase III is really where there is not any more NIH funding that is provided at that time. It’s the expectation that the applicant is going to be trying to get some follow-on funding through some kind of strategic partnership. If you are lucky enough to have a product you can out-license, maybe that would be a phase III. That is really where we, the government, or in this case NCATS, do a handoff and look to you all as the small business to try to get some follow-on funding or develop some strategic partnership at a phase III level. 
There is, under certain opportunities, funding announcement opportunities at the NIH and at NCATS. There is what’s called the fast-track SBIR opportunity, which allows an applicant to not only submit the phase I part of their project, but a phase II. I will say that the bar is a bit high in terms of — we do expect you to have some preliminary data, enough to demonstrate that it is worthy of taking this risk of not only funding you for phase I, but also for the phase II. I will say that we have had a lot of successful applications apply for fast track and receive them. There is a bit of a higher bar in the review area. Again, offline I would be happy to discuss that with you if you want to talk about whether your program, your specific project is appropriate for a fast track or not. 
The other program that NIH and NCATS in particular participate in is the SBIR direct-to-phase II. What this program basically says is if you have generated enough data — that would be considered a phase I grant. Maybe you have been working on your own within your company, or you have enough data that you have developed under another program that could be considered enough for this feasibility part. You can skip that phase I and go directly to the phase II to do your full R&D work and development phase. Again, not all — this is a specific solicitation. It is listed here on the slide. Note that not all NIH Institutes participate in a direct-to-phase II program. Luckily, NCATS does; we like and have had successful applications come in through this way. Again, this is because the applicant is — primarily has enough data to demonstrate that they don’t need that phase I grant, that they can go directly to the phase II.
Who is eligible for applying for SBIR funding? It’s got to be a U.S. business with 500 or fewer employees. The primary employment of the PI at the small business at the time of award and during the entire project has to be with the small business. More than 50 percent of the small business is U.S. owned by individuals or independently operated. Or the other scenario is more than 50 percent owned and controlled by other business concerns that are more than 50 percent owned and controlled by one or more individuals. Also — this is a recent change in the eligibility — is that you can also have multiple venture capital operating companies owning the small business, too. If you have any questions about the eligibility funding, the NIH website has a lot of great information. Of course, you can always ask the question, and the eligibility piece really is one that needs to be — we look at that very carefully. Perhaps not at the time your application is submitted, but certainly if you are chosen for getting an award at the time of award, we here at NCATS are very diligent to make sure that the company is still eligible to receive funding under this program. Again, this is at the time of award, not so much at the time that you submit the application. Make sure that all of these eligibility issues are addressed certainly by the time the application is going to be awarded. 
For STTR, a little different: It’s a cooperative research and development effort between a nonprofit research institution or university with a small business. And there needs to be a formalized IP agreement. If there’s going to be IP that the company is going to be utilizing, for instance, from the university partner again at the time of award, we need to see a formalized or have evidence a formalized intellectual property agreement is in place to allow the small business to utilize that IP that the nonprofit research organization or the university is bringing to the table. The primary employment of the principal investigator can be either with the small business or the research institution. The key differences between the two programs is that the SBIR permits research institution partners. For instance, you could have a co-PI that is part of the research institution under the SBIR, but the principal PI must be an employee of the small business. And under SBIR, the company can outsource approximately 33 percent of the phase I activities and 50 percent of the phase II activities. For STTR, it does require that the research institution be a partner in the grant or — yes, in the grant proposal. So you must have the research institution be part of the grant. The PI, again, has the flexibility of either being in the small business — being employed by the small business, being primarily employed by the small business or the research institution. A minimum of 40 percent of the work could be conducted by the for-profit institution, and a minimum of 30 percent by a U.S. research institution — I’m sorry, the for-profit, and now 30 percent for the nonprofit. There are specific guidelines, and if this is a little confusing or you need more clarity, by all means you can contact me or you could also go to the NCATS website, which we could — which links to the NIH website and gives you a lot of information around the key eligibility issues but also the percentages for outsourcing under this specific program. 
Current NCATS funding opportunities: Last week, the NIH new Omnibus solicitation was released to the public, and we have a link to it on our website. These are the two funding announcements for the SBIR and the STTR. I will add that all of the NIH Institutes participate in this Omnibus solicitation, as well as our sister agencies, the FDA and the CDC, and there are some other HHS components that also participate in the Omnibus. It’s a very comprehensive funding announcement. In that funding announcement, I would suggest that you, depending on whether you wish to apply to NCATS or any other NIH Institute, to look at the program description and research topic section because it is a very comprehensive document that talks about all the various types of projects that the — for us here at NCATS that we are looking for, as well as the other Institutes. The next due date is April 5. After that will be — I’m sorry, excuse me, April 5 already happened. September 5 is the next due date, but because September 5 falls on holiday, the actual due — when applications are due to the NIH is now September 8. By all means, please read the funding announcement carefully. 
I wanted to talk about specifically NCATS and what we are looking for in this SBIR/STTR program. We have various areas that we are looking for. I mentioned earlier and I showed you in that pie chart what we are currently funding. I think they break up into these four respective areas of drug discovery and development, diagnosis — diagnostics and devices, research and bioinformatics types of projects, as well as clinical research management tools and devices. 
By no means am I going to go through this, but I want to give you an indication, a sampling of what we’re looking for. These are the current topics that we have in our drug discovery and development tab on the website. As you can see, they range all the way from small molecule and biologic characterization to very specific types of technologies that look to serve — I am looking at the one for enzyme replacement therapies for some major rare disease research areas. I think one of the things that is important here to keep in mind is that when you are getting into some of these therapeutics development and therapeutics, the best advice I could give you is to talk to me before applying to our Center because it really depends on the type of project in the disease area and the target you are looking for because it may turn out that while it may look like NCATS is a good match, there may be another Institute that with a disease-specific interest that may be a better match for your particular application. That being said, I am always happy to look at nonconfidential abstracts or anything that you would like to share with me in order to get an idea of whether NCATS would be a good fit or not. 
Here is our diagnostics and devices areas of interest that we have. Again, they range a lot and some of these are of great interest just based — because some of the projects we are currently working on and we have seen some need to further develop some of these areas. 
We also have this bioinformatics and information technology area, different types of projects that we are looking to fit under software development to provide some kind of integrated platform for patient data collection, and clinical research management tools that also would fall under here, and probably more specifically here, things that would help with IRB management, patient recruitment. And again, the best advice I can give you all is to talk to me and to get a sense of whether your particular application or proposal is really a good fit for our Center. 
I want to briefly talk about the review criteria for SBIR/STTR. This is review criteria — it’s not specific to NCATS; it’s what NIH is looking for. The scored review criteria are a significant — your investigator team that you put together, the innovation of what you are proposing, your scientific approach that you are using, and your research facilities and resources that you are bringing to the table to get done. Also reviewed but not necessarily individually scored are — have you addressed the protection of human subjects, inclusion of women and minorities in your proposal, as well as animals that you are going to be using and any biohazard agents, toxic agents that you may be proposing? 
The deadlines and — I wanted to briefly talk about what these deadlines look like. So let’s say if you will be applying for — in September 5, you could expect the review to happen in the October/November timeframe. The NCATS Council would meet in January timeframe, and depending if your application scored well in review, and passes Council as well as programmatic review, you can expect the earliest award date to be sometime in the March timeframe. So if you are telling me you are applying to the program because you need money really quick, this is probably not the right program to be applying to. I think that one of the things NIH is trying to do as a whole is to lessen the application submission time to the award date to around six months. It’s a goal that we are all trying to do. Again, it’s not a program that if you need some quick funding. It’s just not that because of the various reviews that these grants and contracts require. 
I wanted to talk about a specific award that we have. This actually was not a grant — it was an SBIR contract. One of the things that NCATS — we do a lot of high-throughput screening here at NCATS, and one of the things that we have — our group noticed was that the cost of running experiments on high-throughput screening can be quite expensive because of the plate usage of the plates that are used to do the high-throughput screening, and our folks were trying to figure out a way that some of these plates could be reused to save cost to our specific Center, but also reducing landfill because when you run some of these experiments, you are talking about hundreds of plates that are used for one specific experiment. So we put out a solicitation in 2012 seeing if there was some small business out there that was willing to take on the task of figuring out how to clean these microfiber plates. Much to our surprise, we got a lot of great and interesting approaches and ideas to do this. We did this again under an SBIR contract. I think what happened here was that we identified a problem, but also keeping in mind aside from it being a problem that NCATS focused on, we wanted to make sure that the small business had a commercial market to further promote the technology. It turns out that that is exactly what happened here. This problem is not a problem that NCATS was just facing when it ran its experiments. It’s pretty much what the community also experiences. This particular SBIR contractor that we have been working for has now gotten great interest from large pharma as well as other research institutions that are looking at this as a way to save cost and time within their organization. This has really been a very successful program, and it recently received a Department of Health and Human Services Green Champions Award because of the potential for reducing landfill of these well plates that go into landfills after experiments. 
I’m going to briefly talk about top tips for good applications. The best advice I can provide you is — and I have mentioned this a couple of times — is please review the funding announcement very carefully to, number one, make sure that you meet the eligibility requirements and that whatever — if it has a specific focus that it really does align with what you are trying to propose. Also, and I know that other colleagues here at NIH like to talk to applicants before they submit, to get a sense of whether the application really truly is a good fit for our Center, and I know that my other colleagues feel the same way, so by all means if you are ever in doubt about what you’re proposing, whether you think NCATS or NCI would be a good fit, reach out to the program offices; that is why their names and numbers are on the NIH website, and I think it’s a very good thing to do, especially if you have not applied to the program before. There’s a lot of things that you could learn on this phone call other than how to apply for that specific funding announcement but also other initiatives at the Institute and research areas at the Institute might be looking at. The other thing, too, is to register early for the SBIR/STTR electronic submission process. I’m going to tell you in a minute why that’s important. And give yourself enough time to submit a good application. I can’t tell you how many heartbreaking stories I’ve heard of folks who put a great application together and when it comes time to download it, they run into some administrative glitch that does not allow the application to get to NIH, and there is not much we can do about that. Unfortunately, we have to wait until the next solicitation period to submit that. 
The electronic grant application process: You have to register in the system because all these grant applications are submitted electronically. You need to make sure that your company has a DUNS number and that you register in this database called the System for Award Management. It’s a database that the entire government has to use in order to pay grantees and vendors. Sometimes registering in this system can take several weeks because you input information about your company; it does a cross check with other government databases, for instance, like at the IRS, to make sure an EIN number is the correct EIN number, and that can take time. Also registering at grants.gov, eRA Commons, and the SBA Registry — that’s a requirement under most of these FOAs, and so please make sure that you are getting all these registrations done at the same time writing your application. So give yourself at least a six-week time period leeway to make sure these registrations are getting done and that when you’re ready to submit the application, you are not going to have any glitches. I also want to mention that it would be important that once you download your application that you make sure that when you convert over, for instance, from a Word document to a PDF, that all the pages are correct because as many times applications will get kicked out of the system because you went over the page limit. Again, it’s a little — it’s an unfortunate thing, but this does get looked at very diligently by the NIH, and if you are not meeting the page limit, the application will be kicked out. 
Here is a schematic of what the process looks like. You submit your grant electronically to NIH, the NIH Center for Scientific Review, or the Institute that you are applying to has a special review of the application. They are scored. They come back to the Center that you are applying to, in this case NCATS, and we — I look at them in conjunction with scientific program staff. We decide on a funding plan, based on many factors. We are looking at the priority scores that are given to the applications but also reading the review of how the application went and whether the application truly fits within our mission and what we are looking for in the specific program. All these applications prior to being awarded must go through an advisory council review. NCATS Advisory Council meets three times a year to coincide with the cycle of funding. Then we allocate funds, and then the small business can conduct your research. Again, there’s various steps here from application submission to being awarded. 
Some of the common application problems NIH has cited are sometimes the grants or the proposals that we get, while interesting, really don’t address a real problem and there is a really not a real convincing case for commercial potential in the application. I want to clarify that this should not be used as a — if you don’t get an R1, a standard NIH investigator-initiated grant, that you would use this program to try to get funding. It’s not that kind of program. There really does have to be a commercial focus to what you are doing, and a commercial market as well, too. It’s also lack of innovation. There has to be some innovative aspect to what you are doing. Unfocused research plans are also — that does not do well in review. We also look at the experience of your team that you have assembled, and not being familiar with the relevant work that is out there, and also unrealistic large amounts of work that are being proposed. Sometimes applicants get very grandiose and lofty in terms of what they want to apply. But that unfortunately, while that’s wonderful, it’s not commensurate with the budget limitation you have under, for instance, the phase I or a phase II. So whatever you’re proposing really just has to be commensurate with the budget that you are proposing as well, too. 
Important facts to remember: Eligibility is determined at the time of award. The PI does not necessarily have to be a Ph.D. or M.D. However, you are expected to have the appropriate expertise to conduct the scientific or perhaps even clinical part of what you are doing. If you are not an M.D. but are contemplating doing clinical work, it would be wise to also have on the team a clinician. That’s very important. Also you can submit applications to different agencies that participate in SBIR, but we need to make sure — and if you are applying to the NIH, that is fine. Whatever you are proposing to another agency cannot be duplicative of what you are proposing to the NIH. I can tell you that we look at that very carefully. There’s a lot of cross check that is done in various databases across the federal government agencies. 
I am going to go quickly through some other resources. NIH does have an SBIR/STTR technical assistance program that you can learn more about on the NIH website. There’s a niche assessment program and a commercial assistance program. There’s also — we also ran a pilot last year on the I-Corp program that NSF runs. There’s talk about NIH doing that this next fiscal year. Be on the lookout for any potential funding announcement around that particular training. And then NCATS has a couple of specific programs that small businesses can access. The first one is the BrIDGs program, which is a — these are not grant programs, so you are not getting funding to do some of this work; you are getting the access to resources here that NCATS has. For instance, contractors that we have that would be able to help you with developing GMP grade of your compound or some med chem work that needs to be done. It’s a resource, access to resource program. And then the other one that we have is the TRND program, which does a lot of similar work to what BrIDGs does, except the focus here must be on a rare or neglected disease. We can help up until a phase II clinical trial and provide resources for that. We primarily work in small molecule and large molecule-type projects. This is again open to small businesses as well. If you are comparing the two, I just want to clarify that what the differences are between the programs, I will point to the IP in particular. BrIDGs, the IP, there’s not a lot of potential for new IPs to be developed. However, with TRND, because it is considered more of a collaboration with NCATS that is — there is a potential for new IP to be codeveloped with NCATS as well as the small business. 
Again for both of these programs, we utilize cooperative research and development agreements that help transfer the IP through licensing opportunities over to the applicant. You can elect to choose an exclusive or nonexclusive license. 
Here is a link to our website and more information on small business opportunities that NCATS has through SBIR and other initiatives. I am going to go ahead and stop there and take any questions that might come up. 
LaRocque: We will leave this contact sheet up while we take questions in case you want to jot down any information. We will also be sending the information as a follow-up through e-mail. We do have some questions regarding the application process. 
Currently there is only a SBIR version of the direct-to-phase II grant application. Is there any discussion of possibly creating a STTR version of that? 
Portilla: At this point in time, I have not heard anything. This funding announcement for the direct-to-phase II was the first time that NIH had ever participated in such a program and, again, we are going to be assessing the success of the program. I don’t know what’s going to happen in the future, but I will make sure the folks at NIH corporate know about the interest. I know that there’s been interest expressed by other STTR applicants about the direct-to-phase II as well. 
LaRocque: There’s a question of how do we decide between Institutes. Is it an advantage to let two Institutes that are relevant for a proposal or better to choose one? 
Portilla: I think this is where talking to the Institute really comes in handy because if you have a conversation, for example with me, and I tell you that this is totally within scope — what you’re proposing is totally within scope of what NCATS is looking for and that we will be very interested. You can actually say in your cover memo when you send in your application that you have spoken to me and that NCATS would like to have the application assigned to them. And you can offer a secondary choice for the receipt and referral folks to look at. If you don’t make the choice, somebody will make it for you, so again, if you have spoken to a particular Institute and they have expressed interest, I think it’s worthwhile to make that notation in your cover sheet. 
LaRocque: Regarding eligibility, is the small business concern that is owned 50 percent by a single VC and 50 percent by a venture firm arm of a single pharma company eligible?
Portilla: I think that would be one of those cases that we would have to confirm and discuss with our SBA contacts to find out exactly how that would work. We would also bring in the NIH team, too, because one of the things I did not mention is that the VC-owned aspect of the eligibility is the current legislation says that only 25 percent of NIH-funded grants in SBIR can be VC owned, so we need to make sure that that also is consistent with the NIH. This is a great example of, again, having that conversation and making sure whether you are eligible or not. 
LaRocque: If a company owned by a U.S. citizen is in the process of a green card application, so that this is the owner, and the green card is still not issued during the time of the award. Will they be given some time to get that sorted? 
Portilla: That’s a great question. It’s the business that needs to be U.S. owned. The PI can be a foreign national or someone in that particular situation you just mentioned, Monique. It’s the business that needs to be a U.S.-operated and -owned business. It’s not so much the PI. 
LaRocque: A few more questions on the line. Would it be appropriate to propose a phase I project requesting $50,000 to cover the expense of producing GMP-quality samples of a novel research reagent which would be provided to academic investigators for comparison against the current reagent? 
Portilla: I think I would like to learn more about that specific project. I think you would have to be fearful of a couple of things there is making sure that the application still has some innovation, scientific innovation involved in it and that — how much of this are you outsourcing out and make sure that it is eligible under the outsourcing percentages that I gave. And perhaps the other thing to think about in this specific case is I wonder whether something like BrIDGs or TRND, depending on what type of disease area it is, might be a good fit for what you want done, getting this GMP-grade quality stuff. 
LaRocque: IP question: As a follow-up, is intellectual property for SBIR contracts handled the same as for SBIR grants?
Portilla: Yes, they are. 
LaRocque: Can we propose to do absorption, distribution, metabolism and excretion studies for small molecules in phase I?
Portilla: Yes, again, making sure that it’s commensurate with the budget request that you have for that particular project. 
LaRocque: What is the time frame for receiving scores of an application? 
Portilla: The timeframe, again, if you’re looking at submitting in September the scores I would say that towards the end of October, beginning of or mid-November you would have an idea what your score is. That varies by study section, so it all depends on when these reviews happen. And God forbid there’s not another government shutdown that also factors, and unfortunately we’ve had factor to that into our reviews as well as if any kind of situation like that we would recently have had in the past has also delayed scoring the grant. 
LaRocque: Does NCATS have an interest in advancing and manufacturing of biologics? 
Portilla: I think I would say yes, but I think it depends, and I think that’s a great opportunity to have a one-on-one conversation.
LaRocque: Can you elaborate on the eligibility for the TRND program?
Portilla: The eligibility for the TRND program is very broad. We can expect either small businesses — they do not have to have SBIR funding, and it can just be a small business. It can also be an academic. It could even be a foreign research institution or company. It’s quite broad in terms of the eligibility. 
LaRocque: What study sections do the NCATS-type PAs go through? 
Portilla: Another good question. If you Google SBIR, CSR, which stands for Center for Scientific Review, you are going to see a listing of all of the various study sections for SBIR and STTR grants. Depending on what your proposal is, they could go to many of those study sections. It’s not to say that NCATS has a specific study section that all its grants goes to. It’s all dependent on the type of project that you are proposing. That’s another thing that I want to mention is that you can, in your cover memo, aside from saying that you want your application assigned to a specific Institute at the NIH, you can also say that you believe that your application should be reviewed by a specific review section or study section that is listed on the website. 
LaRocque: Can SBIR funding support a small diagnostic company that is collaborating with a large pharmaceutical company in terms of translating animal models? 
Portilla: I think we would have to learn a little bit more about what would be, is going to be proposed, and what the technology development innovation pieces are. Maybe that’s another opportunity for a one-on-one conversation.
LaRocque: How does the Omnibus opportunity compare to IC-type PAs, for example, the lead optimization of pre-clinical development of therapeutic candidates for diseases that other Institutes are doing?
Portilla: I think the Omnibus is a pretty much an investigator-initiated type of solicitation where the small business is really proposing what they believe is important that they want to promote and try to do under an SBIR. The specific funding announcement under the institutes take a couple of flavors. For instance, if you see something that has a PA and it’s a specific topic, it’s because that particular Institute and all the participating Institutes that are also listed on the funding announcement believe that it’s an important topic and they would like to see more applications there. If you see something that has an RFA in it, that means that specific Institute or again, other Institutes participating in that funding announcement, believe that topic is so important that they have set aside money for it. These funding announcements within the Centers can even take a couple of flavors because sometimes they have money behind them. And again, it’s just things that NIH has said, “We want to focus on these types of technologies and projects.” 
LaRocque: Can you change from a phase I STTR to a phase II SBIR?
Portilla: You can. The new reauthorization allows for hopping from one from SBIR to STTR or vice versa, yes. And you can come in — you can also have applied at another agency, for instance NSF, and now wish to do your phase II at NIH. Again, assuming that it’s within the mission and what NIH is looking for, you can also change from one agency to another agency. 
LaRocque: When will TRND and BrIDGs be accepting applications? 
Portilla: We believe that they are going to look for applications sometime in the new fiscal year. The best advice I can give is to go on the website and sign up for messages and tweets. They will definitely be letting folks know when they plan on taking in new applications and having a solicitation round. 
LaRocque: Can a phase I cover costs to cover the professional preparation of a target product profile? 
Portilla: I think we would have to talk about that one offline. I would have to learn more. 
LaRocque: We’re accepting additional questions. We would encourage you to follow us on twitter as well as to go to the website and sign up for updates, and join our e-newsletter. We will be able to send you upcoming opportunities across all of the NIH and NCATS. 
Lili, as you wrap up, what are the three things that you think people should take away from this webinar?
Portilla: The first thing is that NCATS definitely has several small business resources for the community. I would say that if you are ever in doubt and want to learn more about the types of applications that we are looking for, by all means please contact me and I would be happy to talk with you. You can send me a very short nonconfidential abstract about what you are proposing. If I don’t think we are a good fit, I will certainly refer you to the right place at NIH. The other point, is please read these funding announcements carefully. There is a lot of information there. But you need to look at each one of these that you plan on applying individually and carefully just to make sure you are adhering to all of the requirements. 
LaRocque: Thank you very much, Lili.
Portilla: Thanks, and we appreciate everyone listening in today. 
LaRocque: We did get a couple of e-mails and requests for the presentation. Just a quick reminder that we will be sending it out. Thank you for joining today.
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