     Good afternoon everyone thank you  for joining us for the  2018 HHS SBIR/STTR PHS  grant  omnibus webinar on  clinical trials. Our presenter is  Matthew Portnoy who is  the SBIR/STTR program coordinator and the  director of the division of  special programs in the office of extramural research  here at NIH. The webinar will cover  the basics of  the program policy and funding updates  and will help in explaining  clinical trial changes for this new year. You  can access the PDF of the slide  presentation and the handout tab  of your Control Panel and you may  also submit questions you have using  the question tabs in the control panel and we  will try to answer all of those  at the end. For your convenience  the webinar will be recorded and  transcribed in the materials will  be posted on our website within  the next two weeks. Without further  ado I will introduce Matthew who  will begin the webinar.  

Thank you very much Patty I appreciate  the introduction and  good afternoon everyone. In today's  webinar we will cover all of the  following areas related to our new  -- at HHS as Patty said the slides are  available to you right now in the  handout section of your webinar  console and the slides the recording  and a transcript will be posted  on our website within a week or  two. I could say I know many of  you also registered for our webinar  tomorrow at 2:00 to 4:00 p.m. Wednesday  afternoon and  that webinar  will be nearly identical to this  one except we will have less information  about clinical trials. We  will cover the basics about clinical trials  but we will not have as much information  as essentially a non-clinical trial  webinar but the content is identical  to all  the regular SBIR content you will see today.  If you are registered for today  and tomorrow and you choose to drop  or not attend tomorrow's webinar  I promise we won't take it personally.  You're welcome to attend as well  and post any  questions as needed.  

You can also follow up with us  after the fact. With that we will  begin the webinar.  

I want to start by saying as  many of you know we have an annual  HHS conference  every year. Last  year in November we were in Milwaukee  Wisconsin and we are announcing  we will be in Dallas Texas thought  over 30th through November 1, 2018  for our 20th  annual conference.  Stay tuned to our website for updates.  At this time registration is not  open and we do not have the agenda  set we are just sending out a save  the day.  >> [  Silence ]  >> [ Audio disconnected - please stand  by while  reconnecting ]  >> We are talking about biomedical  biobehavioral technology. SBIR is  designed to help small business  participate in  federal research, develop life-saving  technology and  create jobs.  The STTR program is similar in spirit  and designed to SBIR but requires  a small business  collaborate with  a nonprofit institution  typically universities in phase  1 and two and we have information  on the website on the critical difference  page  that explains  what the key differences are between  SBIR and STTR and we will go through  them in this webinar.  

 If you click the  new  do SBIR you'll be taken to an end  for graphic that will help step  you through step-by-step with the  information  on  the links to find out additional information  that will help you understand the  process of the program and flow  of the program.  

I  talked about SBIR and STTR the percentages in  this fiscal year are 3.2 percent  of our extra research and  budget  for SBIR and 0.45 percent  for STTR and those numbers will  remain the same as a percentage  from here on out at least for the  next five years. SBIR  set-aside  program for small business and STTR  is a   assisted program which facilitates cooperation between  small businesses  and institutions.  

SBIR  started  36 years ago in 1982 by an act  of Congress. The four congressional  like stated goals  are here to stimulate technological  innovation, use small business  to meet redevelopment needs, foster  and encourage participation by minorities  [  Indiscernible ] and to increase  private sector  commercialization innovation for research and development. Started  by an act of Congress in 1982 Congress  has to every several years pass  a law to reauthorize  the program. A little over a year ago Congress  passed a five-year reauthorization  under Public Law 114  328 extending  the program for fiscal  year 2022. STTR  was started 10 years later in 1992  with the purpose of the congressional  purpose shown here  to stimulate  and foster scientific and technological  innovation in research between  a small business and  research institution and foster  technology transfer between small  businesses and  research institutions. 
     SBIR and STTR are on the same cycle  of congressional reauthorization  and STTR reauthorizes through fiscal  year  2020 to 5 years  from now. However the list reauthorization  from a  year ago  did at the moment little more than  change the end date of the program  so Congress passed a five-year reauthorization  in  December 2016 and the programs are reauthorized  for five years from this current  fiscal year 2018 through 2022. The  reauthorization was a simple one  line reauthorization which change  the end dates of the  programs. However there are several  pilot programs within the reauthorization  that each has their own separate  expiration date and these were not  extended by the reauthorization  from year ago and therefore all  four  of these Pella programs which I'll describe  in a minute expired September 30,  2017 and NIH nor other  agency has the authority to run  these particular programs at the  moment. The SBIR direct phase II  program had an expiration  date  of 2017 and that has expired  so we are no longer able to  offer the SBIR direct phase II program  until such time Congress passes  an extension of that. The commercialization  readiness  pilot program or CRP also we call that the SP1  activity code expired in 2017 so  we are no longer able to make new  awards and for both of those programs  we no longer have solicitation that  excepts direct phase II or  CRP applications. Those of all expired  on purpose and by design at the  end  of September 2017.  

If those authorities come back  we will evaluate the law that  we authorized and make adjustments  and reissue solicitations for those  programs which will take some time  once we have a lot of. So stay tuned  for  that. Additionally another authority  that expired was the three percent  agency SBIR administrative  funds . This authority allowed the agency  including NIH and  HHS resources to do a lot  of things to help improve the programs  including but not limited to outreach.  So of our outreach this  year already is being reduced in  light of  the fact that we have less resources  to conduct research that we can  only stick to the basic main  events that we need to do but we  offer webinars particularly this  one if we cannot make it out there.  There are many other things that  men funds do as well and we no longer  have the authority to use a percentage  of SBIR to do those things  and  we -- unless Congress  reauthorizes that.  

NIH phase 0 proof of concept  centers [  Indiscernible ] also the authority  to run those has expired so unless  we get new authority those will  phase out shortly. Now there  is hope, there are  bills circulating in Congress as  we speak to extend these four  provisions in do a few other things  anywhere from 1 to 5 years and there  is a bill that has passed through  the house for a  five-year extension and some other  activities and there is a bill introduced  in the Senate for a one-year extension  and some other things but to date  none of those have passed both sides  of the Congress so we are working  closely with our legislative office  and the agency and the  hill to hopefully get these  authorities extended and when we  do we will be able to reimplement  these programs  we had depending on how long we  have an extension for.  

So please stay tuned  for updates on these bills they are of course  publicly available information if  you go to the appropriate committees  of the House and the Senate. So  stay tuned on reauthorization of  these  Pella provisions.  

SBIR is a trans-government  program  conducted across 11 federal agencies  and coordinated by the small business  administration in fiscal 15 this  amounted to over all across the  agency of $2.5 billion. On the chart  on the right side you can see that  fiscal 2015 numbers  are combined, the Department  of Defense and human services which  includes NIH and the centers for  disease control and the FDA and  the administration on community  living the Department of Energy  NASA and National Science Foundation  both have SBIR and STTR programs in the numbers  on the right side of the chart include  the pie chart on the  left  and you can see those five  agencies account for 95 percent  of  overall federal's funding on  SBIR and STTR. The other six agencies  the Department of Agriculture home  and security  commerce transportation education  and Environmental Protection Agency  have only SBIR  programs  from  two years ago and make up the combined  five percent. So  with these we can see the overall size of  the program and we can see clearly  that NIH and HHS is the second-largest  agency and I will show you in a  moment last fiscal year's numbers  from 2015. Additionally the chart  is color coded so you can see granting  agencies in green  versus contracting agencies in blue. NIH is a granting  and contracting issue at issue 90  percent of our awards in form of  grants and 10 percent form of contracts  and that is the solicitation process.  The program generally has the same  structure it's just how  you apply through agencies  and what the mechanism is for on  the other end.  

As I said within the Department  of Health and Human Services the  NIH [ Indiscernible ]  all have  SBIR programs and we can see the  2017 budget here. NIH had a budget  of $861 million  and then STTR of  21 million  [ Indiscernible  ] ACL  3 million and FDA approximately  $1 million.  You can say this is an increase  from 2015 of nearly  $100 million. These combined almost  reach $1 billion so HHS has nearly  a one million-dollar program at  the moment.  

Program eligibility for small  business. This is --  one point critical part of  the program most of the time of the  most complex part of the program  for companies but most companies  usually easily fit into the basic  eligibility and I will go through  this for you now.  

The eligible organizations are  for profit small businesses we get  many questions especially in the  case of a  STTR  can a  university partner with the applicants  and the answer is no. The small  for-profit business is  always always in a wordy organization.  Small business small is defined  by the  small business administration means  500 or fewer employees including  all affiliates. Many of our SBIR  and STTR firms are really  small  10 to  20 employees maybe 20 to 30 or less  and 10. We have many companies that  are startups with one or two or  three employees and founders so  that is  a small and technically means 500 or fewer.  The work must be done in the US  with a few exceptions for foreign  workers based on a unique patient  population for resource that can  only be found abroad and having  the availability of that in the  US just for less money or cheaper  is not a  sufficient specification 
     it cannot be found domestically.  Ownership of the company this is  where it gets complicated but the  vast majority of our companies fall  into the first bullet. Eligible  SBIR and  STTR firms must be greater  than  six percent owned  by individuals or US citizens who  are permanent residence. By individuals  independently operated. What this  means is that equal  to 50  percent ownership by US citizens  does not count we cannot have a  company that held two cofounders  in each own 50 percent one is a  US citizen and one is not a  US citizen. That  is not allowed it must be greater  than 50 percent. The vast majority  of our companies are relatively  simple on her substructure with  a one or two are a handful of founders  and owners that own most or all  of the company.  

The second bullet says that a  SBIR and STTR firm can be eligible  if they are majority  rated than  50 percent owned and controlled  by other small businesses that are  themselves majority-owned by US  citizens or permanent residents.  So essentially a SBIR firm can be  owned one level up   by other  SBIR firms one or more as long as  the total is 50 percent or any combination  [  Indiscernible ]. What this means  before I get bullet three  is that  nonprofit ownership of a small business  is not allowed if it is majority  ownership. So if  the University spends out a company  and the University  owns 51 80 are hundred percent the company  would not be SBIR are STTR eligible.  They can have minority ownership  and collectively we don't care what  the minority ownership is  as long  as the majority is Matt so you cannot  have foreign ownership and  non-profit ownership greater than  half must be US owned and operated  by citizens or permanent residents.  

A small number of companies use  the second bullet.  

The last bullet  is specific to SBIR only and is  a VC role  here a SBIR firm could  be  owned  majority more than 50 percent  by multiple  venture capital 
     operating companies hedge funds  private equity firms or any combination  of these and so there are couple  key phrases here. Must be majority-owned  means greater than 50 percent by  multiple meaning two or more VC  firms essentially. We could have  a situation in those firms need  to be US owned  and operated. We could have two  VC firms each own 30 percent of  a small business for a total of  60 percent that could  be eligible under SBIR but not STTR.  The VC rule does not apply to  STTR.  

 We have a smaller number of  companies a handful per year that  RBC majority-owned and they are  eligible to apply and win awards.  

Eligibility is determined at  the time of award  and so at the time  of application you may have a structure  that may not be eligible but as  long as you are eligible and can  certify at the time of award that  you meet these criteria then we  will proceed to make an award.  

STTR has additional requirements  
     the  STTR the applicant is still and  always must be the small business  concern and  STTR  logic  Tate the minimum work split between  the two parties. The small business  must do a minimum of 40 percent  of the work in 20 percent of  the budget and small business controlled  facilities with small business employees.  Typically that may be rent  and release so a small  business must have its own place  and facilities with its people to  do their part of the work. The partner  in their research institution must  be 30 percent and  so essentially while frequently  we are asked this all  of the STTR cannot happen in the  University lab. The University   could rent  or lease rent space to the small business  and we would ask in the preaward  phase for a copy of the lease agreement  Dick hating the company has control  of the 500  square foot space or whatever it  is and that could be okay and then  the  small business institution has to work at the  conflict of interest with the University  in the case where the small businesses  owned by faculty at the same university  but that the conflict of interest  medication that happens between  the University and the small business.  Nonprofit means all  the things you see on the slide most things  you think of might be involved.  Also other nonprofit research organizations  places like mail Clint take and  scripts included in a federal  laboratory like Los  Alamos is considered a nonprofit  institution. The two parties  small business and the reinstitution should negotiate  intellectual property agreement  so they understand who will do what.  This is something the government  does not get involved in but is  something we strongly recommend  and  the parties keep on file between  them. The data rights and intellectual  property rights belong to the small  business [ Indiscernible ] and subcontract  work that happens  [ Indiscernible ] but it's important  for the parties to have their attorneys  work on the property agreement so  everything is crystal clear  up front.  

The actual program in and of  itself is a phased  research program so we do not get confused later  on when we talk about clinical trials  the phases of the SBIR and STTR  program are not related in any way  shape or form  two clinical trial  phases. We have SBIR phase 1  two  three [ Indiscernible ] and we fund  clinical  trials in  SBIR as you know and we will talk  about but don't necessarily have  to so we want to make sure we are  clear.  When we talk about phases  which were  talking about.  

SBIR STTR phase  1  is this short feasibility study  hundred and $50,000 total cost indirect  and direct  cost 61 -- six months to one year.  Do we have one year SBIR is there  a special commission you need to  ask  for  ? No you just  request the time you need to do  the work and the solicitations will  tell you if we will except longer  periods of time beyond six months  or one year and typically we are  flexible on time. Budget $150,000  total cost . We allow larger budgets, we allow  up to $225,000 which is a hard cap  at 50 percent above we  allow certain  ones to come in above providing  we have a waiver topics and we have  these for many biomedical and biobehavioral  related topics so if you have questions about  your budget or time speak to a program  officer and they will give you guidance.  Phase 1 short feasibility study.  Phase 2 you have to have phase 1  to get a phase II. So phase 2 applicants  are phase  1 awardees.  Phase 2 full research and development  $1 million total cost two years  or maybe three years maybe $2 million  or maybe $3 million were flexible  depending on the budget of the Institute  on what we will pay for high  scientific quality work in high-priority areas so  if you are thinking about a budget  you think are over $1 million and  you don't have a shot please call  us and talk to a program officer  and we will give you advice about  what a regional level budget would  be for the work you're going to  do. Our goal is to fund projects  and appropriate amount an appropriate  dollar amounts and appropriate time  so you can get to the next phase  of the research. Within a certain  amount of reason we don't have infinite  resources and we are bound by  overall guidelines but we are quite  flexible in the budgets and  timelines and we would consider  certain projects and you could talk  to us and get guidance on us. That's  phase 2. Phase 2B is a  full competing  phase award so you do the phase  1, phase 2, you apply for the phase  2B as you would for a phase 2  under omnibus by one of the institutes.  This allows up to  $1 million a year up to three years  so essentially three  million dollars. Many but not all institutions participate  in phase 2B due to  budgetary  reasons. Typically uninvolved technology  that needs to go through regulatory  codes but not necessarily we fund  all types of projects in phase 2B  and one of the first questions you  should think about once you went  a phase 2 award is speak to your  program officer about what they  do for phase 2B and what their policies  are and how you can prep yourself  during phase 2 to put in a strong  phase  2B application.  

Phase  3 commercialization in phase 3 the  government no SBIR agency can spend  dollars on  a phase  3 award. So you will not find solicitations  for phase 3 we get that question  sometimes. Phase 3 is where the  government -- a government agency  may choose to give you a sole-source  contract and  a SBIR program and it allows the  government  to allow  contracts in phase 1 and two winners  if the government is interested  in procuring and buying tech knowledge  he or furthering it along for  other systems. I am here to tell  you NIH and HHS generally are not  going to be the customer of the  tech knowledge he you develop we  generally  do not issue sole-source based awards  are contracts. Other agencies do.  The Department of Defense is a strong  phase 3 program the Department of  Defense will be your primary first  customer on your technology or they  will connect you with a large defense  contractor who you will work with  and they will be the customer but  NIH does not operate that way and  HHS does not. Our goal is your technology  is commercialized in the open marketplace  you need to think when you get into  the SBIR program  where your funding  is coming from it and a face to  her phase 2B. Will you need to work  with venture capitalists strategic  partners  device manufacturers [ Indiscernible ] and we have a  program that can help you think  about those things and organize  those thoughts with you in collaboration  with you and I'll talk about those  later on. Phase 3 is generally not  a customer.  

The main differences between  SBIR and STTR are shown on the slide  and falls into two places. The principal  investigator and the outsource  partnering.  SBIR permits partnering you are  allowed outsource. Subcontract up  to one third of the budget in phase  1 1/2 in phase 2.   It is not required if the small  business has the capabilities and  staff in-house then they can  of course keep all of the money  and do the project on their own.  STTR on the right as we talked about  requires a subcontract  with the  nonprofit institution at  the 40 30 split. That only covers 70  percent of the total STTR cost the  remaining 30 percent could go to  the small  business   or the reinstitution partners split  between them any way they see fit  or to third or fourth parties. Another  question we get under STTR is  can  they have to nonprofit partners?  The answer is formally no there  can only be one  official nonprofit STTR University  partner. You could have a second  University   but that the remaining 30 percent  and they're not the  official party.  

The other differences principal  investigator and this is another  tricky area. SBIR  the  primary employment of  the principal investigator PI must  be with the small business at the  time  of award and  throughout the course of the project.  Primary employment means greater  than 50 percent. It does not mean  full time and it doesn't mean 100  percent but it is greater than 50  percent employment. The employment of the PI is not  related to the effort on any particular  grant. You might have a PI that  is 51 percent employed by the small  business but on a SBIR they may  have  45 percent effort that's perfectly  fine. Half-time appointment is not  primary  of 50 /50  appointment at a small business  in University does not meet the  requirements of SBIR. It must be  greater than a half appointment  51 percent or more which necessarily  means you cannot be full-time elsewhere  so it precludes full-time  employment elsewhere. This is calculated  on a 40 hour  work week so we certainly understand  and realize that nobody realistically  works 40 hours a week  but that's how every employer calculates  primary employment and full-time  versus part-time.  This means that entrepreneurial academic professors  who have their full-time jobs and  appointments at  the universities  and want to keep their day jobs  and benefits at the University cannot  be SBIR principal  investigators  they need to  take a sabbatical or other arrangement  to be primary and the company. This  is where STTR comes into play under  STTR the rules are the  PA  may be employed by the research  institution University are the small  business and whichever one they  are the PI on they must have prior  employment there so we cannot have  a university PI be the [ Indiscernible  ] but not on a SBIR.  On   SBIR with the University entrepreneur  
     they tend in many cases put one  of their former trainees in  as employee number one a former  graduate student and they could  be full-time at  the company for the PI role in the  University professor can be a consultant  or be a  subcontractor again working through  conflict of  interest issues.  

This is an  organizational structure of the  Institute of health and you  can see  it is not unlike other government  agencies that has a lot of parts.  We have 27 Institute centers. My  office  which coordinates the program is  in the office [ Indiscernible ]  24 to 27 shown in  light blue  make SBIR and STTR awards and they  are shown here and when you come  to us with an idea for a project  we will refer you to one or more  of  the institutes .  Each one of these institutes  has dedicated SBIR and STTR staff  that will help you in the scientific  aspects in the financial aspects  and grants and contracts. We have  liaisons who work with you  all the time and we do a lot of  work with them to  coordinate across the overall agency.  We have SBIR coordinators at the  Center for disease control  and  the ACL and we were close with all  of them and we refer them back and  forth to the  appropriate place. 

How do we  split the pie of money we get each  year? Is used on the previous slides  on the right side we last fiscal  year we had a little over  $982 million when  you add in CDC FDA NaCl it's almost  $1 billion. Fiscal 2018 I should  mention we don't know our budget  yet and when we figure it out we  will calculate 3.2 percent [ Indiscernible  ] and we will know if we get a flat  budget then the numbers will be  the same but if we have an increase  or decrease that affects the percentage.  The 24 Institute Tucson the charter  now in this pie chart and they are  range from largest to smallest by  budget. Each of these gets its  own lighting item appropriation  from Congress and therefore we have  24 different sizes of programs  largest starting with the National  Cancer Institute national Institute  of  allergy and disease heart lung and  blood and G.I. MS and aging at the  bottom all the way around back to  the national Library  of medicine. The smallest Institute.  There is the order  of magnitude difference in these programs so  national Library of medicine our  smallest has around a  $1 million SBIR program in the National  Cancer Institute hundred and 6200  and  $65 million  and we have everything in between.  Just because an Institute is large  or small or medium in budget it  does not mean that success rate  or chance of winning an award is  larger or smaller and in fact will  talk about success rates shortly.  Three things go into the decision  how well  it does in the review the technical  merit  and score 
     problematic priority and availability  of budget so are smaller to medium  institutes get lower volumes of  applications so their success is  proportional to the amount of applications  they get. That is our  overall side.  

I'll talk about additional programs  in this slide represents phase 1,  phase 2, phase 2B and phase 3 across  the top. I talked a little bit  about past track in a minute on  the left. The direct phase  to authority in the commercialization  readiness pilot authority already  mentioned have congressional  authority expired but when we get  them back this is where they will  belong on the chart. Fast track  is  available and was not affected by  anything and we still have  fast tracked.  This is the simultaneous submission  and review of the phase I and phase  II application. If it  does well in peer review and we  have the budget and it is in priority  we make the phase I award and the  company does the phase 1 presumably  they meet their milestones and they  send a phase I final report to the  program officer in the program officer  and grants officer can make a decision  to issue phase II within a few weeks  or month after phase I. This is  the way to close the gap between  phase I and phase II which requires  a  full cycle before award. Fast track  is a way to close the funding gap.  

I talked about direct phase 2  SBIR only that authority has  expired  and should that come back we will  reissue and talk about direct phase  2 but it is not available today.  

Phase 2B we talked about this  is a second phase to only  a subset a majority  of the institutes offer phase 2B  due to budgetary reasons these cost  a lot of money and the smaller institutes  cannot afford to do  this program. Always speak to a  program officer if you're interested  in phase 2B when you're in  phase 2.  >> That is a general logistics about  the program now wears a funding  solicitation. All of our funding  solicitation can be found in several  places. The main places on the website  [  Indiscernible ] everything goes into the NIH contracts  that all talk about a minute and  we crosspost all of our solicitations  onto the central SBIR website.   Funding  opportunity announcements this is basically a solicitation  it's a document by which we make  awards it tells you the rules and  tells the Institute budget guidelines  in  the face  to find the application and things  like this. This is a screenshot  under omnibus and you can see where  we had to solicitations we now have  four and will talk about that in  a man at 14 SBIR nonclinical and  clinical trials. Wheat  post the  topic documents and waiver document  above the  hard limit topics. The waiver document  is in that main section of  the appendix.  

We have several types of funding  opportunities our main omnibus uses  what we call standard due dates  these are the April 5 September  5 and January 5 due dates. All of  our standard Omnibus solicitations  are reviewed at the Center for scientific  review  and SBIR and STTR panels  made up of mixed reviewers from  academic industries . Both applications  follow the  application guide [ Indiscernible ] and they do not  have anything extra although the  regular instructions usually more  than that. We do put out  several targeted funding opportunity  announcements and these might be  phases or request  for application or program announcements  with special review receipts  or referral our  regular PA and we have targeted  PAs by institutes. These might  use standard due dates of April  5 September 5 and January 5 or customize  due date. They may have  one customized due date or several  so read  those carefully. These targeted funding opportunities  may be reviewed at the center review  or maybe at the Institute and it will be  very clear in the review section  of the funding opportunity where  the review will happen. These targeted  funding opportunities may have additional  instructions above  and beyond the regular instructions  so you want -- my goal is to tell  you read the funding opportunity  very carefully. The funding opportunity  in the instructions  and the inform center all the materials  you need those to put together a  strong application. Those resources  will basically do everything for  you except write the technical aspects  of your application you know the  actual research strategy.  

Onto our new Omnibus  we have  four so  on are Omnibus solicitations we  continue to have the NIH the CDC  and the  FDA . Let's look at the bottom first.  We have the things called clinical  trials not allowed and I'll explain  that later. Clinical trial  not allowed  SBIR  [ Indiscernible ] and  STTR  [  Indiscernible ] and within the slide  deck these are hyperlinks. This  is our main  Omnibus  . All 24 institutes and centers  in the CDC and FDA are  on the SBIR parent clinical trial  not allowed all 24 institutes are  on the   STTR  CDC and FDA do not do STTR. This  is what you can think of at the  regular  STTR everyone is on it  but it only accepts  applications that don't pose a  clinical trial and will talk about  that. Clinical trial required PA  18  [ Indiscernible ] 18 576  STTR  those have a subset  of 15 Institute centers that are  on those, not all of them and will  talk  about that. These are the parents solicitations  for clinical trials you have to  propose a clinical trial to apply  to the top two and we'll talk about  that in a minute. We released those  on January 16 and also released  those before the due dates  we ordinarily release him for three  due dates but last year we cut it  short because of the transition  to clinical trials policy so these  four funding opportunities are open  for September 5 and September 5,  2018 and January 7 and April 5 of  2019, for due dates. January 7 2019  because January 5 is a Saturday  and NIH when the due dates fall  on a holiday  a federal holiday or weekend the  due date shifts to the next business  day so it's January  7 2019. Spivak additionally  as I mentioned before NIH issues  SBIR  contracts . Five or six of our institutes  per year and the CDC does issue  topics around  40 topics. They typically achieve  the solicitation in July with  the act over closing date we have  a link here to last year solicitation  and the website part of it. We do  a separate webinar when we  issue the SBIR solicitation in the  summertime so we won't cover more  than that.  

NIH does issue funding opportunities  each and every day of the business  week Monday through Friday. On any  given day we may or may not issue  a SBIR  are  STTR opportunity but you can find  out by signing up  for the NIH guide  shown at the  link here. Signing up for that you'll  get a weekly email  with everything  from the last week. We put our policy  updates in that as well. So I encourage  everybody to logon and click the  link and make sure you are  on that email.  

 Now we get to the clinical trial  program of our -- part  of our program. So  last year  NIH announced new reforms and initiatives  toward clinical trials for  the purposes of allowing the agency  to better control and  better manage NIH defined  clinical trials. In human subject  research. This involves the two  areas on the left and right. First  off for  all research involving human participants  we have issued a  new form to collect human subject information  and we will talk about that. Additionally  we require the use of a single institutional  [ Indiscernible ] for domestic studies  so  if you're SBIR clinical trial is going to  do the that two or more sites in  the US you have to use a single  
     SBIR  center and that's regardless  of whether you use a clinical trial.  

On the right for research  that made the definition of a clinical  trial which will get to later it's  required that everyone involved  on the award take  this the main reason we  talked today is that clinical trials  must now come  in on clinical trial specific funding  opportunity announcements or clinical  trial FOA  they can't come into  any funding opportunity. The  specifically says this except clinical  trials. Because of the new definition  and requirements we added new criteria  to every opportunity and  we have also at the end of  the project expanded registration  and results reporting in  clinical trials.gov . All of those are there now after  the implementation on January  25, 2018. 

What is the NIH definition of  a clinical trial and I will forward  this by saying this is not new the  updated definition 
     was in 2014 and is four years old.  The definition is on top of the  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.  That is the definition. The three  bullets below  provide expanded definition and  clarification of what is  funded of predefined process randomize Asian  specified in a protocol that stipulates  the assignment of subjects [  Indiscernible ] intervention placebo  or control of clinical trial.  And intervention  is manipulation of the subject or  subjects environment for the purpose  of modifying one or more house related  processes  or endpoints. The health related biomedical outcome  is defined as a prespecified goal  or condition that reflects the effect  of one or more interventions on  human subjects biomedical behavioral  status or quality of life. That's  allowed to say and a lot to read.  That's a link at the bottom. What  we found as  many folks who were not previously  thinking they were doing clinical  trials will now find themselves  in  the position of conducting an NIH defined clinical  trial. Now if you are not sure of  whether or not what you are doing  falls into this definition we have  basically  developed for yes and no  questions and we have a link at  the bottom that will take you to  this and will go through these in  a minute but if your answer to all  of these questions is yes and these  are yes and no questions and if  the answer is yes to all for you  are doing an NIH defined clinical  trial in any application to the  NIH under SBIR are in the  -- [  Indiscernible  ] so does your study involve one  or more human participants yes or  no. Are you going  to assign the human participant  to an intervention yes  or no? Do you intend to evaluate  the effect of  the intervention?  And you have a health related biomedical  or behavioral outcomes of the study  yes or no? If even one of these  answers is no then you  are not doing a clinical trial and  you can apply to a  funding opportunity that does not accept clinical trials  and will talk about the types of  funding opportunities in a minute.  If you say yes the consequences  are you will have to fill out a  lot more information in  your application.  

When we talk about  clinical trial specific opportunities  all applications 
     contract and grant submitted after  January 25 of this year which is  why were on the webinar today for  the April 5 due date must be submitted  to a  FOA  that except clinical trials. You  will see if you have paid attention  in reading that we have three flavors  of funding opportunities now. They  will say in the title and lower  down clinical trial not allowed.  These funding opportunities will  only  accept applications not proposed  in clinical trials. If you propose  a clinical trial your application  will not be let  in.  

Metal clinical  trials required these funding  opportunities only accept applications  in one or  more specific ways. You  must propose a clinical trial to  apply to a STTR that says clinical  trials required. It may be the last  name but you must  propose a clinical  trial. The last one  is called clinical trial optional  and this is a funding opportunity  that accepts either applications  that proposer do not propose clinical  trials. Now knowing this I want  to go back to our  two flavors of  FOA . Clinical trial required  only accept  an application  if you propose a clinical trial  by the definition I just showed  you. The two at the bottom the main  SBIR clinical trial not allowed  will not accept an application   that puts in a clinical trial. For  the  parent and Omnibus we do not have a clinical  trial optional and NIH does not  allow it so you will see  other  SBIR funding opportunities that  the institutes issued that are targeted  and they may say clinical trial  optional and if you find that funding  opportunity if you do not have a  clinical trial that's okay as long  as you are in the scope of the funding  opportunity. For the parents it's  either yes or no  under  these two.  

Those are the three flavors of  funding opportunities you will find.  All of the information central to  NIH can be found at the bottom this  is a public website. You can see  on the left side in the lower left  the great area we have clinical  trial definition why we made the  changes information on clinical  practice and the other pieces  of information that I just talked  about and more. We don't have time  to cover  everything but that is relatively  standard still.  

Because of  this change to having clinical trial  funding  opportunities we restructured the  document to reflect that. Now if  you have 200 page documents broken  out by Institute we  have added some information in there  to help  you determine what the right funding opportunity  might be for clinical trials. We  separated our topics in each section  has a section that says nonclinical  trials topics in clinical trial  topics. They may be the same, you  may find the Institute says these  are clinical trial topics in our  non-pinnacle trial topics are everything  above that does not propose a clinical  trial but they might have different  topics all laid out by sections.  We added a couple check boxes. On  the left we asked the question does  the Institute let just say any one  of our 24 does her Institute support  clinical trials under SBIR  and STTR. Many  say yes and most  will say yes actually  in handful will say no and it means  I'll use another funding mechanism.  Then there is a second chart with  reset the boxes underneath it. If  you  say yes that you can accept clinical trials  does your Institute except clinical  trials under the SBIR STTR Omnibus  parent that we talked about in the  last slide.  In this example they  said yes. The second is will you  accept clinical  trials under other types of Institute  funding announcements yes or no.  In this example you see  they check yes and they  listed the particular funding opportunity  announcements that are SBIR clinical  trials  .  They may also provide a link  to a website that provides a list  of those solicitations. In this  case the Institute will accept SBIR  under the main Omnibus and under  announcements. Some institutes have  one  or the other or both. The  last bullet says do you accept clinical  trials under non-SBIR  and STTR  opportunities? In  this case it says no but in some  of it it  says yes. Small businesses are eligible  to apply for many of the mechanisms  so a small  business can  apply to most and some of those  are clinical trials or other mechanisms  as well  and some institutes want small businesses  to apply to their other non-tran02  funding opportunities and they will  check yes here and list the link  or the solicitations. We have done  this in a presumed attempt  to be transparent about what is  available on what your options are.  We will make adjustments as we go  but our usual advice is going to  apply. If you do not know what  to do or don't know what the funding  opportunity is there you're not  sure that the application at the  clinical trial are  not contact does the central office or  a program officer so they can give  you the best advice on whether they  think what you are doing is a clinical  trial are not what is the best funding  opportunity for that work. Even  if it's not a clinical trial they  may send you to the Omnibus  or  to [ Indiscernible ] or they may  say it does not matter but that  is where you will get the most solid  advice.  

The new clinical trial form  is  required in all applications after January  25. It consolidates information  in human subjects in clinical trials  into one place. It feels like you  provide us more information but  you are providing the same amount  of information in one place where  before it was spread across different  forms prior. It extends the information  required for meeting definition  and collects it at the study level  and aligns with the field you have  to report to  clinical trials.gov. These at the  bottom have instructions about the  new form the  new application and to talk about the clinical  trial forms and what to do.  

What I would like to do now is  play for you a public go available  nine minute video which is a walk-through  of the  subject form . You can find this on the website  you can probably Google NIH clinical  trials video. In the slide deck  if  you share -- click  share you can get the direct link  to the video. The video was recorded  at the volume lower than my voice  so you may need to turn your volume  up to hear  this video. I can guarantee the  video is that Max volume on  my player so whatever volume  it is you may need to turn your  volume up to listen. At the end  of the video make sure you turn  your volume down because when I  come back on it will be too loud.  I'll start the video and I will  come back and  nine minute.  

A walk-through of the human subject  in clinical trial information form.  NIH collects  human subject 10 clinical trial  information across application forms.  Your change in  collection strategy [ Indiscernible ]  after January 25, 2018. You will  continue to use  the research farm to  determine whether application involve  human subject research and collect  information [ Indiscernible ] numbers.  We will consolidate  the remaining clinical trial information collected  on multiple forms into a new subject  subject form. This new form allows  us to  collect detailed information for the protocol included  in the application. Before you begin  to fill out the new form make sure  you complete the project information  form. The answers you provide on  that form will drive the requirements  for the  new form. As we explore the new form keep  in mind the look and feel of the  form is different based on whether  you used  a system or workspace to prepare and submit  your application. For example buttons  may have different labels or may  be found in a different part of  the screen but all the data fields  and requirements remain  the same regardless of the differences.  Let's check out the new form.  

If you answer no to the human  subject question on the form and  that answers reflected at the top  of the new form. Just below the  information is a section [  Indiscernible ] you will need to  answer the question does the research  involve human specimen  and/or data. If you answer yes provided  justification for why you believe  [ Indiscernible ] and unless your  announcement provides additional  guidance for the form you are done  with it. Simple. If you answer yes  to the question on  the form your answer is reflected  at the top of the form. This time  you will get a form with a hatted  yes -- [  Indiscernible ] that study record  may be a full detailed record or  delayed onset record.  If you anticipate human subject  research will  be done it cannot be described until other  aspects of your research are completed  then you may need the definition  of delayed onset. Entering this  study is pretty easy simply provide  a study title indicate whether one  or more clinical trials or participated  in attach a justification. Your  justification must describe what  information cannot be provided at  the time of application and assure  that you will comply with policies  [  Indiscernible ] that will use the  same protocol and a plan for dissemination  NIH funded clinical  trial information. Note delayed  onset is not the same as delayed  start where the information is known  up front but the work is not done.  Unlike delayed onset weep expect  a full  study record. Let's look at a full  study record. Study records are  broken down into five sections the  specific fields you need to complete  very based on the specifics of your  application. I have marked the fields  required for human subjects studies  [  Indiscernible ] any additional fields  you must complete [  Indiscernible ] visualize the requirement as we  walk through the study record.  

Section 1 includes basic information  and must be completed. Both those  with and without clinical trials.  It includes the study title of 30  characters which must be unique,  exemption  code information are the exemption  code information provided by the  form as an application [ Inaudible  - static ] at the  study level. A clinical trial questionnaire  if you answer yes to all four questions  a study is required -- finally a  clinical trial identifier  often referred  to as an NCP number. This is an  optional field since you are required  to register until  21 days after your first participant  is enrolled. As we look at other  sections you may notice our form  has many Filton comment. Having  a place in the farm to collect the  identifier positions us for dated  exchange to provide more consistent  information between systems. The  additional sections are designed  [  Indiscernible ] in a structured way. Providing  specific fields for key information  reassures each item is given appropriate  consideration and ensures we have  the data necessary in a format  to review. Section to a study population  characteristics. You must complete  this for all studies unless exemption  four applies. You will recognize  the inclusion of women and minorities  and children attachment from the  old form and many items are built  for information  previous collected [ Indiscernible  ]. The last item in this section  is for inclusion reporting all studies  must include at  least one report. We will no longer  use a standalone inclusion  report form instead data collection  for up to 20 reports  has been put in each study record.  For each inclusion enrollment report  you need to indicate whether a resource  will be used and whether the location  type is domestic  or foreign . There also optional fields in  the report including a test entry  comment section. There are separate  tables  for data. Section 3 is the protection  of monitoring plan section. And  includes the protection of  human subjects attachment found  on the research  plan form. You want to read through  the instructions for this attachment  at some of the information previously  collected is not collected in other  main fields on the form. All studies  must provide the attachment and  answer the question regarding multi-type  studies. If you propose a  multi-type study [ Indiscernible  ] at more than  one site you will need to attach your plan  describing how you would comply  with the policy on the use of single  site research. The remaining fields  in the section the data safety  monitoring plan a question about the use of a monitoring  board and the overall structure  of the study team attachment are  only required for studies involving  clinical trials. Other studies can  include them as needed.  

Section 4 is [ Indiscernible  ] you're required to complete this  for study records involving independent  trials. You will receive a  system area -- error if you try  to  submit this. [ Indiscernible ] a  brief synopsis of the objective  of  the study, a series of design including  description type name and description  for 20 intervention drop-down selections  for study phase allocation  and  check boxes and the ability to provide  the name timeframe and description  for at least one but up to 50  outcome measures. We also included a new dissemination  plan used to describe your plan  for the dissemination of NIH clinical  trial information and you'll use  this to describe how you plan to  meet the expectation of the new  policies including the requirement  to register and report your results.  The  final section is  for other clinical trial related  attachments which is only used in  clinical trial study records and  only when an  attachment is specific to the opportunity  announcement you are applying. We  have seen how our new clinical trial  information form consolidates information  scattered across multiple forms.  Expand clinical trial data collection  to provide the level of information  is a structured data fields to leads  you through key requirements provides  a consistent format to quickly find  key information and allies the  clinical trial [ Indiscernible ]  between systems. You will find our  updated application form in the  form letter  E we will post at the end  of October. The packages must  be used on or after January  25, 2018. For more information about  the clinical trial information visit  the website at [  Indiscernible ].  >> 
     All right folks so I recommend you  turn your volume down if you need  to at the end of the video. That  explains the clinical trial form  and their  application instructions to describe that as well. As I  said when we talked about the clinical  trial Omnibus we have 15 Institute  on  the Omnibus and they are all shown  here on the slide. If you are proposing  SBIR clinical trials  to an Institute  not on this list then I recommend  you check the topic section or  you contact their  program officers to ask them where  they recommend you submit SBIR trials  to . This list may change though it  is possible institutes may choose  to sign onto the clinical trials  or other agencies but if they do  so that will  be 30 days prior to a due  date submission.  

Additionally on our website we  have added a new set of clinical  trial  frequently asked 
     questions so if you go to our FAQ  page we have a new area that talks  about these clinical trials. Most  of these answers are linked to the  resources we have given to  you prior.  

When you are searching the regular  Omnibus topics of course you can  use anything you want 10 we do accept  really any tech  knowledge he within  the mission of our agency or agencies  and so while you  may have a lot of things to work on you  can really search the solicitation  topic list or just ask us and we  will give you advice on whether  or not what you are doing is within  our mission scope or not.  

As we move on to the latter portion  of the webinar let's talk about  success rate than brass  tacks. What is the percentage of  awards divided by the number of  applications  we get asked if  we look at this from last year fiscal  17 these numbers are essentially  hot off the press and it takes us  a couple months to run these numbers  for all of NIH. From left to right  blue is SBIR and gray areas STTR  combination phase  1 and two have run a 17 and  19 percent success rate and that  is the [  Indiscernible ] so that's around  16 percent in 2017  so fast tracks in phase 1 has the  same  rate. From year-to-year  our success rate is 14,  15,  16 17 percent and it  holds from year-to-year. These numbers  are up a few percentage points from  fiscal year 2016 so success rates  are generally up in 2017. If we  look at the third set of bars we  see phase 2 success rate is 37 four  SBIR and 39 for   STTR . [ Indiscernible ] why is  this higher than phase 1? The phase  2  applicant pool is phase 1  awardees from prior years. The phase  1 applicant pool is any eligible  company that wants to put in an  application so it's open to all  US small business but the phase  2 is phase 1 awardees. Our second  phase to phase 2B has a 40 percent  success race. Last year we did not  make any  phase 2B 
     which is why there is no bar there.  2017 what the last year for the  SBIR direct phase 2 and the commercialization  CRP and they of success rate  of around 27  and 29 percent and that's up from  the prior year. Those at the overall  success rates and you have to  take success rates with a grain  of salt on how useful they are as  an individual company putting in  an application. Your success rate  obviously is [ Indiscernible ] but  this is on average across all institutes  last year. So you  have the raw numbers this is publicly  available information on the bottom  our website so you can see in 2017  at the bottom we got  6300  SBIR  and STTR applications made around  1200 awards for success rate of  19 percent combined  and then in  blue at the top is SBIR and  greenness  STTR you can see the  volume of  applications  we get around 3500  applications and around 550 awards  [ Indiscernible - low  volume ] additionally all the other  success rates are here for all the  programs in the amount of dollars  we spend for the overall  new awards. At the bottom  right you will see the number is  516 million and you will note that  is lower than the $980 million and  that's because these are new awards.  What we have to pay every year is  your two and three of  phase 3 and that  tends to take up the remainder of  the funding so about half of our  awards are half of our budget is  available for awards every year.  

We have some examples about different  types of funds and some of their  successes with a and this is not  to boast and break per se but is  an example of the types of things  we find the path of some companies  and it is meant to be there  for you. Also we use some of these  folks and we hope to use you someday  as examples  when we do outreach and talk about success  stories. We find companies want  to hear from other companies about  the program and what their challenges  were as opposed from a federal staff.  So we developed a [  Indiscernible ]  and it has different groups and  different attachments and allows  patients  with tremor disorders like Parkinson's  to counteract their tremors and  allows them to eat in public with  her family and  friends etc. which is a real challenge for many  patients. This company one our phase  I and phase  II awards they are still in business  working on second and  third-generation products.  

We cover a large range  of technologies and what is funded  by us to work  on technology to limit [ Indiscernible  ] and lead the way and is environmentally  friendly so the tech knowledge he  is not poison  or rat traps but it alters  the reproductive capability for  the rodents so they cannot make  offsprings and that takes care of  your rodent problem and we  have contracts  with subway systems and transit  authorities across the country in  the world.  

We  do find and we are interested in  funding a range of companies and  investigators and will talk about  how we want to fund -- for the purposes  of making sure we are funding women  and minority entrepreneurs and Laverne  Morrow's advice is that you have to keep trying.  We allow re-submissions and you  can send in applications again and  this is  an art and takes a little  bit of luck or a lot of luck depending  on your review but we do find one  third of our applications and one  third of our awards are new to NIH  companies so they are first-time  submitters. So it is not -- there  is plenty of room for new companies  to do well with strong applications.  

We do fund education technology  and other types of technology you  may not  think is by a medically but we fund  education technology when it's related  to biomedical behavioral so we fund  education, fund  healthcare, IT and apps and drugs  and diagnostics and medical device  and research. So  electronic submission for both grants and contracts your  company needs to be registered in  these five federal systems that  has not changed with our rollover  to clinical trials are contracts  also come in  under electronic contracts right  now. What  has changed after our last deadline and is  no longer available for that April  5 deadline and beyond is submitting  using the Adobe form packages as  is. It is only electronic submission  using the assist system the NIH  base submission  interface system. You can use grants.gov  workspace or your company may have  a system to  system solution but all of our solicitation no  longer has the ability to download  the subset. Grants.gov stop supporting  that after our last deadline of  January 5 so all submissions must  be through a sister workspace and  I strongly recommend if you are  considering using assisted the system  and the service desk can help you  with everything but I think after  you get used to assist I think you  will like it and hopefully learn  to love it. It's a  system in progress and we continually  make updates to it of course. There  is no longer the Adobe form packages  as a  submission option.  

I want to highlight some changes  other parts of the application.  We  have new clinical trial forms but  we also have minor updates to the  SBIR  STTR information form  that  are shown here. At  the top we now ask which agency  you are applying to and it offers  a DOE HHS Health  and Human Services Department of  agriculture and  other and in the instructions you check HHS  if you apply to NIH CDC and  the FOA. We are HHS so  you check HHS. If you check other  and type in NIH your application  will get in no problem. If you  check DOE or [  Indiscernible ] it will be rejected  with an error but you can check  HHS.  

The control ID this is a nine  digit number you get from the small  business information on the company  registry. We now collect that on  the registration form and you must  provide this nine digit number or  your application will throw  an error at you. You no longer have  to attach the halfpage just give  us a number. Program type this  is unchanged and I want to make a note that  NIH HHS does not accept both as  an option. The Department of Energy  does but we do not you have to  pick one. The next is the biggest change  application type. It used to say  phase to phase 2 and fast track.  There are now additional options  and unfortunately most of them you  cannot use because the programs  are expired but they are there.  We have a direct face to that is  not valid for [ Indiscernible ]  only SBIR  and direct face to authority  expired so the instructions say  only check the funding opportunity  that allows it. You will find no  funding opportunity [ Indiscernible  ] never checked direct phase II  at this point in time it will throw  an error.  Phase 2A  that is not valid for HHS other  agencies use of phase 2A but we  do not . If you check it it will  throw an error. Phase 2B now we  can check if you are applying for  the second phase 2 whether it's  other under the Omnibus are under  [ Indiscernible ] you can check  phase 2B.  Commercialization readiness  program  we now can track that but we don't  have any  funding opportunities to collect the information until  we get new authority. We updated  this form at the intent of having  it ready and it came out just as  the authorities expired but they  are there on the form. If we get  those back you can check those boxes  but do not do it now.  

 Below that it says phase 1 letter  of intent number leave  this blank. This is not applicable for HHS.  The Department of Energy does collect  and requires of phase 1 letter of  intent. If you type something in  there it will not do anything it  may throw a warning but it will  not stop it but you can leave  it blank.  

Lastly before the questions agency  topic/subtopics we typically do  not have our topics numbered in  an organized way. If you put something  there it will not cause any problem  but you don't have to put anything  there. Occasionally they will ask  you to do that but we do not collect  sub topic  or topic. In the lower part of the  chart that shows the first couple  questions number one is the same  one letter a  and 1B. 1C asks  if you're organization is owned  by VC companies. We now have a yes  or no question  and you have to submit the certification  for those companies but we collect  it here. New data collection for  the SBA is your small business a  faculty or student  owned entity ? If you go into the application  instructions we provided definitions  to click through and what does that  mean in that pops up  here and it says a faculty or student  owned entity a small business concern  that is at least 51 percent owned  by one or more individuals that  at the time of application [ Indiscernible  ] of  higher education.  This is used for  absolutely nothing other than reporting  faculty ownership to SBA there is  no requirement that legal or otherwise  that your company be  student owned or faculty owned it  does not  affect eligibility outside  of what we talked about before.  This is solely for tracking companies  that happen to be owned by faculty  or students because that was the  data requirement in the 2011 reauthorization.  This in no way affects any application  or  funding decision in any way shape  or form.  

Than the rest of the questions  are the same by and large so I will  not go into those. Timeline roughly  seven to  nine months  depending on the time of fiscal  year before the award if you apply  for the upcoming April 5 deadline  that goes to may  or June peer review. Secondary review  on September 1 available funding  tends to be even  late September or early  in the fiscal year. The problem  that many of us have in October  November and December and  through February 
     is we are not given a federal budget  from Congress so we make a small  number of awards but not too many  until we get a budget so the awards  are always delayed due to legs in  the budget. The timelines are shown  here based on due date.  

Every application goes to the  peer review process at NIH and we  start in the upper left. You have  your idea for the product you confirm  eligibility submit your grant that  goes to the review for assignment  and goes to a peer  review. To SBIR panels and  funding Institute   panels and we issue the award  to you. Then you do the work. It  follows the standard [  Indiscernible ]. We  will not have time to go much more  into this that is of itself a whole  set of webinars and in fact the  scientific review panel did  a SBIR peer review webinar and if  you go  to  the web you should be able  to find webinars related to the  peer review process for SBIR grants.  Very briefly  the  overall impact score you get between  10 and  90 and there is  scored review criteria from  1 to 9 for environment. Additional  review criteria we have clinical  review criteria including [  Indiscernible ] so these are reviewed  and  there is a  question in the funding opportunity  addressed by reviewers and looking  at your application based on  the reviews. The most important  piece of advice or two pieces of  advice actually and I have talked about it  throughout. Talk to one of us talked  to a program officer at least a  month before the deadline if not  sooner. Talk to them about your  application which funding opportunity  and advice on this or that and the  other.  Omnibus  has a link  to the program managers and that  link is provided here and is shown  in the background of the slide.  If you don't know who to contact  send my office an  email with a short summary of your  technology and we will get you to  the right place.  

I talked about this a little  bit we are very interested in improving  our work  to get high quality  applications from  women-owned small businesses and  social and economically  small businesses. The definitions  are here a woman owned small businesses  51 percent owned  by women they must  be US citizens in a socially and  economically disadvantaged must  be 51 percent owned by those type  of individuals. On the front page  of the application there are check  boxes for [ Indiscernible ] I really  encourage you to check those when  you submit carefully and appropriately.  We use this  information solely for knowing how  many applications are coming in  the door by women-owned  small  business and socially and economically  disadvantaged small businesses and  how many awards go at the door.  We collect this information and  reported in aggregate. So  it's important -- I did  notice when you registered for the  webinar we asked whether you are  women-owned  small business  and that's how we know how many  people we touched today and we did  have a lot of people who answered  I don't know so I strongly recommend  you find out what the ownership  structure of your company is so  those check boxes can be checked  appropriately. They in no way affect  peer reviewer funding decisions.  They are  solely for the purposes of our application  and  award tracking.  >> I know we talked about this but  it's important to us we have challenges  across the agencies and government  of bringing where -- women and minority  programs in and we know where  we are and where we  need to target our real reach to.  As we wrap up we have several programs  we participate in  the innovation program we have two  rounds per year for phase 1 awardees  and we encourage you to look up  NIH ichor if you're  interested in phase I. We facilitate  partnerships and send our companies  and frequently pay  for their education as part of their  grant to do pitches  at events and through organizations across  the country shown on the bottom  part of the slide. It's tough to  do it this year with the lack of  a budget but we do it to some extent  always. Lastly we have technical  assistant programs that assist our  phase I and phase II awardees. Phase  1 is an assessment program supplied  by science and technology which  has a contract with us to provide  it. The call for this comes out  in October of  every year and this programs provide  phase 1 awardees with an assessment  market analysis free of charge to  them. We pay for that and it  allows them to show a solid  commercialization plan. Our phase  II program is called per commercialization  accelerated program and that is  run by our vendor and this  is an 8 to  9 month hands-on training program for companies  that helps them in all of the things  you see on the lower right part  of the slide peer companies are  paired with the principal advisor  and have access to expert resources  and all of the leverage at NIH to  help them along their way to work  in the SBIR  business.  Lastly I would encourage  you all to get and stay connect  Ted. We have  an NIH with 18 or 19,000 people on it  you can use this email and type  in the message in your name and  we  will get you on their. A link to  the NIH guides we will have that  link on Friday. We are on Twitter  we have success stories and we would  love to have you. On the bottom  at this link simply goes to these  five people in my  central office to help me run  the program . These are our actual phone number  is the actual email numbers you  will get us directly and I want  to thank Patty who is on the bottom  right who has been moderating and  keeping the webinar up and running  today. Now  we will met with that I want to say thank  you we appreciate your time. We  have been going for an hour and  a half and we have built in time  so we have a half an hour worth  of time to go through your questions.  If we don't get to your question  you can definitely feel free to  email us or call us and we will  definitely get back  to you. Patty has been  answering some of your questions  throughout  in the question counsel so give  me one second here and I  will -- I  will get the  questions appear.  

My PowerPoint died but you don't  need to see that since we are going  to do questions. Give me one second.  Patty are you there quiet  

Yes I am here.  For those that have been sending in their  questions I have been putting them  together. We have a good amount  that were repeat questions so I  wanted Matt  to address them with  everyone. I see some are still coming  in so we will try to get around  to those  as well.  

While my email is loading I  will  go through -- my email came up and hopefully  you can't save that much and let  me just --  

Matt I can read them off.   First question in this one came  up a lot if you plan to do a clinical  trial is defined by NIH and phase  II but not phase I do you apply  in phase I for the clinical trial  required version?  

I was keeping an eye on this  and this question came in quite  a bit . You only applied to the clinical  trial funding opportunity for the  phase of the clinical trial. Most  phase  I awards are small and  dollar amounts and small in period  and most of the time we do not do  a clinical trial in phase I but  you might do preliminary work. So  you will apply for phase 1 under  a clinical trial optional are not  required standard  Omnibus  and  put in your application and do the  work and then apply for phase 2  under the clinical trial funded  opportunity. It's okay to switch  funding opportunities between phase  I and phase II if you don't apply  for a clinical trial in phase I.  If you apply for a fast track which  is a combination of phase 1 and  phase 2 and comes in under one application  if you do a clinical trial in the  phase 2 of a fast track but not  phase I but then yes you would apply  to the clinical trial required funding  opportunity or Omnibus.  

 Okay.  Realistically speaking the phase  1 award  amount even at $300,000 is too little for a  clinical trial so can phase I support  part of an ongoing trial that is  being planned or otherwise does  a clinical trial have to be discussed  in phase 2 or the  phase 2  portion of the fast track?  

Of phase 1 can support part  of a clinical trial but you have to  be careful and explain where the  rest of the funding for the clinical  trial is because if you are paying  for part of a clinical trial with  other resources and the SBIR does  not come through for whatever reason  then where are you with your clinical  trial ? so that is there portion  of it. It's possible but speak to  program about that as well.  

If you received a phase 1 SBIR  that was successful and you waited  a  few years  for submitting to phase 2 what is  the longest amount of time that  can pass before you're no longer  eligible to submit the phase two  application and if you waited too  long can  you submit directive phase 2 but we know that  is an expired pilot so that answer  is no.  

The answer is you have two years  or six receipt dates to submit  phase 2 or phase  to be. If you submit after that  you could  still the submit it but you have to speak  to the program officer and see if  they are interested in not long  of a period. They could allow it  but typically two years after the  end of phase one to submit phase  2. Even if we had direct phase 2  authority it would not count as  direct phase 2 since you are already  funded for  phase 1.  >> PA 18 574 clinical trial not allowed  do you mean a clinical trial is  not allowed in this specific application  or can the  project  -- I am not understanding this question.  We will  come back to it.  

I skimmed it. If it says clinical  trial not allowed it simply that  you cannot  submit a SBIR application in phase  I our phase 2 are  fast-track  in any  phase. If you have an application  where you might do the clinical  trial in phase 2 you could submit  phase 1 for the preclinical work  and that nonclinical non-funding  opportunity and submit phase 2 under  the clinical trial  opportunity.  

Okay. How well an application work if  it's a resubmission on an initial  application that took place before  January 25?  

Many folks may put in an A1 resubmission  and it will depend. If you propose  a  clinical trial in that original submission you  have to put it on a clinical file  opportunity announcement or some  other. If it was not you could do  a re-submission under the  clinical trial but  it depends on if you went to NIH  with the clinical trial.  

Can we get summary statements  earlier than 30 dates for grant  submitted on January 5 so we may  be able to resubmit on April 5?  

Summary statements  come in  and 30 days and they come out pretty  much every few days after the review  meeting. They don't hold them until  30 days prior. They do them in order  best to worst and release them in  batches. Your summary statement  may come out the second, third,  or fourth week and there  is no -- you cannot make it come  out faster it comes out when it  comes out within 30 days. Obviously  with some cases it's close to the  deadline and depending on the comments  you  need to decide if y'all resubmit  shortly or wait do a solid job on  the resubmission.  

Can you explain the high success  rate of the fast track application  versus  phase 1  since FastTrack is considered more  competitive?  

I would  not -- let me  find that 
     -- I would not call this high. It's  a percentage or two above the success  rate and that's probably standard  deviation. Typically on many it's  about the same. FastTrack tends  to be for a more mature advance  company that has a strong preliminary  data set so it's not for the first  time first  company submitters that have a great  idea so it happens to  be appointed to above the success  rate of phase 1 this year but it  bounces around a pointer to in any  direction.  

Do the reviewers know if  you are  a women-owned small business or  socially disadvantaged business  or is this mask to them?  

Your  cover page is not in any way masked so the  information is available to them  if they read the cover page. They  won't do anything with it I know  there are issues and challenges  with peer review and bias but they  are not masked at this time.  

And these are some that came  in after  we began. Who can  we contact regarding budget questions  I'm assuming that might be once  your grant  is already?  >> Always contact the program officer  for everything. Find out your program  officer on your program or award  it's listed on the summary application  or in the NIH comments. If you need  help or -- they will help you there. If  you have a specific financial question  you could talk to the grants management  specialist officer found in the  comments.  

Can you elaborate more on the  facilitating partnership? I'm assuming  this might be for  STTR.  

 Just  us connecting -- this helps  us connect companies to investor  events around the country are pitch  events around the country.  

I  will actually [ Indiscernible ]  the pop-up 
     is showing up here go ahead Patty.  

Can you request for phase 2 funding  sooner than the six month duration  with the completed progress report  and this would probably be  for FastTrack awards?  

You can request phase two as  soon as you finish  phase one. Part of this  will be your phase 1 final  progress report in the Institute will time your  phase 2 depending on their availability  of funding in the time of year and  things like that.  

If we are applying  for FastTrack 
     does a clinical protocol need to  be detailed? Does the IRB approval  have to be there?  

You have to follow the instructions  on the clinical trial information  form and it will tell you what level  of detail is required. I think IRB  approval is at the  time of the word but that will be  in the application instructions.  

When do you apply for phase 2B?  

After you have done a phase 2.  In order to apply -- phase 2B is  merely a second  phase 2 you have have to applied  phase 1 and done phase 2 and done  the  work because it's a better part of two years  into phase 2 before you apply for  phase 2B so you have to have phase  2 done so you can provide a strong  progress report and a phase letter  to be --  phase 2B  application.  

Should we write our congressmen  and women encourage them to approve  authority?  >> we work in the executive branch  and we cannot comment on the legislative  branch but citizens have the right  to write their representatives about  any number of  issues.  

Work -- for clinical trials is  their advice to  plan the time of review for  example investigational device exemption?  

That's a good question to ask  your  program officer.  

Do small businesses also retain  the full intellectual property rights  under the S -- SBIR  contracts ?  

Yes the SBIR  data rights are  agnostic  as to whether it's grant  or contract.  

Do fee-for-service expenses such  as  CMP production or formal pharmacology toxicology  studies counted as part of the phase  2 SBIR 50 percent performed by the  submitting company  or  as outsourcing?  

Fee-for-service activities typically  count on the company side of the  budget but it is the situation  and specific award dependent so  it really depends on how you frame  the work and frame the application  on whether it counts on the company  side or the  subcontract side. It comes down  to intellectual input into  the project.  Effectively on the company side  or the subcontract side. Your average  fee-for-service activity  tends to fall and the company side  of the work.  

It is allowable to apply for  two similar grants at the same time  for example grant one is the preclinical  but SBIR is  preclinical  and clinical depending  on which grant  is funded the applicant could withdraw  the unfunded one?  

No you cannot do that  within HHS you  cannot submit identical implications  even in part. We will catch them  and tell you  which one needs to be withdrawn.  Put your best foot forward. You  can submit  those with different agencies you  can submit to us and one to and  HS and you have  to submit -- except one.  Within NIH you submit one best application  for the  same project. You can submit applications  for other projects at the same time  if you  want to.  

Is a phase 2 B  $1 million for three years Quek  

Not  necessarily speak to a  program officer about what they  want phase 1B. In the topics section  they will have  a section that talks about what the upper  limits are.  

Does a phase 2B program still  require matching investment funds  Quek  

If you apply to [ Indiscernible  ] phase 2 B programs. Others know  but at the time no that  may change.  >> Where do we document the cost associated  with prototype development as part  of the funding request Quek  

Every application no matter how  much or little money you apply for  must have a detailed budget justification  as part of the  budget case in addition to filling  out the charts. You have to write  a detailed justification for every  line item in that budget.  

 Can a funded project be carried  over to  phase two NIH.  

Yes we will accept a phase 2  application where the phase 1 was  funded by another agency if it is  within our mission and typically  we want to know about that in advance  because we have a  slightly different -- a few additional steps you  need to take to get your application  in the door since we don't have  a record of your phase 1 in NIH.  If you submit a phase 2 to NIH and  you have phase [ Indiscernible ]  call the right program officer you  need their buy-in so they can give  you the  go ahead.'s  >> Does one need to have FDA approval  for the phase  2B application ?  

No not necessarily. You want  to ask the program officer if they  have specific requirements that  their Institute.  

This is one of the last questions.  Our scientific  review members for the clinical  trial optional and are they required  to be experts in  the conduct of clinical trials?  

I would say CSR another review  panels that do clinical trial reviews  will continue to  recruit expert with appropriate  expertise and Clooney clinical trial  expertise  is needed.  

[bookmark: _GoBack]Is veteran  administration are R&D allowed as a federal R&D center?

It depends if you look up NSF  there is a list  of federal  R&D centers called [ Indiscernible ] and they  are posted at the  NSF website. I honestly don't know  at the moment but it  might be.  

You can look that up  at NSF  and RDC.  

 I  believe --  

How is the  phase 1 small clinical  trial allowed? I don't quite  understand the question. If you're  asking about a phase 1 trial it  just depends on the  size of the trial in the scope of  the work and frequently made --  we may  have phase [ Indiscernible ] speak  to a program officer about it as  well.  

I want to  apply for a phase 1 with the clinical  trial that will start only if the  project  is awarded . Do I need to register and clinical  trials.gov before submission Quek  

I don't think so because it's  all if you get the money that you  have to report in clinical trials.gov.  

[  Indiscernible ] we answered  that if you submit before January  25 and you resubmit you have to  applied to the right funding opportunity.  

[ Indiscernible  ] does this charge for Quek snow  we pay for the Program you may have  to apply travel once or twice but  we apply the logistics. I will scroll  up and down a little bit.  

The slides are available on the  webinar console and handout and  we will post them on the site in  a week or two once we get the transcript  and the recording converted.  

Can the  S -- SBIR in the  clinical trial PIB different? Sure  that is fine.  SBIR   makes the requirement you may have  a collaborator or a different person  in charge of the trial and that  is okay.  

What  is socially economically disadvantaged?  There is  a long definition at SBA  if you click on the link you'll  find paragraphs about what  they mean.  

It tends to mean any minority  owned small business  and that 
     -- there are other categories there  they talk about as well.  

If the faculty owner will be  greater than 51 percent employed  at time of award at the small business  do they still say yes at the time  of submission Quek that  is fine . Because what you are saying in  the application when you check the  boxes that I intend to be eligible  at the time of award and then upon  the award we will send you a  new funding agreement specification  where you certify under penalty  of law that you meet all of  the requirements.  

Let me scroll to the bottom.  Some last  minute  questions. What happens if we are  awarded a grant but midway in the  grant take company decides to pay  for the work how should the  applicant proceed ? you should contact your program  officer because we will not double  pay for anything. If we issue a  grant we expect you to do what is  specified with the money we give  you. If you get additional money  and frequently companies get different  money from other sources you can  do that -- use out for scope  outside the grant may be to add  to the trial or add more patience  than you accounted for in your application  and that can  be okay but we will not pay for double  work. If an owner has a disability  is that socially disadvantaged quacks  it can be you want to look at the  website and see what the definition  says. Also women-owned and socially  economically disadvantaged our company  self certified.  

How many re-submissions are allowed  quacks you are allowed one resubmission  so two tries. If you do the grant  in the application if it is not  funded you  will get review and you can  try again. You can send it back  in that's new so you can respond  to reviewer send them in as new  as many times as you need.  

Do you need to stay at  the facility for the entire duration  of the grant? I'm not  sure about what  that question means but the work  is done and whatever facility and  if you make changes to the facility  you want to contact your program  officer and talk to them about that  and see what  they think.  

How is reporting the project  milestones to be  reported Quek  

Your average phase 1 grant which  is six months or  one year you will have a final closeout  which includes the final report.  If you have a two-year award  are more than you have to give us  a progress report update called  and  RPP are research progress and performance  report to get next year's money  and if at the end of phase 2 you  have to do a  final research performance progress report which  is a detailed collection of data  where you are today and all of this  is done in the comments.  

If a grant does  not do -- can you submit a  third time but as his new submission  after incorporating reviewer comments  in the first two  quacks away I will answer yes  and no. Yes you can submit after  two tries you can submit the grant  as a  new grant . It is new it is not a third try.  You can incorporate reviewer comments  to fix your application in response  to the past reviews but you  cannot comment or say that you are responding  to previous reviews. It has to look  smell and feel like a brand-new  application. You can put in all  the fixes but you cannot refer to  prior reviews.  

Somebody is  having problems with the assistant  award management not passing verification,  is this normal Quek  

The system for award  management is the trickiest and  longest system to get registered  for success for. You have to have  a number in [ Indiscernible ] and  it can take a  couple weeks occasionally. If you  have issues with your registration  contact either the federal  service desk at FSE.gov or contact  the service desk  they can help with a lot of other  systems including this. I should  also say you need to start registering  6 to 8 weeks or more before deadline  because it does take time.  

Please do not wait until the  last minute and also requires an  annual renewal on your own. Supposedly  you'll get an email  reminding you it is due but if  you're SAM  gets expired before the deadline  it will not go through because it  takes a week or two to renew SAM  so please keep on top of  those things.  

For re-submissions well the first  submission get  discarded  quacks quacks  

Your first submission is automatically  withdrawn and reviewers will get  the summary statement from  your first application in  your second. You have to  consider that. 

With that we are basically  at 4:00  and I thank you all very much for  your attention. This webinar has  been recorded. We will post  the slides in  the recording within a week or two.  I have emails in my  inbox with some questions and I  will get  to them. Please give us a little  time. We will do the same  webinar tomorrow minus the clinical  trial stuff. If you have all the  information that you need you don't  have to come to tomorrow's webinar.  With that I think you. Have a  good day. -- With that I  think you. Have a  good day.  >> [ Event  concluded ] 
