[  Captioner Standing  By ]  >> Hello  everyone. The webinar will begin  in  2 minutes. >> Good morning everyone. My name  is Patricia Swayne  and I am the  communication specialist at the  SBIR  STTR  program  located in Bethesda, Maryland. Today  we will be having the HHS SBIR/STTR  PHS 2019-2 Grant Omnibus  Webinar . Where our  presenter, Dr.for who is the   HIR   and SBIR and  STTR  program director.  He will cover the grant solicitations  for the NIH, CDC  and FDA 2019 deadline.  The authorization and at the end  we will take live questions. During  the webinar you may submit  questions using the question panel  on the go to webinar  Consul and a copy of the PowerPoint  is also available in the  handout panel. We will be posting  a recording and transcript of  this webinar in the  next week. Without further  ado, I will introduce  Dr.for .  

You very much Patty. Hello everyone.  My name is Matt  Portnoy  and I am  the program manager for the agency.  As Patty said, today we will be  covering the  new omnibus parent solicitation.  We will do one webinar this year.  If you were with us last year we  did  two webinars, one  for clinical trials and one for  not clinical trials. This year we  will do one and it will cover everything,  clinical trials or not. It will  include all the things Patty  just said,  SBIR  program updates and solicitations.  We will have plenty of time at the  end to answer all of your questions.  We have a two hour schedule for  this  and I have about 45 minutes to  an hour worth of material to go  through. That will allow plenty  of time to  answer questions. To  answer your number 1 question, which  is already coming into the box,  yes these slides are available today  right now as we speak. They are  available in the handout panel of  your webinar tab. We will also post  the slides, this  recording and a written transcript  within a week on  our website,. There is also a reminder  that this is a webinar and  all participants are automatically  muted. You will not be able to  ask questions over your phone or  computer. We ask that you  send them into the  question consult on the webinar,  as we also see them coming in. The  slides will be of available.  With that, we will roll into the  webinar and we will go to questions  at  the end. The first thing  I want to make sure you have is  our website, it is located on the  screen. That has all the information  we have today and we have  links that will point to various  aspects of it on the blue panel  on the  left. The blue panel on the left  is a navigation panel. You  will see other  types of information available to  you  including FAQ. The mission  of the SBIR and   STTR  program is to support scientific  excellence and technological innovation  by providing investment of federal  research and development to small  businesses to work  on critical national priorities  and build a stronger economy. In  our case it is related to biomedical  and biobehavioral public health  technology. If you are  new to SBIR, I recommend you click  the yellow button on the menu on  the left  that says new to SBIR.  That will take you to this interactive  infographic which will step you  through the program bit by bit.  And with other information. It is  a good way to get started if you  are brand-new to the program. Let  take a step back and discuss what  we will talk about. SBIR stands  for  Small Business Innovation Research.  STTR  stands for Small Buisiness  Technology Transfer.  These are  a pair of federal government  programs which are called set-aside  programs for for-profit  small businesses to engage in federal  research and development  for developing technology with the  potential for  commercialization. These are programs  for small businesses to either work  for themselves or to partner with  other organizations  and in STTR specifically, they must  partner with a nonprofit research  institution, typically  but not  necessarily a university. Set  aside means that by law, agencies  are required to use a percentage  of their research project to fund  these programs. This year and for  the foreseeable future, we are setting  aside 3.2% of our research budget  to fund the SBIR program  and  .45% to  fund the STTR program. You will  see what these numbers are in a  few minutes.  The SBIR program   was started  in 1982, 37  years ago with the  following four congressional goals.  To stimulate technological innovation,  use small business to meet federal  R&D needs, foster and  encourage participation by minorities  and disadvantaged persons in technological  innovation, and to increase private  sector commercialization innovations  derived from federal R&D. You  can see three out of four of these  goals are related to technology,  development and innovation. The  fourth is a critical and important  to help us diversify  the program. Part of what we do  is a variety of different types  of outreach to various audiences  to diversify  our program. SBIR was started by an act of Congress  in 1982. It  periodically requires  reauthorization and extension by  Congress, and to make other changes.  The current law extends the  program through fiscal  year 2022. Or about three and half  or four years from now. The STTR  program  was started 10  years later, in 1992 with a  goal to stimulate and foster scientific  and technological innovation through  cooperative research between a small  business and  a not-for-profit research institution  with a goal to foster tech transfer  from the University laboratory into  the  private sector. It is on the  same cycle and is reauthorized through  fiscal  year 2022. Some of the high-level,  best things about  SBIR ,  STTR are unique in terms  of funding through small business.  These grant  and contract SBIR  and STTR awards are one of the only  early forms of non-deluded  capital.  Meaning that NIH nor any federal  agency cannot take any equity  position or ownership of your firm.  We do not take a percent ownership  of your company and do not get royalties  or percent of cells, or things of  that nature. This is a good way  to leverage federal investment when  you are further downstream seeking  venture capital investment. They  will take equity ownership  for that. The intellectual property  and data rights belong to you, the  small business.  The government cannot share the  reports or data with anyone outside  the federal government for now  20 years. This was recently updated  a few years ago  weeks ago by a policy  directive. Those IP and data rights  belong to you, the company.  The government does not own intellectual  property. Additionally, once  you win an award, you the company  are able to receive direct  follow on phase 3 awards to further  develop  your technology without need for  composition or acquisition competition.  Essentially, the government can  sole source the award to  you with non-four  and non-tran05 funds. That  can benefit both the government  and small business. The  SBIR/STTR  share programs  as I said earlier, our federal white.  There are 11 agencies that have  SBIR/STTR programs , shown on  the slide. The Department  of Defense, Department of Health  and Human Services, of which NIH  is a part. The department of energy,  national science foundation and  national Aeronautics and space administration,  or Nassau  have both SBIR and  STTR  programs at the amount shown  on the right-hand side of the slide.  On the left side is a pie chart  showing  relative portions. The other six  federal agencies are USDA,  homeland security, apartment or  commerce, Department of transportation,  Department of Education, and environmental  detection agency, EPA only have  Tran for programs  shown on the right. They are smaller  agencies and have smaller programs.  Combined, all 11 agencies have roughly  $3.6 billion available in  SBIR/STTR  solely for  for-profit small businesses to develop  technology. This chart is also color-coded  by agencies that use  grants as a funding mechanism and  agencies that use contracts. Green  for grants and blue for contracts.  It is a pretty even split,  although, NIH uses both  grants and contracts. 90% of the  overall budget is in grams and 10%  in contracts. An important point  to make is  that NIH is not the only federal  agency interested in  biomedical research. You might find  interest for  your technology in  National Science Foundation or the  department of sensor or in some  cases, the Department of Agriculture,  USDA which is interested in rural  health. It is important when you  are putting together your SBIR/STTR  in  contacting agencies. If you contact more than one and  find out if there might be joint  interest in your application. Now,  I would like to give you a short  legislative reauthorization update.  As I talked about a few minutes  ago, the overall programs have  been reauthorized a year or two  ago and are now good through fiscal  year  2022. Importantly, this current  fiscal year, 19 a series of  pilot programs which had expired,  are also now reauthorized through  2022. That includes the SBIR  direct  phase  II program in which his back. And  I will talk to you about that in  a minute. The commercialization  readiness pilot program  is back and we will be issuing solicitations  on that later this summer. The ability  for agencies to use 3%  of the SBIR funds for  administrative  purposes to improve  outreach and commercial insulation  is  back. Specifically for NIH we received  back the authority to conduct  and implement phase 0 proof of concept  centers, which we recently had a  competition that closed. We are  reviewing the applications now.  Another key aspect of the most  recent authorization expanded what  used to be called discretionary  technical assistance. Now, it is  called technical and is  Mrs.. Pryor, a phase 140 could request  up to $5000 per year in their phase  1 application to hire their own  vendor to conduct technical  assistance for them. This has been  increased to $6500 per year for  phase 1. Phase 2  used to be $5000 per year, so a  typical two-year  phase 2 could request up to $10,000.  That has now been increased to $50,000  per project. Over the course of  the phase 2, whether it is one,  two, or three years the small business  can invest $50,000 to hire their  own vendor to conduct  technical and business assistance  for them. Also, we the agency, and  I ate can use an equivalent amount  of money her company out  of the SBIR set-aside in hiring  agency vendors to provide those  services to your small businesses  free of charge. We have been doing  that for many years. That is  our niche program for phase 1 and  cap program for phase 2. I will  talk about that in the end of the  talk you are also able to use these  funds to hire your own vendor. What  can  you use these funds, the $6500 and  $50,000 in phase 1 and  phase 2 four? This slide is cut  and paste out of the updated law.  You can use  these funds to small businesses  engaged in SBIR/STTR  to higher  vendors that provide access to  network of scientists and engineers  to work on product  sales, intellectual poverty protections,  market  research, market validation, development  of regulatory plans, manufacturing  or access to technical business  literature databases for the purpose  of assisting you, the  company with the  business, making better technical  decisions, is in his decisions and  minimizing risks and working further  down the commercialization path.  This allows a  few things under this authority  which were not prior  allowed expenses, like intellectual  property lawyers, filing at the  FDA, filing fees at the patent office  are now liable under  this specific authority. Not in  general, but if you need certain  types of help, you can request it  in your application. This must be  done at time of application. We  don't  accept request to re-budget into  this category. It has to be done  at time of submission and it  is evaluated. Weather you make this  request for money, you  request  to NIH under our other direct costs.  On the budget forms, as you know  each budget period is three pages  long. The first page is personnel.  The second page is travel and equipment  and things of that nature. The third  page is other direct costs and  indirect costs. On the other direct  cost page, it looks like this on  the slide. You can request up to  6500 for phase 1 per  year. 50,000 per year for phase  2 at time of application. If you  look on the other direct costs,  there are three blank lines at the  bottom, 8-10. You can  use these for all types of things  not covered in the categories of  up. In this case, on the left side  of line 8, you would label it as  technical assistance. And on the  right  side put the dollar amount you are  requesting. Additionally, in the  instructions we give you, you are  required to provide a budget justification.  For everything including this by  telling us the vendor you intend  to higher, the services they will  be providing to you, the benefit  you expect  to get, and we prefer to get a letter  of support from the technical assistance  vendor that will be providing services  to you. You must hire an outside  vendor to provide these services  to you. As I talked about a little bit  earlier, the Department of Health  and human services,  HHS has a program of which NIH is  a large part of. You can see our  current budget this year fiscal  19 on this slide. NIH has a budget  of $1 billion for SBIR.   And the STTR program with a budget  of $141 million. It is  apportionable  to the overall  NIH extramural research budget.  There are three other components  of HHS that also have SBIR programs.  The centers  for disease control  and prevention has a $12 million  SBIR program.  The administration  on community living has around a  three to $4 million SBIR program.  And   the FDA has a small research program  with a $1 million SBIR program.  Those agencies that do  not have STTR, but just   SBIR.  They are combined on our  omnibus solicitations. The ACL issues  its own separate  SBIR/STTR  solicitations, which  you can find on  their website. You can also contact  any member of  these agencies issued on our  contact sheet. Now, we will  roll into program  eligibility criteria. This also  received a minor update with the  last reauthorization. It only clarified  a few items that  were allowed, but were not expressly  said I will let you know where  those ours.  These programs,  SBIR/STTR   are only available  to for-profit, small businesses.  U.S. owned and operated. It is not  available for nonprofits to apply.  It is not available to universities  or other types of organizations.  They can  be partners, collaborative or subcontract.  But the applicant and awardee is  always the small business, for-profit  company. Small as  defined by the small business administration  means 500 or fewer employees, including  all affiliates. Most of our companies  are very small, 10-20 is  the average number of employees  and many companies are to startups  with 1-3 employees. That  is perfectly acceptable as long  as the ownership is met below. All  of the work on  the SBIR/STTR with very rare exceptions  must have  been within the  United States. Rare exceptions would  be a unique patient population  or resource that could only be found  available in another country and  not just for less money or cheaper.  Cost is not an appropriate justification.  It has to be a unique resource population  that cannot be  found here. Ownership of the  small business. The first bullet  covers the vast majority of our  small  businesses. Eligible SBIR/STTR small  businesses  must  be majority or greater than 50%  owned by individuals who are U.S.  citizens or permanent  residents. I will say that  again. Individual, majority ownership  by individual people  who are U.S. citizens or permanent  residents. That is the vast majority  of our companies. Most companies  have 1-3 founders or cofounders  who are all  U.S. citizens. There can be minority  foreign ownership by universities  or other organizations. But  the collective majority must be  individuals who are U.S. citizens.  The second bullet talks about a  case where a small business might  be owned by another small business.  An eligible Tran to company  might be majority 50% owned by  another business, which is itself  greater than 50% owned and controlled  by U.S. owned and permanent  residents. Or, an Indian  tribe an Alaskan native  corporation, or a native  Hawaiian organization, or a wholly  owned business of such a tribe.  The Indian tribe,  ANC and and are new provisions   clarified in the  last directive. The  recent policy just clarified that  and we paste it in  our eligibility so it is very clear.  Basically, another small business  to  be owned by another small business. That  is okay. Or a combination of businesses  and individuals. The last bullet  on this slide is only for SBIR and  not available to STTR.  This is  called the venture capitalist roll.  A small business under SBIR could  be majority-owned  by two or more  venture capital firms,  hedge funds, private equity firms  or any combination. Only some agencies  to this, but the NIH and  CDC do. Basically, a small business  can be earned by two or more of  these companies, know one of which  can own more than half. We determine  eligibility at time  of award. Not at time of application.  So companies don't have  to certify that they  are eligible until we are ready  to make an award, so the ownership  could change throughout. That  is fine. STTR  has  additional information.  It is a partnership between the  University and a nonprofit research  institution. The applicant is still  a small business and as they are  the prime awardee.  STTR  requires the small business  receive a minimum of 40% of the  budget by total cost and 30% of  the word. This will be the vast majority  of colleges or universities or research  centers or federal laboratories.  The remaining 30% can go either  to the small business, research  institution partners and split anyway  they want or go to third or fourth  parties. It is necessary  that the small business and partners  develop an intellectual property  agreement between them, so they  can appropriately determine intellectual  property IP rights for which the  government does not get involved  in. It is important to have that,  as well. The overall  program in SBIR/STTR  is a phased  research program. I want  to clarify when we talk about SBIR/STTR  phases , phase 1, two and three,  we are not talking about the phases  of a clinical trial. They are  two different usages of the word  phase, although we do fund  clinical trials in  SBIR/STTR.   Phase 1, SBIR/STTR is a short feasibility  study. We will talk about budgets  in a minute.  But, here are the  older guidelines of $150,000 for  phase 1 and $1 million for  phase two for total cost. But we  are moving away from those numbers,  as you will see in a minute. We  will talk about some newer, higher  numbers that are more appropriate  for life science research. Phase  1, 150,000 for six months or one  year. Phase 2, $1 million or  $2 million over  two years. Sometimes three years.  We have a lot of flexibility at  NIH on the types and allowances  for money and time of your awards.  So you can run the proper R&D effort  to get your technology commercialized.  NIH offers  a second full competing phase 2.  We call that a  phase 2 capital B. Many other agencies  offer something called a face  to be phase two  capital B. In our case it is the second full  phase 2 after the first phase 2.  After three or $4 million over three  years. It depends on the  Institute or Institute amounts they  are asking for and  their participation, because of  the large budgets piers you want  to talk to a program officer about  a second phase 2 possibility.  Phase 3 in SBIR is called the commercialization  phase. This is  where the federal  SBIR/STTR  funding ends and the  company  is continuing the work by finding  strategic partners and obtaining  other  investment opportunities. This is  the case where an agency could offer  full force phase  3 contracts. NIH  and HHS is not going to the customer  of your  technology. Agencies like the Department  of Defense and NASA will potentially  be your first customer and may offer  phase 3. We  do not, because we expect your technology,  your biomedical behavioral  technology to be commercialized  and be in the open market  place. We are not a phase 3  investment partner. I want to  talk a little bit more about  the budget. A month or  two ago, SBA updated the guidelines  for inflation. This is something  they have done twice in the past  two years and we are not implementing  that. Folks who are familiar  the program know that for a long  time, the guideline for  phase 1 was $150,000 and the guideline  for phase 2 was $1 million. Agencies  were allowed to go above that 50%  to $220,000 for phase  1 and more for  phase 2. Above that required a waiver,  which NIH has had waivers for specific  topics related to our mission.  SBA recently updated those hard  caps. The phase 1 hard cap  is now $252,131.  And the phase 2 cap is $1  million $680,879. What I have done  below is cut and paste the actual  budget language  for omnibus. To make things simpler,  for you, the applicant  and does, the agency we  have essentially done away with  talking about the guideline, the  lower-level  guideline. $150,000 is what the  guideline was, our average phase  I award  was already around $225,000. So we want to  simplify this for awardee's and  tell you what we are interested  and willing to fund. These  new numbers, 252,000 and 1.6 million  for phase 1 and phase 2 are rear.  The line is for needing a waiver topic.  Below that, you can request whatever  you need up to 252,001.6 million.  If you are going to request above  those amounts,  you can. And we have waivers for  many biomedical and biobehavioral  topics to exceed those numbers.  We have a list of  approved topics Roquan out by Institute  in the back of our current topics  document and as  a standalone topic document as shown  on the website here. While we have  these overall numbers it  is important for me to tell you  that it is highlighted in yellow.  Each Institute  and component may  also set their own individual budget  limit higher or lower than these  amounts in their own  section. Each Institute has  a section and they all have varying types  of budgets. We have larger institutes  and smaller institutes and they  may need to make smaller awards,  or they may be  comfortable making larger awards  for the technology area. Regardless  of whether you are asking for what  you consider a little, a lot of  money or over this, I strongly encourage  you to contact the Institute program  and discuss your application and  the budget you think you need and  get advice from them and what they  will want to do.  What does this budget language section  look like? It is  broken up by Institute. Each Institute  has a section  called limited amount of award.  What you find there will  vary greatly. For instance, I have  cut and paste three examples from  the  current document. For the approved topics over the  limit, and IA will fund phase I  up  to $300,000 in project period of two years.  And they will fund phase 2 up to  $2 million over three years. But  if your topic does not fall under  their waivers, they will stick to  the original caps of a  200 and  $250,000 and  $1.6 million. NIAMS and CDC  all  have individual budget  amounts. This is confusing and we  have all kinds of numbers. Phase  1 and two depending on the Institute.  That is a flexibility we have available  to you to address what you need.  But the bottom line is you need  to call a program officer to discuss  your budget, no matter how much  you are asking for to get specific  guidance on the Institute  and what they are willing to accept  in your budget. That is the best  course of action for you in  all cases. Moving on to some of  the key differences between the  two programs. We get this question  a lot. The  differences between SBIR and STTR  fall into two areas. The partnering  and the principal investigator   or PI. SBIR permits  partnering  and  you can outsource up to one third  of phase 1 and half of phase 2.  And there are rules  for exceptions which you can ask  for in  your solicitation. But it is not  required. If the small business  has the capability and personnel  to do all the work in house, they  can keep 100% of  the budget. STTR requires a partnership  with a nonprofit  at the 4030 split  we talked about  prior. PI or principal  investigator. The SBIR must  have  primary employment greater  than 50% at the small business at  time of award and during the course  of the word. Primary employment  does not mean a  half-time employment. Half-time  appointment at the University and  a half-time appointment at the small  business is not compliant with the  law and intent. It has to be greater  than half. This  precludes elsewhere. Under  STTR  it could be either at the  small business or university  research institution. So, there  is a lot of flexibility, especially  for  academic entrepreneurship. Especially  if companies want to keep a day  job at the University. You are typically  looking at the STTR route  as opposed  to SBIR. The award  is always made  to a  small business. Even if the University  does 60% of  the work, the small business  gets the majority of the award.  The NIH, national institutes of  health is an organization  that has 27 of instances and centers  that we  call ICs. 24 of 27 run  SBIR/STTR programs. They are shown  in light blue on the flight. When  you talk to one of these folks you  will get referrals to any  one or  more of these institutes based on  what your interest and technology  can do. They mission of the  institutes is pretty much in their  title. It is not that hard to find  a home for  most applications depending on what  you tell us. We also recommend you  send us a nonconfidential, abstract  so we can help you find the right  person to  talk too. Within NIH, we now  take our  one billion-dollar budget and  split that proportionally among  all our institutes enters. Each  center has its own congressional  line of appropriation with its own  research budget. Therefore, we get  a gradient of sizes of institutes  and their overall program is shown  on this slide from largest to smallest  clockwise.  The national Institute of cancer  is the largest  with the largest SBIR/STTR  program . Then, moving clockwise  we  have the rest  listed in order  of size. All the way to  12:00 noon, where the smallest institutes  are located. But, just because  an Institute has a small or  medium-sized budget does not necessarily  mean it is harder or easier to win  an award from them. The overall  success rate, is an average across  all institutes. To be honest, a  small Institute tends to get lower  volumes of applications. So,  it depends on the quality of the  scientific merit or technical review,  the available budget and  the programmatic focus  of the  decision. Here are some other types  of flexibilities we have. We talked  about how we  have time and budget flexibility.  We also have a number of other combined  mechanisms and ways you can apply  be on phase 1 and  phase 2. This is shown in this slide.  On the top line we have  phase 1, phase 2, the second phase  2 and phase 3. On the lower left  we have our combined phase 1 fast  track program. The  direct to phase 2 authority which  is  back, and the pilot program which  is back and will be coming up shortly.  A fast track is  a combined phase 1 and phase 2 submission.  You write up a phase I and phase  II specific aims and research plan  within the confines of a total phase  2 page limit. If it does well it  is reviewed alongside and like a  phase 2, and if you do well we give  you the award, we issue you the  phase  1 award. The company does the phase  1 award and files their phase I  final report in aims and  milestones to the program officer.  And we make an  administrative staff decision to  administer the phase 2. In some  cases, a couple weeks to one month  after the end of the phase 1. It  shortens the  funding gap between phase I and phase II. It  is meant for companies more advanced  and have a decent amount of preliminary  data. The direct to phase 2 program  is now back and is only  available for Tran for. We do not  have the legal authority to offer  STTR  direct phase 2. It is designed  to bypass phase 1 and apply directly  for phase  2 for companies that already done  the phase 1 equivalent with non-SBIR/STTR  funds.  We get this question right  a bit. If you have a regular phase  I  or a SBIR/STTR, you should apply  for the phase 2.  The regular phase  2. Not the direct to  phase 2. That is meant for companies  with a lot of preliminary data and  have done the phase 1 equivalent  on their own. They are ready to  go right to phase 2. The weight  we implement this now  now that the authority  is back, direct phase 2 is an option  in every SBIR  opportunity.  You can  apply for direct phase 2 and we  have new checkboxes on our SBIR  information form  to tag applications  for direct to  phase 2. It is another option  on  any opportunity. I talked a little  bit about our second phase 2 which  requires you have an initial phase  2. Typically three to $4 million  depending on the Institute. Up to  three years  and around 18-20 of our institutes  offer a second phase 2. Primarily  the  smaller ones . Ultimately, you want to contact  your program officer. After you  win phase 2 it is not too early  to talk about options for the second  phase 2. Some of them will be able  to come on the omnibus  solicitation. Some institutions  have phase 2  funding opportunities. Funding opportunities.  I talked about this quite  a bit. NIH calls are solicitations  for grants funding  opportunity announcements. These  are basically  are solicitations. You can find  the NIH ones on  our website located at the bottom  of the slide. They are all listed  there. We also cross post every  opportunity at the  SBA's website. Our parent opportunities  are omnibus found at the top of  the page. I  will talk about how we have four  funding opportunities for that.  We post our topics document and  waiver documents are in  the middle. Below that we have information  about other types of funding opportunities  that are available. We have  two flavors of funding opportunities.  Hour on the bus or parent and a  targeted funding opportunity.you  might see these as request  for  application. Omnibus follow the  standard due dates  of April, January and September.  The targeted funding  opportunities may use those standard  dates or have different days. It  may also be a customized single  date. Typically, our  high Institute authority may be  one due date. Our  omnibus applications, which represent  around 70% of our volume  are  peer-reviewed  with special SBIR/STTR peer review  panels.  The targeted funding opportunities  may be reviewed  at CSR or at  the Institute. Frequently they are  reviewed at Institute and they also  have a peer review. The omnibus  follow standard application  instructions and form set which  is under the resources  page and are linked to every single  funding opportunity. The targeted  solicitations use all that, but  there may be additional instructions  and things you have to do in this  type of opportunity. The  important feature  is read every funding opportunity  very carefully and several times  to make sure you are not missing  an important instruction or something  you have to do or we may turn your  application away, if it is  deemed incomplete.  Our new parent  grant omnibus, and we  switch between 
     using the word on the bus and parent.  They are used interchangeably. They  are found on the link page here.  We have two pairs of them. Two of  them are clinical trial required.  The code numbers for both SBIR and  STTR are here on   the lied. Clinical trial not allowed.  These are the main  omnibus if you are doing work that  doesn't require clinical trials.  The codes are  also listed. Within the  slide set these are all hyperlinks  and you can Google these  PA numbers and you will find it  at the top hit. We issued these  a few weeks ago in the beginning  of May. They are open for three  to date in the next year. September  5th is the next today. Ordinarily  they are on  the 5th. But January and April 5th  fall on a Sunday, so they fall to  the 6th of the next business day  on Monday. That is typical when  a standard due date falls on a  federal holiday. There is nothing  to do or asking permission to submit  on these dates this particular year.  Those will be the deadlines. As  I mentioned earlier,  we do SBIR contracts. The contract  solicitation  is closed. We are  working on that for the coming year.  This typically is 5-6 institutes  plus  the CDC and they  point out 40 topics that are very  narrowly defined. This is last year's  solicitation. You can use that for  examples, but this is not an active  solicitation. We do release that  particular contract solicitation  into Fed  biz ops. If  you don't, you should subscribe  to the NIH guide for grants and  contracts at the link below. That  will give you a weekly  email that will tell you every new  funding opportunity that has been  put out in the last week. In any  given week there may or may not  be SBIR funding opportunities ,  but it doesn't hurt to get the list  and it updates any new policy that  has been issued. NIH issues  funding opportunities every single  day of the work week. We just have  a weekly email that consolidates  it all. I want  to spend a few minutes talking about  clinical trials. It is an incredibly  important topic which has changed  in the past two years  or so. About two years ago, NIH  implemented a new suite of critical  trial  policies and requirements for all  applications, not just SBIR.   We have new  clinical trials in human subject  forms that have been around for  about two years. They require the  use of a single institutional review  board for domestic multisite studies.  We have updated the  definition of a defined clinical  trial. We require training in good  clinical practice for all awardees.  We now have clinical trial specific  funding opportunities. We  have new review  criteria related to clinical trials  and we now have expanded registration  and reporting requirements for all  clinical trials at clinical trials.gov.  This slide is  the NIH definition of a clinical  trial. Above  the line. Our definition is, a research study  in which one or more human subjects  are prospectively assigned to one  or more interventions, which may  include placebo or other control  to evaluate the effects of  those interventions on health related  biomedical or behavioral outcomes.  Below that, are the definitions  of some  of the items in the definition.  We also, and that  is a long definition with a lot  of clarifying language. But, we  do have a tool which you can use  that gives you four yes or  no questions. If you answer yes  to all four, you are doing  an NIH defined clinical trial and  have to use a clinical trial opportunity  to apply. On this slide, at the  bottom is a link to the decision  tree. Basically, those whose studies  involve one or more human participants,  yes or no? Does your study  prospectively assigned those human  participants to interventions? Yes  or no? Does your study intend to  evaluate the effect of  these interventions on human participants?  Yes or no? And, does your study  have a health related biomedical  or behavioral outcome, yes or no?  These questions do not allow  for maybe or any gray areas. It  is binary. Yes or no. Four yeses  mean you are doing an NIH defined  clinical trial and  you must use a clinical trial funding  opportunity.if you have an even  one no, you are not doing  an NH defined clinical trial and  you can apply under a funding opportunity  that says  clinical trial  not optional. We have three flavors  of  funding opportunities. In trial  not allowed, clinical trial required,  and clinical trial optional. It  is pretty explanatory how those  funding opportunities work and  don't work. If you are going to  apply to a clinical trial not allowed,  you cannot apply for a clinical  trial required. In trial optional  means you can do  either or and some of those funding  opportunities are for those.  A good resource for all the information  I have discussed and more is on  the  any IH clinical  trial website. This has  the definition and the other types  of resource tools available  for you. In addition,  in  our topics document, both last year  and this year we added a new section  to every institute that is specific  to clinical trials. Unless you know  whether a specific Institute accepts  in trials, yes  or no. That  is the upper left. If they do, they  will tell you whether or not they  will accept clinical trials on  the omnibus, whether or not they  have separate or different funding  opportunities for clinical trials,  the middle right.  Or, if they want you to apply to  a non-SBIR  funding opportunity  for clinical trials. And they will  provide the links and information  for you. We have this new clinical  trial form which has been around  for two years. At the federal website,  we have a 10 minute video  which demos it. It is relatively  self-explanatory with the instructions  and we have a human subjects office  that can help you as  well. Importantly, not Oliver institutes  accept clinical trials under omnibus.  We have around 15  or 16, plus the CDC who will accept  clinical trials under  our two SBIR/STTR clinical trial  required funding opportunities.  The CDC only does SBIR, so they  don't except  any STTR clinical  trials.  These institutes are listed  on the clinical trials funding opportunity  parents  below. All institutes and CDC are on the non-clinical  trial funding opportunities. We  also have a set of clinical trials  frequently asked questions on the  website. We add to them in  real time so we can make sure you  have all the information related  to clinical trials  that are SBIR specific.  With all of that  said, overall applications and  clinical trials, what are the success  rates? How hard is it to get an  award? These are success rates from  last fiscal year. If we look at  the left sets  of bars, SBIR is blue and STTR is  read.  SBIR in FastTrack had a 20.1% success  rate. If you go to all the other  federal agencies, it is around 15%  or 20%  for phase 1. The third set  of bars, the higher set of bars  is around 35-40%  success rate. Regular  phase twos are  those applicants who have already  completed phase 1. We did not have  any STTR  face  to be last year.  We didn't issue any direct  phase 2 in 2018. But the  direct phase two rate is around  25% FastTrack. 
     What does this mean in volume? I  will not go through this slide,  but I want you to appreciate on  the yellow bar at the bottom, we  get thousands of applications per  year. We get 6-7000 applications,  all phases and all programs  for both SBIR/STTR. We make around  1500 awards   for about half of the set-aside  goes to new awards and the other  goes to noncompeting awards. You  can see we get a large volume on  phase 1's. The top bar shows 3600  applications in phase 1 in fiscal  18. As you can see it is broken  out by phase and type.  It is  just information for you to see  the volume we deal with. It is a  high-volume program. All of this  information on  awards, success rates, broken out  by states, women and  minority owned small businesses  are available on the award data  site at the bottom link. It is all  available  public.  Publicly. This chart shows overtime  roughly 30% to 40% of our  applicant companies and awardee  companies are first time submitters  to NIH. Roughly, one third of of  are  you of applications and awards are  new to NIH. There  is plenty  of room 
     for companies each year. It is not  just for companies repeating in  the program. This  percentage holds governmentwide.  Our awardees are spread across the  country in all 50 states and Puerto  Rico. This is a heat  chart by dollars by state. You can  obviously see that certain state  that get a lot more NIH funds than  others and  those are the typical states he  recognize. Other states are lighter  in color and get less numbers of  awards. A key goal of our outreach  is to  target outreach to those underrepresented  states and try to increase their  application volume and quality  application volume. However, when  you divide per capita, by person  the volume spreads out a little  bit more across the country by dollar  per capita. But, we do want to make  an attempt to hit all of the state  for outreach that we can and  especially state that are underrepresented.  The key aspect of  the SBA, SBIR Road tour is to hit  the unrepresented state and do outreach  to improve application volume  and quality from these  states. Some of our success stories,  these are federal government wide,  not just  NIH. These you  may recognize. These are the big  hitters. We have many small and  medium  successes and we define success  in a number of ways.  Patents, clinical trial status,  FDA and all of those types  of things. We post success stories  on the website. We hope you can  be a part of that as well. As we  come into the last part of  the top, everything is electronic  to NIH. You have to register in  five systems listed on  the  slide. Duns will be evolving into  something new but we will continue  to use that until such time you  get more information. System for  award management must be  renewed annually. You have to make  sure you keep an eye on that. E.R.A  Commons has an annual checkbox to  be checked by  the company. It takes 6-8 weeks  to register. We encourage you to  start early. If you are applying  for the first time with this is  timber deadline, now is the perfect  time to begin  that process. Our contracts are  at the  bottom and are done into a  separate system. When you  submit grants to us, you have to  use an electronic system. Either  our system called assist that is  run by ER  Commons or grants  gov workspace or you may have  institutional  solutions. I encourage you to  use assist.  It is easy to use  and allows you to save and share  and copy over information from solicitation  to solicitation. It has a lot of  nice features available to  you. About a year and half ago we  have a new set  form E.  This is a resource available to  you that tells you what to check  and where on the application form  and gives you advice on how to fill  out the forms. It won't write  your application, but it will do  most everything else  for you. It will tell you how best  to fill out the application form  and what we are looking for. Our  overall timelines are shown here.  We have three due date year. We  have scientific review happening  a month or two after received eight.  Advisory Council, a secondary advisory  council a month or two after  that with award  dates anywhere from 6-9 months after  receipt of award application. We  are looking for ways in which we  can make these timelines a little  bit shorter. But the one in red,  is a  rough timeline. We will not  have time in this webinar  to talk about our peer  review process. They do webinars  and posted webinar archives of peer  review,  including wheat one we did for SBIR.  This is how the process works starting  at the top left, you come  into us. You are confirmed eligible  and apply. We assign it to your  review and a funding Institute.  We do the  peer review. We make funding recommendations  and issue the awards and you do  the work. That is a short summary  of a complicated,  long process.  We have other webinars available  about peer review. Our peer review  system uses the significance,  investigators, innovation and approach  and environment. They receive  numerical ratings from 1-9. One  is the best and nine is not  the best. We look at protection  of human subjects, inclusion of  women, minorities and children,  vertebrate animals, and  bio hazards. The most important piece  of advice I can give you, which  I have talked about throughout is  to call us and talk to us. Speak  to a program officer at the one  month if not longer before  a deadline for specific advice about  your topic. Is it within our interest  mission, the budget you want to  ask for, do you Djoos phase 1 or  FastTrack direct to  phase 2. We can help you with all  of that. But,  you really need to come up early  for us. There is never really a  time that is too early. We are happy  to oblige and set up a time to talk  to you. I recommend you send us  an email with  your short, nonconfidential  technical summary and arrange a  time for a phone call. We can help  you with that. This page has the  link at the bottom to all of the  program managers  in HHS that run the SBIR programs.  If you don't know who to contact,  contact my office  at the email  below and we will help get you connected.  I want to bring up the  fact that we are looking to increase  participation by women  and socially and  economically his advantage businesses.  We track that information  very carefully. We use that only  for  reporting purposes , not for any type of advantage  or disadvantage. In fact, we no  longer actually ask this information  in the application form. We come  up with the information  from Sam. You no longer have to  let us know in your individual application.  We collect that  information automatically from the  Sam system. In addition  to  the SBIR phase 1  and phase 2,  we offer additional programs designed  to help  awardees commercialize and move  their businesses along. We participate  in the innovation core program for  phase 1 awardees. We facilitate  hardships and help  identify and send our awardee companies,  mostly phase 2  companies to an investor  and partnership program across the country. We  pay for your registration, though  you have to play pay for your travel  expenses. We will give you  coaching opportunities. In fact,  the biotechnology industry  association has a conference next  week in Philadelphia. We have 80  of our phase 2 companies exhibiting  in the  innovation zone, for which we pay  for. These are some of the resources  available to you once you get into  our system with an award. I  talked about our technical assistance  programs. We have a phase 1 niche  assessment for phase 1 awardees,  which works on a  market award system free of charge  to you. We have a commercialization  accelerator program, which is a  hands-on 6-9  training program for phase 2 companies,  which we pay for on  your  behalf and provide help in all of  the areas that a small business  might need help in.  It is tailored and specific to their  needs. We continue these programs  for an additional year and we will  redefine how we offer these types  of technology with new requirements.  They are available to you as  an awardee. Lastly, we  recently started what we call  an entrepreneur in residence program.  NIH has hired a serial  entrepreneur and we have them on  staff to  offer advice free of charge to you  about any number of business questions  you may have. We are offering this  to a certain awardees and institutes  at the moment. We will roll that  out in a much broader  way soon. I encourage you to take  a look at  this website . EIR are the folks that help repair  and pitch code  your  company. Lastly, I want to encourage  you to stay connected and be informed.  We have an NIH  list serve that you can subscribe  to. We have 20,000  people. I encourage you to subscribe  to  these sources and be a success  story. Questions? I will close the  presentation aspect of our webinar.  We will do  our Q&A. I have been following  your questions and they have been  rolling in pretty steadily. Patty,  I am not going to open my email.  I will have you read them  to me  and we will go through them one  by one, as many as we can peer why  don't we  go ahead.  

I will go from top  to bottom as they are still  coming in. We will get to those  as we go down the list. The first  question is, is there a template  phase 1 and grant funding agreement?  

If you are  asking about -- we have  sample applications and research  strategies on the website under  the resource  page. You can  go to https://sbir.nih.gov/resources  and you will find a sample  application.  We don't have sample  notices of awards with terms and  conditions. But we have sample applications  for you.  

How are payments to the grantees  scheduled? Are they fixed amount  distributed evenly over the grant  period? Or based on invoices?  

This is a question on how do  you get paid. On her grant program,  the NIH deposits your  grant funds one year at a  time in what we call the payment  management system. It is  an HHS payment  system. You draw down funds from  your electronic accounts in the  PMS as you spend it. So, you get  money when you're at a time. You  don't bill us like to do a contract.  It is not cost reimbursement  per se like a contract.  Contracts are done separately. Those  typically go into invoice for a  monthly or quarterly payment. For  grants, we put money into  the system and you draw it down.  

Can a grantee use a SBIR phase  2   fund for [ Inaudible  Question ]?  

The question is, can phase 2  funds be used to purchase equipment?  The answer is yes, potentially.  You want to talk about the type  of equipment you  might buy. You should talk to a  program officer about it and see  what they are able  to tolerate. But you can occasionally  by capital equipment under phase  2. It needs to be merrily used for  that phase 2 project. It is not  a means by which to load up on expensive  equipment for your  overall company. I see Patty accidentally  hung up. Oh you are back. I can  roll to these  questions myself.  

Sorry Matt. I  am here. The question was, can  a grantee use  SBIR phase 2 funds for  equipment  --  

-- I covered that equipment question.  We can  move on.  >> They want more  sample applications. We are  always looking at how we can update  it sample applications on the website.  It is a nontrivial process to get  permission to put them up. We are  aware of the need to update  them.  

Can you specify which NIH institutes  or centers you would like to review  when you are  applying?  

Yes, in the  application systems and the assignment  request form, you can request which  study section be assigned your application  and which funding Institute  is assigned. You don't have to do  this, we will assign it raised on  a best fit to  your technology, but you can request  study section and funding Institute  in your request form.  

Since vendors for intellectual  property  are allowed under technical business  assistance, can we finally use the  money for pet protection  under NIH?  

You can use  the TA BA money, the 6500 or 50,000 for  patent protection. That is mostly  a non-allowable cost, but you can  use it under the $50,000  or $6500. You can also use the 7%  fee for anything you want including  patent  protection.  

Is STTR grants more competitive  then  SBIR ? The answer is no.  

I showed the slide a few slides  ago, but success rates show  bars slightly different for each  program by presenter. It switches  every  year. Something that is 1% or 2%  higher maybe lower this year. Unit  should not chase the success rate  or the pay line of a particular  program. You apply to  the program at the Institute that  works best for  your technology.  

I believe the  question was, are there advantages  for minority  owned businesses?  

That is a good and common question  we get. The answer is  no. These SBIR  grants  and contracts are research  awards, not service awards or contracts.  Whether you are a woman owned small  business or a minority owned small  business, the service  is tracked and we  report that. But that provide you  neither an advantage or disadvantage  in applying  and winning SBIR/STTR. It can  help if you are applying for service  contract from federal agencies,  but not  a SBIR/STTR  grant .  

 Are there consulting firms that  can assist with the grant writing  process, or are they  discouraged?  

There are grant writing companies and  people can help you out with the  application. There is an entire  cottage industry of SBIR and grant  writing   businesses  that are available to you. NIH cannot  recommend or endorse one over the  other. On the website, we have resources  with a list of life science contacts  by state. These are state-level  economic  development centers, which have  various programs and  resources available there are  cottage industries of contract and  grant writers out there. You will  have to make your own decision or  get the advice of friends and colleagues  on the pros and cons of  these resources.  What qualifies an individual as  a principal investigator  or PI?  

If you look at the solicitation,  there is a rough definition. Basically,  there is no educational qualification.  A PI does not have to have  a PhD or even a  bachelor's degree, for that matter.  They just have to have the necessary  skills, experience and background  to run the project and can  demonstrate that in a bio sketch  to us. There are no minimum educational  or other types of requirements for  a PI.  

In phase 2, is the 30%  minimum research institution  participation  requirement calculated per total budget, or for each budget  year?  

It is for the total budget, over  all years. If it is a two-year phase  2, that 30% has to be met over the  total course of the award, so it  may be higher or lower in any  one year. But the total average  needs to be 30%. Like ways for small  business. And the same  is true in SBIR  that the average  has to be met.  

Is it possible to receive  funding for multiple Institute centers  and offices?  

When you apply to us, you  will receive one primary assignment  of a single Institute  and zero too many secondary assignments  of institutes that may also have  an interest. Primarily,  one Institute funds one project.  Occasionally, our institutes will  cofund projects and  put money in. You will still have  one main program Institute  program officer that manages your  award. Having a type of technology  that multiple Institute is interested  in is a  good thing. It gives you and us  more flexibility come funding time,  depending on budget and pay  lines. So, you can in your assignment  request form, request secondary  assignments to other institutes  we will also do that based on the  mission  and fit.  

If a  marketing company wants to survey  potential end users, does that qualify  as human subjects research as a  part of your tab  of funding?  

 No, because they are not providing  intervention. That falls under TA  BA type  of authority. It is not human subject,  because you are just  asking questions . 

Of the clinical trial is only  applied during phase 2, how does  one designate a phase I?  

This is a very good and common  question. It is very typical that  you might do two clinical animal  or preclinical lab works in phase  1 and only a clinical trial  in phase 2. You  just apply for the not clinical  trial not allowed for phase 1, and  you apply for the  clinical trial required in phase  2. You can switch funding  opportunities before  and after. If you are applying for  a faster, and you are not  doing a clinical trial in  phase 1 and you use it in phase  2 of the fast track, you apply for  the fast track under the clinical  trial required. As long as at least  the clinical trial is in one of  the phases and the  fast that  track is there.  

Any advice on how an academic  researcher can identify small  business partners?  

That is a very good question.  There are a number of resources  I recommend you use. First off,  if you  go to  SBIR.gov , you can find a list of  all small business awardees since  the beginning of the program back  to  82. You can keyword search based  on science and technology. You can  do the same thing in  NIH reporter. That is  our award database. You can set  the funding  mechanism to SBIR/STTR and just  search our company awardees. I recommend  talking with your  university technology transfer officer  about the availability  of offers. And check our website at the local  state-level and small business  development council.  

Can you discuss the pre-proposal  letter or letter of  intent and invitation to apply?  

I can tell  this question ask her is familiar  with the National Science Foundation  and probably the Department  of Energy. And IH does  not use pre-proposals and does not  use letters of intent. They are  not required or allowed. You don't  have to do that. You just leave  them blank or  put NA. An  occasional funding opportunity will  ask for a letter of intent, but  that is just an email letting us  know you might apply so we can gauge  the volume of applications. They  are not relevant for applying to  the agency.  

For the rest of the group, and  a member of the not for profit  team be a PI with  a  small business?  

It depends.  On a SBIR, no the  PI  must be from  a small business under SBIR. Under  STTR,  the PI can be from the small  business or from the University.  But, if the PI is from the University  on a STTR, they are the  PI  and they are tagged with University,  not the small business.you cannot  have people or staff or PI's double  listed on both the company and the  small sorry the company and university  side. They are listed on one or  the other and  draw salary or a percent salary  from one or the other. There is  essentially no  double dipping.  

 For direct to phase 2, have the  submission forms been updated to  allow attachment of a progress report  publication list, which caused errors  during  the April 2019 submission deadline?  

We are working on that.  I think we won't make updates on  that further.  

 Does NIH, one other thing is more  information on how to access facilitated  partnership on the website? I think  you  covered that, regarding small  business partners.  

We don't connect you with people.  We have tools that can help you  with our reporter and resource links.  

Does NIH  show preference on these awards  for instance, innovations that help  with opioid addiction?  

We do have  high priority targeted  funding opportunities in certain  areas, including with opioids. We  will put  out special targeted, narrowly  scientifically focused opportunities  that indicate high  agency priority. Those applications  will come into that funding opportunity.  Within an Institute, the preference  is really based on their own mission  and what their mission  priorities are.  

Matt, can you talk a little more  about what CRP  will fund?  

I will talk a little bit, but  not too much because we will have  new funding opportunities. The commercialization  pilot program  that we had for two years in 16  and 17. We are working on new funding  opportunities to insulator. It  won't allow it unless you  have a phase 2 or  phase 2B. Other types of commercialization  activities, not typically allowed  under a regular SBIR.  I would  encourage you to take a look at  our prior  CPR opportunities, but read the  new opportunities  as well. What is the significance  of publications for the topic or  project proposed?  

I don't understand the question.  It is important when you writeup  your  research to cite appropriate literature,  if there is any when you talk about  background and  significance. Is it  important that the team or  PI publish? It is important in that  it is a part of the  evaluation criteria for the  investigator and  personnel. But these are small business  grants and we don't necessarily  expect the same level of publication  as  we do an academic grant. We  are interested in what the skills  and background in running projects  and doing similar work are of the  team.  

Can you please explain one more  time the difference between omnibus  and  targeted targeted opportunities?  

 The omnibus or parent is a set of  four opportunities that is the  investigator initiated. Even if  you don't find a topic in our 200  pages  of topics, if it is in the mission  we will accept it and get it peer-reviewed.  Targeted is going to be  a narrower and in some cases a very  narrow scientific scope put out  by one or more institutes. It may  be a high priority area, like  opioids or Alzheimer's or stem cells  or things like that. On our website,  under targeted solicitations we  have 80 or 90 SBIR  solicitations  beyond the omnibus,  which are more  narrow focused. 

What portions  of the applications does a CSR used  to direct at study  section?  

They can use everything. But  because of the volume and time,  they were primarily use the title,  abstract page. They may need to  dig into recent research strategy  a little bit, but they can get it  done with the  title  abstract and skilled chemic page.  

Someone has  a specific question about a specific  institute. What are the priorities  for NCC  IH?  

 I encourage everyone to look at  the  topics documents. It is broken out and  you can read the missions and  institutes interests including  and CIH.  

Can a small business owner be  a U.S.  permanent resident and not a U.S.  citizen?  

Yes. The majority ownership applies  to U.S. citizens and or  permanent residents, green card  holders. Permanent residents with  a green card  are eligible.  >> 
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>> 
     Can phase 2 award funding be used  for license fees, royalties, patent  costs and  FDA costs?  

The answer is part of the  phase 2 award could be used for  these and the fee or profit of 7%  can  yes be used for any and all of those  things and if you request the TBA  funding, $50,000 under technical  and business assistance, it could  be used for those types of costs  but no other part of the award could  be used for that.  

Where can we get guidance for  putting together a budget for the  grant including acceptable and unacceptable  fund uses?  

I recommend you look at your  local resources at the state level  and the small business development  centers, and  SBA  awardees, I can't remember but it  is the program that  SBA funds other organizations, talk  to a program officer. We have guidance  in the  NIH  grandson policy statement on  allowable and unallowable costs  on chapter 7 section 9 and we can  also see about sending links  to  people.  

What happens if you need to change  certain aspects of your  research plan? For example if there  are development in the field between  submission and award?  

After you submit we  only allow certain types of changes  to your application and we list  that in the post submission policy  and it is very narrowly defined.  Basically updates 
     to publications from status changes  from submitted to accepted but changes  in the field, we do not allow scientific  updates to your application between  submission and award. But if you  look up NIH post submission policy  you will find types of things we  do allow and how you can do that  post submission but it is where  you see it is  narrowly defined.  

Can you give a brief example  of how much data should be included  in preparing a phase I proposal?  

 I cannot. It varies and it is dependent  on your technology and what you  have got. So technically, phase  1 does not require  preliminary data. Do a  lot of phase I applicants have pulmonary  data? Yes. Ranging from a little  bit to a lot,  full range, so there is no answer  to the data needed and I was at  the amount is the right amount to  convince  those you need to that you can do  the work and that you understand  what you're talking about that we  do have sample applications  with examples but it is something  to discuss with the  program officer.  

You discussed the four  questions necessary to know if you  have to do a clinical trials application  then that this question  is does NIH consider clinical studies  to develop a diagnostic product  clinical trials?  

The issue of  intervention from if no intervention  it is observational so the answer  is maybe. I would encourage you  to answer the questions and if you  are not sure talk to a program officer  or email NIH with  your questions and scenario and  they will give you guidance and  advice on whether or not what you're  doing is a  clinical trial.  

Are companies  that specify 6500  expanded access technical assistance  also getting service or also  allowed to get service from  your program?  >> The  answer is no, companies can get  $6500 and technical assistance for  phase 1 and either they request  themselves in the application or  they use our vendor. They cannot  double dip and use the authority  twice, it is either or.  Factor that.  Our programs are good and  well subscribed programs but not  horribly oversubscribed so much  of the time people can get into  technical programs one way or the  other overtime but it is  a consideration. If you request  $6500 you cannot use that  program and could you hire someone  to do some?  Sure. Can you hire a different  vendor? Yes. You write that up in  your application and we look  at it  

If you get more than one award  what are the guidelines from changing  APIs calendar month commitment to  accommodate the  other award.  

This is an incredibly important  question and we will not allow  a PI or company the overcommitted  on time or budget. What that  means is  a PI cannot have more than 12 calendar  months of effort across all efforts  in their life and we calculate that  based on a 40 hour workweek. We  will work with all other awardees  or potential awardees within NIH  and all agencies for any  active awards they have to adjust  accordingly so there is not overlap  in time or budget.  And he was another question,  you might some time but the  name into grants for two  different agencies or the same  whole application, and we will not  duplicate fund but it is illegal  for us to do it and it is illegal  for you to  accept it . So we will negotiate names and  negotiate effort to make sure that  you are not receiving money twice  for the same work and within NIH  you also cannot of like twice  today  to talk different institutions for  the same work. It is dual assignment.  

How do we know what  the study sections are and which  ones to request?  

Excellent question. All  of this publicly information available  is that NIH , scientific  review has 25  to 30 SBIR study sections and  STTR  and if you go to  their  website csr.nih.gov, read the description  of the study sections and you can  look at past panels with three rounds  and you can see who is on the panel,  their expertise, and if you are  not sure you can email a program  officer for advice  as well.  

I want to make a note that we  are seeing duplicate  questions here. If  your question is not being answered  it is probably because we already  addressed it earlier. So the  next  question is what are the common mistakes that  you advised  to avoid?  

There are a lot of common  mistakes. It  is not leaving enough time to do  a good job in registration and preparing  your application you arguably need  months to prepare a  good application not talking  to us and fighting out exactly what  we are looking for and getting certain  types of info on budget, not approved,  but advice on the  budget  and writing too much or  too little in the time or  the money without any need to scope  the project appropriately for the  time and money you are requesting.  And not making a strong argument  for the significance and innovation,  and the market need of your technology,  even if you are applying for  phase 1. You need to be thinking  ahead to the market need and potential  customers and potential partners  so that when you get down to the  peer review and phase 2 they are  not issues. That is off the top  of  my head.  

Can small  businesses outsource the STTR ,  so  in a STTR small business is required  to do 40% minimum of the work and  can the small business outsource  this work to a  CRO?  

They can outsource the  remaining percentage left but not  the 40% I have to keep in the 40%  for the  small business is in small business  control facilities with small business  employees doing small business work.  

Can the PI be more of  a project manager that coordinates  the subject matter experts  and put?  

But is the definition of the  PI anyway. They run  the project to  be PIs do technical which or engineering  work? Sure. But by definition they  are the person who oversees the  project and manages the project  and does whatever else they are  doing.  

I think you touched on  this with the question about making  any changes after submission but  this question is during a  multiyear award what happens we  have to change aspects of the research  strategy based on new developments  either in the market or discoveries  made  through research?  

This is  a different question and this is  now asking about and awarding so  you have an award over two year  phase 2, and you are  doing the work that you have proposed  to do and it is science to science  and it takes you where you are  taken and you have to make changes  to your technical approach or the  aims based on what you have done  or new information has come out  in the literature or whatever.  And you as an awarding of the agency  have a certain amount of flexibility  to have the science take you where  it needs to go and re-budget for  within 25% of your budget categories.  But if you are going to be dropping  and a.m. or altering an aim significant  money or re-budgeting a lot you  have to request NIH   prior approval to do so including  to drop or alter an aim  so contact your program  officer and talk to them about any  substantial changes in budget allocation,  science, specific aims and  so on.  

Is there further flexibility  between subcontract and the small  business which are currently listed  as 33% SBIR and up  to  60% for one entity for  STTR ? With  experience that collaborating research  institutions would be where most  of the experience of validation  could ever.  

The applicant of small business  has to do the percentage of the  work as specified we have some flexibility  on those percentages within SBIR  only and the  STTR  percentages  are nonnegotiable. We  have a little bit of flexibility  within SBIR as needed on a case-by-case  basis. We deal  with them  as needed. The programs are meant  for small business to do a decent  amount of the work. So it is important  they  develop capability. They do not  necessarily have to do laboratory  or bench work and they can provide  management and data analysis and  things of that nature. A legitimate  type  of activity. And obviously these  mechanisms are not  meant as a total passers or other  organizations to do the work. The  small business has to have a certain  amount of work  into it.  

Do we need a provisional patent  or patent  before applying?  

So filing a patent, having a  patent or filing a provisional is  not a requirement of the program  in any phase. You would really want  to speak to your  patent attorney about when is the  right time for you to apply for  those patents or whatever else you  need to apply for. But it is not  a requirement  to do many applicants have their  files patent  filed? Yes but many do  not also.  

Are there restrictions to SBIR  and   STTR funding to be used for marketing  and communications  about?  For example, logos, visual content  and so  on.  

Yes those are not  allowable costs. In fact that could  potentially be used for the fee,  certainly it can be used for the  fee, but it is not a direct or indirect  allowable costs. You might  be able to use under the technical  and business if you hire an outside  vendor to do some of  the work.  

The competing renewal words or  awards can be 3 to 4 million for  up to to years but  it is up to $1 million per year  for up to three years, how can  we get $4 million if we can only  budget $1 million per year for  three years?  

Those are average numbers designed  for everyone and you do have to  contact  the Institute at this time only  the National Cancer Institute allows  $4 million and everyone else is  $3 million  or less which may change but ultimately  contact the Institute and find out  their specific guidelines and they  will have it in their  funding opportunities.  >> 
     Is CRP now  called phase 2B? No  good they are  still separate. There will be separate  CRP funding opportunities later.  

What is a typical review timeline  for  contracts?  

Six?  

6 to 9 months, they come in October  and we make the word the following  spring or summer, typically the  summer.  

And with STTR  does the  PI from the University need  to be a US citizen or green card  holder?  

Let me think.  No that is a  good question, only the ownership  of the company's of US citizens  or permanent residents and any staff,  including the PI, it does not have  to be a US citizen or from that  resident although they have to be  legally available  and okay to work in the United States  but US citizenship is not required  for the PI, only the ownership of  the company.  

Would be STTR be the best  option  for a guy who is  in academia?  

Typically but talk to  a program officer and lay out the  project scenario and ask for advice  on what  is best.  

If a phase 2 was already submitted  without technical assistance budgeted,  can it retroactively be  corrected?  

No. Once your application is  submitted you cannot go back  and amended it if you do not get  funded and you submit a resubmission  letter a one application you can  add it. This  is really from September  moving forward.  

Do we have to pay tax when we  purchase regions and supplies using  NIH and  SBIR  funds ?  

I cannot answer that for you.  You need to tell  to a local tax professional or CPA  as the answer  can vary by what state you live  within and we cannot give out tax  advice anyway.  

There is a question about a  specific office. And it  is Occam.  

I do not know what that is but  that is an office at the HHS level  probably not but within NIH  we  have the national Center  for complementary integrated health  but I am not  familiar  with Occam. 

Can you please repeat where we  can find the SBIR research  priority by NIH   Institute on  the website.  >> 
     It is  sbir.nih.gov/funding, you can get  the Omnibus  access there.  

What types of projects  may not need a commercialization  aspect  or plan? 

Every project needs some type  of talk about commercialization  and the program is designed to commercialize  technology. Phase 2, Fast track  and Direct phase 2 require a 12  page  commercialization plan and  phase I does not require it but  applicant's have to address commercialization  a little bit through the end of  phase 1 looking ahead to phase 2.  These are not research grants for  the sake of research, these are  technology and  development grants.  

Is contract labor considered  inside the small business or outside  the small business?  

 Contract labor, typically accounts  outside of a  small business but if  you're using a professional services  organization to hire some of your  staff that counts is inside but  if you're hiring contractors to  help you on different aspects that  is outside the company.  

If an applicant submits a SBIR  to NIH  , is the  applicant responsible for informing  each party of the application?  

If you send an application to  NIH  and any other agency,  you're absolutely required to disclose  that  by law. That you have applied to  the other agency, especially when  you apply to the second one  you have to disclose you applied  to the first agency.  If you get to the point where your  consider for  an award you have to provide updated  information on everything you have  submitted and its status. You  are required by law under penalty  of lying to the government to disclose  all of your pending and active  funding  sources.  

Is there a maximum effort percentage  for academic institutions within  STTR ? 

The maximum cannot be more than  60% of the budget and academic institution  has to get a minimum  of 30%, the not  higher than 60% total for the  research institution.  

Someone is trying to  clarify if the funding Institute  they are interested in submitting  to does not accept clinical  trials.  

I see that. As  I said, not all the  Institute except clinical trials  under  the Omnibus. 
     So INDS and a few others have  their  own opportunities, it can be considered  under SBIR but  not under the  Omnibus as they have their own funding  and did they  list them.  

On STTR   can small as its employees work  40% of the time within a university  lab?  

No.  You cannot double-dip and if you  work for the company work on the  company side of the STTR and if  you work for university you work  on the University side of the  STTR  .  

Can small  business --  

 Go ahead.  

You are going to say very specific  questions for projects or  technology  

Yes I see a lot of questions  in the question box asking  here is my rough technology and  where does  this go? We will not answer  that over this webinar but I recommend  you email us with those  specific questions.  

Can small business applicants  get assistance in finding potential  research  institution partners?  

We will not provide that  assistance directly.  We do have resources on our site  and you have local resources that  I have talked about before that  will help you do  it.  

Since we use funds from technical  assistance and from the 7% fee for  costs like  patent does those costs count towards  the calculation of the indirect  rate for the small business or are  they still unallowable for the indirect  rate calculation?  

 Still unallowable.  

Does the  academic institution and small business  partner need to be in the same geographical  region?  

No. You can find your partners  anywhere across  the country.  

Where can we find funding opportunities  for CDC and FDA? That would be on  each of their's it  

Yes but the CDC  and FDA  is on SBIR clinical trial not allowed  on the bus and CDC is on the clinical  trial  acquired SBIR   one.  

What happens to an award if  the small business is acquired by  a large company during the performance  of the award or the  project timeframe?  

Very good question and more broadly  what happens if a small business  becomes ineligible by any means  during an award, and an acquisition  is one of those waste you have to  disclose that as you know something  is up and what is going to happen.  Once your company is no  longer eligible active  awards can continue at our agency  discretion they have to  disclose that and tell us what is  going on and we will make a decision  whether or not we will allow you  to continue their work even though  you are not eligible anymore and  we will frequently do that at least  to close out the award but you are  not be eligible to apply for any  more awards even if you got a phase  1 you cannot apply for the phase  2 portion and if you are in phase  1 are fast-track we would not convert  you to phase 2, you can finish out  their work you have at or discussion  but you cannot apply for new ones  once you are no longer eligible.  

Could you give another brief  application of the fast-track  application process?  

You apply, like it phase 2, but  you are covering both phases. So  you have an  abstract but  has to cover both phases and a one  page specific aims page which has  to cover both phases, you have one  12 page research strategy has to  cover both phases and you have one  12 page commercialization plan which  covers both phases and the rest  or all of the parts. So you apply  like it is a raised two have to  fit in all of the work for phase  1 as well and we evaluate it as  a  complete package.  

Are there different pay lines  for a phase 1 and  phase 2 and do institutes have internal  rules about how many phase 1 and  phase 2 they will fund  each year?  

The answer is yes, no, and  made. A lot of institutes the same  pay line and some have  different  pay lines. 
     Some have a balance of phase 1 and  phase 2 award volume and it is all  their individual for the Institute  to balance its own portfolio and  its own budget and ultimately you  can talk to the program officer  about what their pay  line is or the chance of funding  but you do not want to be chasing  one pay line versus  the other. You want to get assigned  to the right Institute that best  fits your technology for his mission  and write a good application. And  the numbers will fall where they  may and will tend to work out for  you if you do a really good job.  It just depends on the Institute  did some institutes publish their  pay lines and some  do not. There is a lot of flexibility  in what institutes pay and how they  pay them and whether they  reach applications inside and outside  of their pay line recall that  programmatic flexibility.  

That was  the last. We just received a  longer one. But  as Matt stated we're getting a lot  of questions specifically  about projects, which Institute  they  fall under, so we do welcome you all that if  your question was not answered and  you really need an answer reach  out to  us through  sbir@od@nih.gov, we will answer questions further  and the slides are available in  the handouts section of the go to  webinar control panel. But they  were also be included with the  webinar recording and transcript  that will go out in  a listserv in the next 1 to 2  weeks along with being published  on the website. We will also update  you when those documents and materials  are live through twitter  which is  nihsbir, and there are a few  other questions I don't know if  you want  to answer.  

If we cannot get them answered  now you can read the transcript  or shoot an email and will get the  question answered. Thank  you Patty for hosting a moderate  today and thank you all for attending.  This now concludes the webinar.  Have a  great day. 

[ Event concluded  ]  

