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Operator: Hello, and welcome to Advancing Translational Research and Small Business Innovations: NCATS SBIR and STTR Funding Opportunities. My name is Connie, and I’ll be in the background answering any WebEx technical questions. If you experience technical difficulties joining the WebEx session, please dial 1-866-229-3239. Please note that as an attendee, you are part of a larger audience. However, due to privacy rights, we have chosen not to display the number or list of attendees to everyone on the call today. All attendees will be in listen-only mode throughout the duration of today’s call. As a reminder, today’s call is being recorded. We will be holding a Q&A session at the conclusion of today’s presentation. You may ask an online question anytime throughout the presentation today by simply clicking on the question mark icon located on the floating toolbar on the top of your screen or right side of your screen. With that, we invite you to sit back, relax and enjoy today’s presentation. I would now like to introduce your first presenter for today, Cartier Esham, Executive Vice President for Emerging Companies. Cartier, you now have the floor. 

Cartier Esham, Ph.D.: Good morning, and thank you. Good morning, good afternoon to everyone on the call. Again, as stated, my name is Cartier Esham. I’m the Executive Vice President of Emerging Companies for BIO. On behalf of NIH and BIO, I would like to welcome you to this very important webinar discussing NCATS SBIR and STTR funding opportunities at NIH. As you know, the SBIR and STTR programs provide critical funding for emerging biotechnology companies. This funding allows these small companies to advance early-stage research and advance their pipeline. During today’s webinar, we will have Dr. Matthew Portnoy, the SBIR/STTR Program Coordinator in the Office of Extramural Research at NIH provide an overview of NIH’s SBIR/STTR programs, including important information on critical improvements made to the program as part of the 2011 reauthorization, all of these provisions which are now currently being implemented at NIH. Second, we will have Lili Portilla, Director of Strategic Alliances at NCATS, who will provide very important information via an overview of the newly implemented SBIR/STTR program at NCATS, as well as opportunities for other funding sources for small companies. Thank you again for joining us today. I look forward to the Q&A session following the end of the presentation. I will now turn the webinar over to Dr. Portnoy. 

Matthew Portnoy, Ph.D.: Today, I will be giving a short overview of the NIH SBIR and STTR programs to set the stage for Lili to talk more specifically about the NCATS SBIR and STTR programs. The SBIR, Small Business Innovation Research, and STTR, Small Business Technology Transfer, are two congressionally mandated programs whereby federal agencies set aside a portion of their extramural research budgets, and percentages on the left are what we set aside this fiscal year for grant and contract funding to for-profit small businesses to do technology development and commercialization research. 

The program is a phased program whereby applicants apply for a small phase I feasibility study, typically 150 thousand dollars and six months to one year in duration. Following phase I, companies apply for phase II, which is a more full research and development effort over two years at 1 to 1 1/2 million dollars. NIH offers a second sequential phase II, which we call a phase IIB. This is a second phase II whereby applicants can request up to 3 million dollars over three years or up to 1 million dollars per year for technologies that typically need to go to the FDA or may require complex and additional funds. And many but not all of our Institutes and Centers participate in phase IIB.

The phase III portion of the SBIR and STTR programs are called the commercialization stage. It is at this stage where federal SBIR and STTR support ends and companies need to work to find follow-on funding, be it from venture capital, angel investors, strategic partners or another source. When considering applying for SBIR and STTR, companies need to think about the exit early and realize that NIH is typically not going to be the customer or primary customer of the technology we support. We hope that most of our technology will be commercialized into the open marketplace. I also want to note that while the SBIR and STTR programs use these phases, phase I, II and III, this is unrelated to the phases of clinical trial research; however, SBIR can fund clinical trial research.

The key differences between the SBIR and STTR programs are shown on this slide. On the left, we have SBIR, and SBIR allows partnering. So, the company can do all of the work if it has the technical capability, or it can subcontract out up to one-third of phase I or half of phase II to another party in the U.S. The second difference is the principal investigator. On an SBIR, the principal investigator, or PI, must have primary, meaning greater than 50 percent employment with a small business at time of award and throughout the duration of the award. This precludes full-time university professors typically from serving as the PI on an SBIR.

However, if we look at the right side of the slide, the other differences are the STTR program requires a not-for-profit institutional partner, typically a university, whereby the small business must do a minimum of 40 percent of the work and receive 40 percent of the budget. The research partner must do at least 30 percent of the work and receive 30 percent of the budget. The remaining 30 percent can either go to the small business, or the research institution, or split between them, or could go to a third or fourth party depending on the needs of the project. In an STTR, the PI can either be employed by the small business or the research partner. So, this unique program does allow university professors to serve as the PI on the project. However, regardless of the program and regardless of where the PI is, the award is always made to the small business.

The congressional goals of the SBIR program are shown on this slide, which was started 32 years ago, in 1982, by an act of Congress. The goals are to stimulate technological innovation, use the small business to meet federal research and development needs, foster and encourage participation by minorities and disadvantaged persons in technological innovation, and increase private sector commercialization innovations derived from federal R&D. As Cartier mentioned a few moments ago, the SBIR and STTR programs were recently reauthorized by the Reauthorization Act of 2011, and both programs are now good through 2017 in terms of their authorization from Congress. STTR has a very similar goal in terms of its desire to commercialize technology to small businesses. However, as I mentioned, this requires a partnership with a not-for-profit research institution to foster technology from that institution to the small business. STTR was started 10 years later, in 1992, but is now on the same cycle of reauthorization with the SBIR program and is good through 2017.

SBIR and STTR is an important program for the federal government in that the government is giving awards in the forms of grants and contracts, and it depends on your agency. NIH happens to do both. And we are — the government is strategically investing in innovation in your company. Perhaps most importantly, this is non-diluted funding. These are not loans. There is no repayment. There is no debt service to the government. No equity forfeiture; the government does not take a percentage ownership of your company in exchange for the award. And finally, the government does not take any intellectual property rights for your award. There is no forfeiture. The company controls all of the data, all of the IP and all of the control of their company. 

NIH SBIR and STTR is funded through 24 of our 27 Institutes and Centers, shown on this organizational chart. As you will hear about in a moment, NCATS, at the bottom, highlighted in dark green, is the newest of our NIH Institutes and as such has an SBIR and STTR program. However, when you apply to us or if you give my office a call, we will likely refer you to one or more of our Institutes and Centers to speak to a program officer in your technology areas. The criteria for eligible small businesses are very important, and these are set by the Small Business Administration, the SBA, which oversees the program. As I mentioned earlier, these are for-profit U.S. small businesses, small being defined as 500 or fewer employees. The work must be done in the United States, and the ownership of the company is key. The first criteria is that companies typically will need to be greater than 50 percent U.S. owned and operated by individuals who are permanent residents or U.S. citizens. And the vast majority of NIH SBIR and STTR companies fall into this category. However, an eligible small business may be owned by another company or companies that themselves are greater than 50 percent U.S. owned and operated by individuals who are permanent residents or are U.S. citizens. Finally, a new provision, which we implemented in 2013, is that small business concerns that are now more than 50 percent or majority owned by multiple, meaning two or more venture capital firms, hedge funds or private equity firms, can now also be eligible to apply for SBIR only. This is specific to SBIR. And eligibility is determined at the time of award. 

STTR follows very similar eligibility criteria for the small business as on the previous slide with the exception that majority venture capital-owned companies are not eligible for STTR. As I also stated, the applicant is a small business whereby the small business must do a minimum of 40 percent of the work and the partnering institution a minimum of 30 percent. This research institution is typically the university; however, it can be other not-for-profit research organizations or a federal laboratory. Both the small business and the research partner must enter into an intellectual property agreement to make sure that each of their rights are retained, and the government does not get involved in those discussions.

The success rates of the program are shown on this slide, SBIR on the left, STTR on the right. Fiscal 2012 in blue, fiscal 2013 in red, which is the most recent year we have full data. The most common point of the program is the phase I success rate shown on the middle set of the bars, and you can see here it is about 13 to 15 percent for phase I in SBIR and 18 to 20 percent for phase I for STTR. phase II, which is the right set of bars, you can see is approximately 25 to 40 percent success rate for both programs. This is higher because you have to have a phase I in order to get a phase II. So, the phase II applicant pool is phase I awardees. The left set of bars show the success rate for our Fast Track program, which is a combined phase I and II submission and award process which has a 15 percent success rate for phase I — excuse me, for Fast Track — for SBIR and approximately 30 percent for STTR. You can see here that the last few years, STTR has had a higher success rate in general than SBIR, but that is not necessarily by design. That is a smaller program by overall dollars, and we do get fewer applications in the door. Please note that these success rate percentages are averaged NIH wide. The success rate in any one of our Institutes and Centers may vary depending on the volume of applications they receive, their budget and their programmatic priority. And I should also note that these success rates more or less hold no matter which of the 11 agencies you apply for. NIH is the second largest of the 11 agencies in the SBIR and STTR programs.

Now, I would like to highlight a few of the important changes that we have put into the solicitations this year as a result of implementation of the Reauthorization Act of 2011. Applicants now have the flexibility to switch between the SBIR and STTR programs at phase II or phase IIB, which is the second phase II, meaning that whether you have a phase I STTR or phase I SBIR award, you can now apply either for SBIR or STTR in phase II. Likewise, if you have a phase II SBIR or STTR award, you can apply either for SBIR or STTR in phase IIB, or the second phase II. In all cases, I strongly encourage applicants to talk with program officials before they apply for any of the phases and especially in between if you’re going to be switching phases. The link at the top goes to a guide notice which also explains these new policies that have been implemented.

Additionally, a new provision offered to NIH in the reauthorization allows us to offer funding opportunities to allow applicants to skip phase I and apply directly for phase II. We call this direct to phase II. The funding opportunity is shown here, PAR-14-088, which you can click the link on the slides, or you can Google that. This type of solicitation allows companies that have already done the equivalent feasibility or equivalent phase I-like work on their own with non-SBIR and STTR funds to apply directly for phase II. Not all of our Institutes participate in the direct phase II — around 20 of our 24 do — and I strongly encourage anyone considering the direct phase II to speak to a program officer about it. All program officers for all of our solicitations are listed at the bottom of Section 7 of every single one of our grant opportunities.

I alluded to and mentioned earlier that majority venture capital-backed firms can now apply for NIH SBIR opportunities as of the middle of last year. Every single one of our SBIR solicitations we issue has this additional criteria in there, and if you are a majority venture capital-backed firm, there is an additional requirement to fill out a form to tell us you are so in your application. This is used strictly for tracking purposes; the ownership status of your company is not considered in the review or the funding process. And lastly, although it has been over a year, I want to remind everybody that in addition to the other standard registration in DUNS, SAM, System for Award Management, grants.gov and eRA Commons, all SBIR and STTR applicants must register at the Small Business Administration central company registry at SBIR.gov before submitting to an agency. With that, I’ll turn it over to Lili to give specifics about the NCATS SBIR and STTR programs. 

Lili Portilla, M.P.A.: Thanks very much, Matt. I’m Lili Portilla. I’m the Director of Strategic Alliances here at NCATS, and it’s my pleasure to welcome you today and to talk to you about our SBIR/STTR program as well as some other small business resources that NCATS has. As Matt mentioned, NCATS is the newest NIH Institute. We were put together in 2011, and unbeknownst to many, we do have an SBIR/STTR program here. 17.6 million dollars awarded annually through our program; we hand out both grants and contracts, and we participate in FOAs, many FOAs across the NIH and many of the ones that Matt mentioned in his presentation. And we also take on Fast Track applications and on occasion, on a case-by-case basis, we will look at phase IIB awards as well.

So, I’m not going to spend too much time here because I think Matt did an excellent job at explaining the differences between the SBIR and STTR programs. One of the benefits certainly that we see here are for all of the SBIR and STTR funding across the NIH is that it is like one of the largest funding sources of early-stage life sciences here in the U.S. IP rights are retained by the small business; it is not a loan, non-diluted capital. Projects undergo an NIH rigorous scientific peer review process which provides recognition and verification and also visibility of the research that is going on in your small business concern. And it also helps provide leverage in attracting additional capital, strategic partners, for the IP, for the technology that gets developed.

Here at NCATS, we are a disease-agnostic Institute, meaning that we don’t focus on any one specific part of the body here. We look at — we are very interested in these three areas of application. And we recognize that sometimes you have to focus on a particular disease indication in order to confirm the platform that you are working on. So, we always — I just want to make sure that everybody understands that we are not looking at any one particular disease here. And it is always good to have a conversation with myself, with the program director here, to get a sense of what you would like, what your application would look like. But here is a snippet of a few areas that we have great interest in further developing. We like innovative platforms for the prioritization of targets for therapeutic interventions under drug development. We look at technologies to determine alternative uses for existing therapeutic interventions. We like repurposing projects here, and also, we focus on clinical research tools and informatics, and again, our list on our website is much more comprehensive, but here is a sample of what we are looking for. 

So, when are SBIR and STTR — when is it appropriate? It is appropriate for innovative solutions to significant unmet clinical needs. It helps leverage the company expertise. It is seeking funding to produce feasibility data which is, as Matt explained, what happens during a phase I of an SBIR/STTR, and it also seeks funding for further development, which is what happens under a phase II. And the early-stage business run by socially and economically disadvantaged persons and women-owned businesses, there is a focus on that as well under the program. And, established small business concerns seeking funding to pursue new projects are also when the SBIR and STTR are appropriate.

So, when is it not appropriate? Chasing NIH funding solicitations, but why not? Needing cash urgently is not a good reason to apply to the program because it does take a while from the time of submission to the time you get your award. It can range anywhere between eight and 12 months. And we don’t — I don’t think it is appropriate also for “me too” products matching a competitor’s capabilities, incremental innovation, no change to the clinical paradigm, basic research still required to demonstrate commercial and clinical feasibility of the project, and also trying to bridge funding from a lost R01; that would not be a good reason to apply for a SBIR or STTR. 

So before writing an application, consider your company’s strengths and how to exploit them, and if you have any weaknesses; for instance, if you are going to be doing a project that requires some bioinformatics, be sure that you have the proper expertise on your team in order to address that. And one of the things that I think is very critical is to contact the appropriate NIH program director in advance, at least a month before you plan to submit your application, just to make sure that the application is appropriate for that particular Institute. I know here at NCATS, I certainly like to have a conversation with most of the folks that plan on submitting to us, just to make sure that, again, the application is appropriate for NCATS, and I may also direct you to a specific FOA that you may not be aware of. So it is always good to have that conversation, but at least a month before the submission date.

And also, you can review similar and currently funded NIH projects through the NIH RePORTER, which is a great tool. The NIH RePORTER lists all NIH-funded grants, and you can sort by mechanism, so you could look for SBIR/STTRs that were funded by NIH, the topic area, what Institute funded the application, the budget amount. This is a great way to find out if there is a similar project or where similar projects have been funded, what Institutes have funded them, what study sections have reviewed those particular applications. So, it is a very handy tool that not many know about that is a great way of kind of finding out what NIH has funded as a respective area. And if you go to the website, you will be able to put in the different search parameters to pull up the information. And again, this is across the NIH, all funded grants and contracts that we have funded here. 

So, I can’t stress this enough. It is so important that you start the application process early because strong proposals take time to develop. Carefully read the solicitation that you plan on coming in under, and as I mentioned earlier, look at your team. Do you have the right expertise that will guarantee success of the project? Do you have the right equipment and other resources to address what the project and specific aims are of the grant? And obtain letters of support from collaborators, but also, from potential users of your product and who know, who support what you’re doing. Please include those as part of your application. 

And Matt alluded to this in his presentation, that you really need to start at least two months to six weeks before the deadline because you have at least four different systems to register in, and I can’t tell you how many times we’ve had a situation where folks have been unable to submit an application that is ready to go because they don’t have the proper registrations in place, tax ID numbers and all of these different numbers that you will need in order to register into eRA Commons, grants.gov, and the SAM system that Matt mentioned. So please start early, and there are some great resources on the NIH SBIR website that can help you kind of plan this process out. 

And I mentioned this earlier, that it does take up to anywhere between seven and 12 months to get a grant awarded from the time of submission. It must go through a scientific review process and then council review for the respective IC that it was assigned to. So, this is when you can expect the earliest award date to happen based on this chart that we have presented here. And also, I want to mention that NCATS participates in, also does contracts through its SBIR program, and the contract topics usually come out around August, and then they are due in early November. So, if you sign up on our website, you will be able to get reminders and tweets as to when these new solicitations are out around contracts as well as grants, but just to clarify, we also participate in contract topics as well. 

I would also like to also focus on some other NCATS small business resources. Our most — these two resources that I’m going to discuss reside in our pre-clinical innovation, Division of Pre-clinical Innovation, which is what you would typically call like an intramural program here at the NIH, in-house R&D, and we provide various expertise and services through these two programs that I am going to discuss, the TRND program and the BrIDGs program. And these are the types of capabilities that we have here, med chem, our rare disease bioassay development, toxicology expertise, and if we don’t have the expertise in house, we contract out with our — with contractors that we have here that will be able to meet the needs of your respective program that go into TRND or BrIDGs. So let me get into some specifics around that.

So, the Bridging Interventional Development Gaps program, which is the BrIDGs program, used to be the old NIH-RAID program, if you are familiar with that, and here projects primarily enter with the clinical candidate identified. Any disease is eligible for this program. And our staff does a gap analysis, followed by data generation using many of the contracts that we have here, contractors that we use. And, the whole idea is to exit at or right before an IND gets filed. And you can expect this to be a very milestone-driven project. You will be held — there will be milestones set for each of these projects. We accept various therapeutic modalities — small molecule, gene therapy, antibodies — and I will show you a list of what our current, what the sample of our current projects look like. And this program is eligible for academic non-profits as well as SBIR-eligible businesses. And here is an example of the types of projects that we have funded through the BrIDGs program. And, you can kind of get a sense that you have a nice 50-50 split between academic and small business, various types of disease indication, and as I said, various small molecule, gene vector; there’s a little bit of everything in this particular program. 

So I’m going to touch on a few programs that we have here. The BrIDGs funded a chronic dry eye program that, in June of 2014, signed an option agreement with Santen Pharmaceuticals as a result of some work that we helped do. I think that we did some CMC work here for this particular project. The next one is the acute radiation syndrome, another project around acute radiation syndrome, and the IND, this past August, was cleared by the FDA. And, I believe we did some toxicology studies for this particular program, and then another one around stress related affective illness, which we have a phase II clinical trial that was launched for the treatment of intermittent explosive disorder. That was done in April of 2014. So, we consider it a success when our partners, when our collaborators are able to find a strategic partnership license to technology. And this is a good sample of all the different types of outcomes that can come from our involvement in to further these projects that come to us. And BrIDGs does have an application process that happens once a year, and the review is done here internally at NCATS, and, if you sign up again on the website, you will know when the solicitation is out.

The next program I would like to talk about is the Therapeutics for Rare and Neglected Diseases program, the TRND program. It’s a comprehensive drug development collaboration between our groups in intramural and extramural laboratories with disease area target expertise. So here, projects may enter at various stages of pre-clinical development. But the requirement here is that they must meet FDA orphan or World Health Organization neglected tropical disease criteria. So you can only bring your project in if it meets those specific disease criteria. And we take — again, it is a milestone-driven project; project plans were put together in collaboration with our collaborator, and we have been focusing on small molecule and proteins with this particular program. And it is open to academic non-profits, government labs, biotech pharma, small businesses, as well as collaborators, foreign collaborators as well, too. And, TRND is also through an application process. The review is done here internally at NCATS, and it is a review where we have experts in disease areas, but also business expertise, folks in venture capital, business development, so, because we really want to find out if there is what we can do in order to de-risk the technology in order for the collaborator to develop a strategic partnership for the agent that is being brought to us.

And, here is again — I just wanted to show an example of the types of projects that we have done. Since TRND started, and you’ll see that most of them kind of focused around small molecules, a split between academic and small businesses. And, we will — and here is a great success story for TRND. It is a successful exit that we had just over the summer with our sickle cell disease project in the small business out of Boston called AesRx, and the company was able to sell this particular asset that TRND had helped de-risk, and provided some — did some tox studies and some clinical trials support. So, Baxter bought the agent, and this is a great success story for TRND, and it got a significant amount of press, which we’re all very excited about. 

The other one is for Bikam Pharmaceuticals, which is a small molecule for autosomal dominant retinitis pigmentosa, and they were able to — Shire acquired them, and, again, another successful exit for a TRND project. In case you are wondering how the intellectual property here works for these two programs, these two programs used, for the most part, cooperative research and development agreements, which are called CRADAs, which allow the collaborator to have a first right of refusal. If they choose to move forward with an exclusive license, they have a way of doing that under the CRADA mechanism, and inventorship here follows U.S. patent laws. So, if there are TRND or BrIDGs employees here at NCATS who participate in developing an invention, then you can expect that there will be co-ownership of IP. And again, most of these, with the exception of a few, they are done through the CRADA mechanism, and this assures that the IP rights or ability to access the IP happens with the collaborator.

And, a very quick snapshot, a comparison of the two programs. And again, BrIDGs is any disease; TRND is specifically rare and neglected. Also, the types of assistance that we offer under the two programs. And the stage that the project would come in under these two programs as well. So with that, I think I’m going to conclude, and I’d like to point out that you can contact me via this e-mail address provided here. If you go online, you can access our small business page through our website. And you will be able to sign up for tweets and reminders of different funding announcements that are out there and relevant to NCATS. And our topics of interest for our SBIR/STTR program are listed on this web link. And, I have also provided information on the NIH webpage as well, too. 

Operator: Okay. We are now going to open up for questions. We have received a few questions. So the question was from a physician who is not associated with an academic institution that needs funding to develop a medical device. They have not previously applied for grants or done any published research. Can you please share your thoughts and next steps? 

Portnoy: Well, in this type of scenario, as long as there is a for-profit small business, that business can apply for a SBIR or STTR grant. What will be looked at in the peer review will be the approach, innovation, investigator environment, and significance. And so, if the physician doesn’t have an academic appointment nor published, that does not necessarily mean it will do poorly in the peer review process, but that the application will be looked at as a whole in terms of the team and the qualifications of the team. 

Operator: Thank you. This question is for Lili, and Matt, please chime in. But if our application also fits within the mission of another NIH SBIR, how do we decide whether to apply through NCATS? 

Portilla: I think the best advice I could give is to speak to me, but I would also speak to that other IC to see if there’s interest as well. I know that this is how a couple of the conversations get started on whether we decide to take an application that may have a mental health focus or a neuro focus. So, having the discussion with both the Institutes I think will help you decide on which route to take. 

Operator: Thank you. This next question is for Matt. Are work requirements for SBIR phase IIB the same as for phase II? 

Portnoy: Yes. So this is about the second phase II, and the second phase II is exactly like the first phase II in every single way. The eligibility of the company, the percentage of work that has to be done from the company, all of it is exactly the same. 

Operator: Thank you. We are a small company interested in licensing or further developing the technology available at NCATS. What is the best way to move forward? Lili, this is for you?

Portilla: Yes, so I think you’re talking about one of our current technologies that we have on our website that our intramural program has developed. Please send me an e-mail and I can certainly help you on next steps and where you need to go to take care of that. 

Operator: Another question for Lili. It seems that most of the NCATS projects are related to pharmaceuticals or biologics. What is the level of NCATS interest in finding projects related to medical devices, such as electrical stimulation for neural disorders? 

Portilla: I think in that instance, I think I’d like to talk to you a little bit more to learn about the particular device. Is it a device that has applications to many disease indications? At the end of the day, I actually may refer you to talk to colleagues at NINDS to get their feedback as well, too, but I’m happy to entertain a discussion on its suitability for NCATS. 

Operator: This question is for Matt. What was the direct to phase II number again, please?

Portnoy: The direct phase II solicitation number is PAR-14-088. All NIH SBIR solicitations can be found at our main website at SBIR.NIH.gov/funding, or you can Google NIH SBIR, find the page and hit the funding button. Every single one of our solicitations is there. 

Operator: Question for Lili. How do I apply for a probiotic dietary supplement for specific usage without falling under the IND route? 

Portilla: I think that we would probably want to take that offline if that is okay.

Portnoy: Just follow up with an e-mail to Lili, and she will be able to either answer or refer you to the right part of NIH for an answer. 

Operator: We received a number of questions asking about whether the slides will be available. We will be sending out all of the slides a few days after the session and will be posting the archive as well on our site. 

Portnoy: Alright, so now we have a couple — many questions that are being sent live, and we will do our best to answer them. Certainly if we get to your question, that is fine, and if we don’t get to it, and you would still like an answer, please follow up with Lili afterwards. Her contact is still showing. So, why don’t we start here? Does NCATS have its own study section? 

Portilla: For SBIR/STTR, if you are coming in through — unless specifically stated, if you are coming in through the omnibus solicitation, we use the Center for Scientific Review as our reviewers, and if you wanted — if you are interested to know which study sections are out there, you can Google SBIR STTR CSR, and you can get all of the different study sections. But most of our applications come in through the omnibus, and that is a centralized review through the Center for Scientific Review.

Operator: Okay, we’re getting a general question. Perhaps both of you could weigh in. Is there a primary reason that the application would fail? Lili, do you want to answer? 

Portilla: I’m going to let Matt answer. 
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Portnoy: I think most applications fail for a number of reasons, but it mainly is because not proposing work that is significant in terms of being a leap forward from existing technology or filling a gap. It is not working and giving yourself enough time to write a strong, concise research plan. And also, not really addressing the needs of the program. Is there technology products? Is there something to be commercialized? And frankly, not talking with us in advance; talking with the program officer in advance can go a long way towards ensuring both a successful submission and making sure you are trying to hit the mark on what we are about. It is important to understand what NIH and what NCATS is, what we are trying to accomplish with our mission and how your company can best address it with the technology need. 

Operator: Thank you. So there is a question about SBIR study sections. They just wanted to see if they can get clinician review if a proposal for a therapeutic agent. Is that possible?

Portnoy: Well, the study sections are made up — the Center for Scientific Review has special SBIR and STTR panels. They are made up of a mix of academia and industry folks, typically PI for SBIRs; there are physicians on those panels when appropriate to address clinical technology. If you need a certain type of technology, a certain type of expertise, you can request clinical expertise in your cover letter to request clinical expertise in the review. 

Operator: Okay, this question is for Lili. What does a CRADA state regarding equity stake, royalties, drugs, etc., that NCATS might take exception to in terms of the TRND or BrIDGs program? 

Portilla: The best way to describe a CRADA agreement is like a sponsored research agreement which gives the collaborator kind of a first right of refusal on whether they wish to take a nonexclusive or an exclusive license on whatever IP comes out of the collaboration. If you e-mail me, I can show you the link that has the CRADA on the NIH website; it is a public document. So if you want to see what the exact terms and conditions are, I can certainly refer you to the right place. 

Operator: There is a question about a trend that is happening. There is a trend in small to medium biotechs going public way ahead of profitability. Does this remove the possibility or opportunity to apply for a SBIR grant? 

Portnoy: No, publicly traded companies can be eligible and are eligible under SBIR so long as they meet the ownership requirements of greater than 50 percent U.S. owned and operated. And there are tools which the SBA can provide to help determine that which can be challenging in a publicly traded company. 

Operator: This question is for Matt. When can you apply for a phase IIB, and what are the requirements? 

Portnoy: So you should essentially talk to your program officer for the best advice, your phase II program officer. But typically you are going to apply for a phase IIB in the second year or so of your regular phase II. The requirements will depend on what Institute you are applying to. Many institutes use the omnibus solicitation, and you’ll be applying for a regular phase II, just the second one. If you’re thinking of applying to the NCI, National Cancer Institute, National Heart, Lung and Blood Institute, or National Institute for Neurology, NINDS, the Neurology Institute and Stroke, they have special phase IIB funding solicitation. In all cases, you should discuss with your program officer. 

Portilla: But just to clarify, Matt, you can’t just jump to a phase IIB. You have to have had —

Portnoy: A first phase II.

Portilla: Yes, right.

Portnoy: Correct.

Operator: Next question. Are diagnostic development products appropriate for NCATS? 

Portilla: I think the best way to answer that is that some of them would be, and again, I would like to learn more about the specific project and the disease indication that you are working on. 

Portnoy: One I have here is, is it possible — does NCATS do direct phase II? Does NCATS do direct phase II?

Portilla: Yes, we do. We absolutely do participate in direct phase II, yes. 
 
Portnoy: We have another question. Is there a direct to phase IIB? There is not. It is a regular direct to phase II. 

Operator: This question is for Lili. Once accepted into TRND or BrIDGs, what parts does the company do versus what does NCATS do? 

Portilla: The way it works is that there is a project team with a project manager that is put together, and it is a true collaboration. We work together on putting together the project plans, the milestones. We look to the company to help provide expertise around the disease area and the work that has been done thus far, and after a gap analysis is done, if there is any work that is required, that is when NCATS will either seek its in-house expertise or contract out with one of our CROs to help us. For instance, if you needed some process chemistry done for the project, we would either take that in house or contract out with one of our CROs that does that. So it is a collaborative project, and each one is different depending on what is needed in order to move the agent or compound to a point where we could find a strategic partnership or license it. 

Operator: This question is for Matt regarding the STTR program. Does the non-profit STTR partner need to be academic? 

Portnoy: Not necessarily. Most any not-for-profit research institutions are eligible. This includes, of course, many universities, but it does include not-for-profit institutions like Scripps and Mayo and may also include research hospitals and also some federal laboratories. 

Operator: Another question for Matt. I had a SBIR grant a few years ago during a prior company, and I’m now with a different company. Do I need to apply for a new eRA account? 

Portnoy: As the PI, you do not need to apply for a new eRA Commons account. At the PI level, you have one eRA Commons account that follows you your entire career, and different institutions or organizations can affiliate with it. If you are talking about the company eRA Commons account, the organizational account, then yes, you will need a new company organizational eRA Commons account and in fact, new accounts everywhere in all the systems. 

Operator: Another question about study sections. Are NCATS applications reviewed by special study sections or reviewed together with SBIR/STTR applications from other Institutes? 

Portilla: It is the latter for SBIR and STTR. But just to clarify, I did say that we have specific peer review that happens for TRND and BrIDGs that is different than what would happen for SBIR/STTR. 

Operator: Okay, I was wondering if being a first-time applicant or never having received a grant would have an impact on the final NIH decision. 

Portnoy: So, NIH does not consider whether or not your company is a first-time or repeat customer. However, we fund based on the strength of the science, availability of funds and programmatic priorities. I will say that about one-third of our applicants and awardees every year are new to NIH, first-time applicants. 

Operator: Can SBIR phase I awardees apply for both SBIR phase II as well as STTR phase II?

Portnoy: No. You have to select one program to apply for phase II or for phase I. 

Operator: And then another question. For someone who wants to start a small business and get into the SBIR pipeline, what advice do you have? 

Portnoy: Well, I think the advice is that you talk to a program officer. If you haven’t started a company yet, in your pre-company, certainly that is wise, talk to a small business administration in your district or your state for advice about starting a company, and most, if not all states, have organizations called economic development centers, small business development centers, small business technology centers, that are there to assist entrepreneurs in starting up companies and providing advice specifically about SBIR and STTR. 

Operator: Eligibility question. Would a public company that has less than 500 shareholders be eligible for SBIR? 

Portnoy: No. That is about employees, not shareholders. 

Operator: Are clinical trial proof-of-concept studies able to be paid for by a SBIR grant? 

Portnoy: They can be. You want to talk to a program officer. Some Institutes, many Institutes accept clinical trial or pre-clinical trial work in SBIR. Some have special funding opportunities for that. You want to speak to a program officer about that. 

Operator: Is there a specific set of budget limits for the BrIDGs program, and what are they for the different phases? 

Portilla: Thank you for that question because I need to clarify something. The BrIDGs and TRND programs that I mentioned are not grant programs; they are resource programs. So you’re getting access to expertise and our resources, and some of those resources were the contract CROs that we work with. So you are not, in essence, unlike SBIR/STTR grants where you actually get money, the TRND and BrIDGs programs are access to resources. 

Operator: Is there an emergency use expedited process for diagnostics of critical emergency needs? 

Portnoy: No. Every application must come in during a receipt of solicitation and go through the full standard review process and our due diligence prior to making an award. NIH Institutes may issue very targeted funding opportunities called RFAs, or Requests for Applications, with a very narrow focus, and they may have shorter timelines, but everything will have to go through the process. 

Operator: If there are any more questions, please type them now. 

Portnoy: I see a couple in the box. If the special solicitation or FOA under which the phase I was awarded has ended or expired, should we apply for the omnibus for phase II?

This is an excellent question. The answer is going to be kind of the same. You want to talk to your phase I program officer whether you should apply for phase II under the omnibus or perhaps that Institute has issued another solicitation you may not be aware of that may be more appropriate. But in all cases, it is best to talk to a PO about which solicitation is most appropriate, whether you are applying for phase I, II or IIB. 

If you have asked specific questions about your technology in the Q&A box, which we see many of, I recommend that you resend your question in the form of an e-mail directly to Lili or schedule a time to have a discussion with her. I think those are best going to be addressed in a private one-on-one type of conversation instead of over the webinar for all to hear. 

Operator: There is a question about the size of eligibility. Is it true that a company must have five employees to qualify for SBIR/STTR? 

Portnoy: That is not true at all. There is no minimum size for the size of a company. Most of our companies are 10 to 20 employees, but we have many, many companies that are one, two or three employees. As long as they are a legally formed entity and meet the eligibility requirements, that’s okay. 

Operator: Question for Lili. Would NCATS fund a small virtual company? 

Portilla: I think it depends on — we have in the past, and it all depends on the project and what stage of the project is being brought to us. 

Portnoy: Here is one. Can a previously submitted and scored application be transferred to NCATS from NIAID? 

I think if you’re talking about a resubmission situation where you have an unfunded application, and you want to put it back in and switch Institutes, possible, but you want to talk to the PO, program officer, at the Institute and see if they would agree to accept the assignment and if the initial Institute would agree to relinquish the assignment. By default, resubmitted applications go to the place they were in the first time, but we can and do honor requests for changes. 

Portilla: And again, just to follow up on what Matt just said, it is really important to talk to the program officer just to make sure that the application that you’re trying to transfer has suitability to the other IC. So, yes. 

Operator: Clarifying question. You said for SBIR, one can apply directly to phase II. Is this true for STTR? 

Portnoy: That’s a very good question, and the answer is no. The authority for NIH to offer direct phase II comes from the reauthorization law and is specific to SBIR, not STTR. You must go through a phase I in STTR to get the phase II or use the Fast Track program which combines a phase I and II. 

Operator: Another question about phase II. Can new companies get a direct to phase II?

Portnoy: Yes. New companies can apply for a direct to phase II. They will have to have done some of the work in advance, the feasibility work, the phase I-like work with other, with non-SBIR or STTR resources.

Operator: When talking to a program officer, would you like to see a summary e-mail feed first? 

Portilla: That certainly always helps the discussion to get a non-confidential abstract, something that you are willing to share that describes your program, and I always welcome that. Yes, I think I speak for everybody, also at NIH, too. 

Operator: Last question. The 150K limit for phase I was routinely exceeded in awards in years past. Has this changed, and are there chances of an award being refused if the 150K limit is exceeded?

Portnoy: This is a very good question. I want to clarify a few things. The 150 thousand dollar total cost is a budget guideline, not a limit. And so, that can and is regularly exceeded, and you can go into RePORTER and find this out. The reauthorization did impose an upper budget limit with an exception that I will talk about in a moment. The upper budget limit on phase I is 225 thousand dollars for phase I and 1.5 million for phase II. However, NIH has the authority to exceed both of these amounts for a project if the topic has received a waiver from the SBA. NIH has applied for and received a waiver to fund some of our types of projects and some of our areas above what we call these hard caps; hard cap at 225 thousand and hard cap at 1.5 million for phase II. If you go to our omnibus solicitation in our topics document, the appendix of that has about 30 to 40 pages of Institute topics that are approved for over the hard cap budget. Regardless of the budget you request, you are neither advantaged nor disadvantaged based on the size of your budget. Study sections will evaluate your budget and if it is appropriate for the project after the peer review is over, and program and grants management will assess what amount of award to give you based on that and the availability of funds. And so, NIH continues to make appropriately sized awards based on the project needs. 

Operator: It is now 1:02, and we thank everybody for participating. We encourage you to stay connected to NCATS and to NIH SBIR. We have provided a list of those contacts, but just to repeat again, for the NCATS website, please go to NCATS.NIH.gov. We will be looking at all of the questions, and if you have something specific that was not answered, please do e-mail Lili. You can also contact us and join our e-mail newsletter for funding announcements. And then just again to repeat that general NCATS e-mail address, it is NCATSpartnership@mail.nih.gov, and please do take a few seconds to answer the questions at the end; we would love to hear your feedback. We are also going to be posting the slides and sending out the slides to all who registered. Thank you very much for participating. 
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