[bookmark: _GoBack]>> Good afternoon everyone. We are going to begin  in about  five minutes. We will begin at 2:00 . Thank you.  >> Good afternoon we are going to  begin, the contract  informational webinar. We have Dr. Matthew [Indiscernible  ] . We will also hear from our  program officers.  And we also have the national cancer Institute,  national cancer -- national Institute of allergies  and infectious diseases, and  the center of disease control  and prevention. If you have any questions please  type them into the Q&A panel. And we will take your questions  after the presentation has --.  

 Thank you, Patty. I am  the program manager. Today we are going to spend two  hours talking about  our contract. And  we will go through all of these  topics. -- We should have plenty of time at  the end to take your passion. -- questions.  

This is what  we are going to cover today. This is the contract request  proposal. This is our grant program and we will also talk  about the deadlines and proposals. We will talk about  the electronic submission  process. We  will also go through each of the topics that  we have, and we have all of the program managers  on the line. And we will take  your actions at the end -- questions  at the end. This is a federal wide program. And the numbers on this slide are from fiscal year 2016 .  

 We are not going to talk about ST  are today -- STR . As you can  see on the pie chart to the left, and you can  see that  we are the largest agency. And this chart is also color-coded by agency. And in the blue, we have contracts. And we do mostly grants, about  around 90%. So this just gives you a depth  of what is available out there.  And other agencies also do [Indiscernible ] technology . You  can go within the SBIR to look at all the other agencies  . This is the budget. NIH, has one $.9 million . And this is the current  year budget. It is a little higher than  from 2016.  

This  is what is going to be awarded for  the next fiscal year. By a brief introduction, SBIR , is for a research program. Here we have phase I, phase  II, phase 3 and phase 4. We are going to talk about clinical  trials. But this is not related to phases of  clinical trials. So phase 1,  is a disability study. Phase  II, is  a full R&B effort and  two years.  

And NIH does a second  fall phase II  up to three years  and up to $1 billion. We  are not allowed to use  SBIR  to fund this phase. We  are looking for angel investment  and capital investment etc. we are looking to  commercialize in the marketplace.  And we will talk about more when  we get to the contract. This 
     particular contract does not offer  phase 2 or phase 3. All of this information  can be found on our website. And  you will see a variety of resources  in the blue.  In particular what is related to  the funding. And here are some brief comments  on other grant opportunities.  We have many grant solicitations  that are open. And they are all shown on this  slide, ones that  do not allow clinical trials and  we have ones that do allow clinical  trials. These are [Indiscernible  ] grants . And we will have a deadline in the next  few weeks, [Indiscernible ] and it  is not the topic of this  webinar. To the grant solicitation,  we have other solicitations out there for NHI  -- NIH and we are here to talk about our  proposal -- and this is a once a year solicitation. 
     We released this in July of this  year. The deadline is  October 22,  at midnight which is on a Monday. Eastern time. When you go to the page , you will be able to see the links. And this is  there for you. We released  a guide notice. .  -- That has a lot of the details that  I'm going to be talking about today.  I encourage you, if you have not  already subscribed to our emails, regarding contracts, that  you do so are that way you do not miss any  kind of opportunities that we might  have. We have placed this resource in several different  places so that you can find -- and it is all identical. You  can go to our own website. You can go down to the contracts  section. It will have  two identical word documents. If you click at the link  at the bottom, it will take you  to this other page. This is [Indiscernible ] and  we  have links to all of the appendices. And the appendices are how you  do the bulk of how to do the proposal. And  all of this is linked, under part number 13 which we will  talk about in a moment. But we  do have links. But anyway all of the links are  right here anyway. And here is a  final page,  this is the federal wide portal  called FBO , this is a government wide portal where all  opportunities are going to be posted.  This is particular for  R&D contracts. And we will have any amendments  that are posted right here. You can go to any of these places  and find the solicitation and what you need in order  to apply when you click on  the solicitation, make sure that  it looks like this and that you  have the correct one. It should say  program solicitation [Indiscernible  ] . This is very different from  our grants.  The contracts have a one  due date, and timeline. I want to draw your attention to  a very important amendment. This  is the solicitation. Two weeks ago, we  had amendment number one.  We added a new topic to the solicitation. Mrs. contract  number to -- this is  contract number 12. This is called, improvement for  global health.  We have already updated all of the  PDFs. So if you are downloading  anything after August 6 , you will not get the new solicitation  with the new topic. And here we  have the links at the bottom. The  amendment itself is not an  interesting document. And lastly, we did amend a topic -- you can see that we added the word,  biology, in red. We just want to make sure  we should biology. 
     And so now I want to walk through the structure of  the R&D. There are 13 parts. And we are going to highlight the important  areas that you should pay up --  pay attention to. Here we have definitions. Perform  all -- performance . Here we have the evaluation and  the criteria. And number seven is  how you submit your proposal.  And number eight, we have the instructions on how  to fill out all of the parts. Number  nine, look at  the timelines.  And section number 10 is important. This is your main point of contact.  And I will go over this as well. We want all of the contracting  information -- point of contact  persons information listed. Here we have a topic listing. And each topic  is about six pages  and it is very detailed. It will talk about the deliverables , phase 1 and phase 2 . And in chapter 13, is a listing -- and you have the hyperlinks  to everything so my number one  peace and advice to you  -- whether you like it or not you  should read this several times. But it has an incredible amount  of important information and it is a standalone document that is for you that will help you with  your proposal. We are always happy  to answer any questions. 
     

 Section 2.7  covers the agency and topics . Only six  of our institutes, have topics in the solicitation. You  can see, the national Center for chronic  disease prevention, national Center for  emergency diseases, environmental  health, public health, and all  of this is again the solicitation 
     -- in the solicitation. So you want to keep your eye on  this every year. We only accept certain types  of proposal for the solicitation. And there are details, listed under  question number 12. We  are only allowing a phase 1. And  phase 2 will come after. And we will give you instruction  on those. You will see , some topics, like MCI, and phase 1 proposals.  But some will only accept  one or the other. You  can see ,  [Indiscernible ], only once a  fast track .  So if you have a phase 1 only proposal, it will be rejected without review. Here you have AAA  -- and phase 1 proposals. So be very clear on what type of proposal, phase 1 or FastTrack will  be accepted by the proposal -- solicitation. You definitely want to speak to  your contracting officer.  We have had for several years, -- this solicitation  is not going to expect -- expect [Indiscernible ] . 
     I made the slides two weeks ago. Congress,  this week -- phase 2 authority does not affect  this solicitation. I am sure we will look at that  next solicitation. But this solicitation is not going  to accept phase to direct proposal  -- phase 2 direct  [Indiscernible ] .  

Patty, will you please unumte Kristi ?  

Hello everyone this is Kristi. I  am focusing on 
     translating technology  into the marketplace. This is part  of the market team. Here  we have instruction and mentoring. And here are all of the technologies  that are currently being developed. 
     So referring to slide number 19  there is an opportunity to offer  [Indiscernible ] interest . 
     Not all of the awardees are participating in the solicitation. We  have one CDC  who is participating. So if you are responding to a topic  or any component, or if you want  to indicate your interest, go to  appendix C in the  business proposal. And make sure  you said --  specifically identify I CORE -- and  no indirect costs are allowed. 
     Interested parties can spend 20 hours per week  per person for a eight week course. On slide number 20, this highlights  the format. So the curriculum , watch was adopted by the national  in the two-part science,  -- --  national Institute for science. And here we have a workshop. And finally a two day lesson  learned workshop. 
     To facilitate, and structures -- instructors are trained with three different tracks. And they do address common concerns for  online training. And here we have research and digital  tools.  

Thank you.  >> So moving on. This  will talk about  phase 1 information. It is important that you send in  everything that is required. Or  we will not review your proposal. And so here we have  the budget. For  the technical, you will put  in the technical. Here we  have a table of content. Here we  have the abstract for phase 1. And  the content for the technical element. The content for the technical element is going to be the vast majority  of the material. And  there is a new item, which is  item number two. This is clinical  trial information form . This is a separate uploading it  is new from last year. You will upload a separate PDF  with the format. You are essentially uploading appendix H2 and the business proposal is  your budget. And  that is part of appendix C. Here you have your capital certification  form. And  item number five is  proof of registration. This should also contain the ID. All of these things are  going to be required for  your proposal. It is essentially identical detriment you have to include all of the technical [Indiscernible ] and table of   content, draft statement of work, proposal  summary, appendix number two . And the business reports -- and the business proposal  is going to remain the same. If  you are doing work with human subjects, I want you to  look at these other sections. This  is question 5.2  and 5.3 for  5.4animals and  and 5.4  for humans. And you  have 5.8, is the result and submission. And section 5.8  and section 5.9 are new this year. Instructions on what you do ,  if you are using animals. Here you have section 8.12 for  human subjects. And this  form is required for every single  submission. Even if you are not  doing human subject for a  clinical trial. But the  human subject -- 
     form is required even if you are  not using human subjects. And so with this we have three  new appendices. Here we have  the instructions on how to fill  out for human subjects. And the key one  is appendix  HQ and this is included with every  proposal for next we have the study  reference. This is a study that  involves human subject, even if  they are exempt from federal regulations. But the steady record, will be uploaded. 
     And H3 is  not required if you are doing certain  three -- certain things. I see that we have a  few questions in the Q&A. 
     

I will lead  with the definition but I think  somebody could talk about all of  the words and it. And it  is a research study, when one or  more human subjects are assigned. And  it could also contain a placebo  or control. Here is the intervention, for outcomes. And in  this chart, and some  are highlighted in blue -- this  is a predefined process. 
     This is a specific and approved  protocol. For  individuals, clusters and arms. This is for the manipulation of  the subject, subjects and environment. And here we have  the endpoints. And how outcomes . Here are the goals  and [Indiscernible ]   outcomes.  And we also have quality of life . And we have at the  bottom of the slide, a link that  will take you to more information. We have  for you a simple tool, 
     which we call a decision tree to  know if you -- if  your study is a clinical trial.  If you can answer to yes to each  four questions,  so if you have four yeses, you are  doing clinical trials. You are doing the NIH  clinical trial if you have for yeses -- 
     four yeses.  

Does your trial and Bob one or more human subjects? Does your  study intend to evaluate [Indiscernible  ] ? Does your study have a behavioral or health outcome? If you answered no, it is not considered  a clinical trial.  There is a link to all of  the NIH requirements, are here on  this page. You could probably  Google NIH human clinical trials. 
     I want to take a look at the top  of the human subject for. It is  a relatively easy to use form. It  is in  a PDF but it does have a lot of  control. Basically when you open  it up you will be able to see the  yellow box. You answer, yes or no . If you click yes, you will have  to fill out the rest of the form  and keep going if you click, no, most of this will  gray out and you will go down here . Where it says, no human subjects. If you click no,  you are done.  Then you save it, then you uploaded. But if  you answer yes, you will have to  in -- fill out all of this information. At the bottom of  the screen, --  and below is how do you submit it . But if you go through  this process, and you are currently  not doing human subjects, you  will have to open up this  form, select, no human subjects.  And then you are done. Otherwise you have to fill out  all of this information that we  require. Page limits. This is vitally important. Basically you have to do what we  tell you. Or  we will not review past the page  limit. You shall not exceed  50 pages , and you can read section  number eight.  On how to submit the pages. If you  are familiar with their grant process  you have a  [Indiscernible ] for strategy .  And we do not dictate how long it  will take, [Indiscernible ] . If it is a  fast track the limit is 150 pages. For the technical element. A fast track is a  complete phase 1 and complete phase  2. A fast track should be a 50 page  application. What is new for  this year, we have  a human subjects in  a clinical [Indiscernible ] . There is a separate box to upload your human subject form. So the human  subjects, include all of  the information, and they  are excluded from the page limit. You have to use a font that we can read  and it cannot be too small. Page  -- those that exceed the page limit  will not be reviewed.  >> That is the discussion of the overview. And we want to go to the next  section. This is for your grant. I will also go over this very quickly. You might be familiar with grants  or you may not. We do a lot of grants  here at NIH.  Contracts on acquisition mechanisms. These are contracts that we are  acquiring. We are not buying a product. But contracts followed the Federal  acquisition regulations and policies. We find --  we have to follow HHS policies.  Contractors -- are initiated. We want you to  respond specifically to a defined  topic in a solicitation. 
     We will accept any good investigator, or  [Indiscernible ] that can develop  a product . Contracts tend  to have well-defined topics, deliverables  that can be identified. And the  language, should be no different. When you apply  to us, if you get the contract,  -- [Indiscernible ] . You might have heard about a PA,  CR, --  that you are the applicant. You  are the grantee.  I realize these are semantics,  but we do have a little different  terminology. In the  next one, in the contract, you  are only allowed to contract --  contact the contractor  officer. They will refer you to the contractor office  if you have any questions. Once you get the award, you will be able to speak to the  program officer. Contracts, we submit your applet -- you will submit your application  electronically. We used to do this via  paper but we have not done this  for a few years.  >> Do you need  to use some of these things that  you heard of for contracts? Do you  still have to register?  

Yes. All offers have to be submitted  to us in a PDF.  

What about the certification  or [Indiscernible ]  ?  

If it is applicable to you. You  have to have a DUNS number. 
     

Do you have to work with grants.gov ?  

No.  >> Now I want to  talk about some deadlines. You can only contact the contracting  officer. You must email the contracting  officer. The deadline of asking  questions is  August 31 by the close of the business day.  >> Developed the amendment to the  solicitation by said timber. -- September.  >> We publish all of the questions  and the answers. So any question that you ask , and the answer that is provided  will be posted to the public.  If you have specific  technical questions we may not be  able to answer them. But we post all questions for the  public to see. Do you have  any questions?  Any questions after August  will be [Indiscernible  ] .  

Deadlines. Monday Monday, October 22 2018 by midnight Eastern time. If  it is 4:59 and the little circle keeps bending and spinning around it  it does not complete until midnight, you have lost your opportunity to submit .  So you may want to cancel it out. In the  demonstration we will talk how -- we will talk about how to  do that. 
     You will want to have your time  stamped email notification  prior to the deadline.  Because that is the verification  that we sent to you. So now we are going to talk  about the electronic submission. How to do  this is under section 7.74 .  

And the link is  right here. And we will talk about  how to navigate through the system. And we will also provide you  with the video. And the process  has changed and it is simple or  now. -- 
     simpler now. 
     

Now it is done with a one time  sign in. So if you get  the screen, and you will follow  the red arrow. And you will  register for an account. And for the next string -- for the next screen all you  have to do is hit the red button. Here is your company, and the address. And you will be sent to in -- the pen number --  PIN  number.  And sure your PIN . But you  do not have any passwords that you  have to remember. And that should be relatively easy  and simple.  Because all you have to do is press  a button. So I am going to flip over to a  10 minute YouTube video.  It will explain how to use  the system. This  was put together bar -- by Mike  Consuelo.  >> [ Video playing ] 
     

This is information on how to  register. Here are some frequently  asked questions. And in the section at the bottom  it will show the open solicitation. In order to submit your proposal,  you must have an account. In order to establish an account  --  

But before I continue, the video has not been updated with  the new process. The registration process is what  I showed you on the previous two  slide.  

You can click right here. Fill out the short form. Hit, submit. And the technical team will turn  on your request within a few days  if not sooner.  If you already have an NIH account , or even a Google account, or a federated institute account, with any of the institutions listed  here, you may use that as your login. I will show you briefly,  how the screen changes at the bottom once you login with your account [Indiscernible ] . To the right we have frequently  asked questions. If you click on  this, it will give you more information  on how to register and how to submit  your proposal. We have links to  the frequently asked questions at  the top.  As well as more details on how to  submit your proposal. And we have  a section about general [Indiscernible ]  section . This is  where you can send an email, for  technical questions regarding the  site. The section at  the bottom of the solution -- at  the bottom of the slide shows the solicitations. This is by institute. If  you do not filter, it will show  you all of the open solicitation  that are available. 
     Under the first column you will  see a link. This hyperlink will  take you to the open solicitation. 
     So click on this, and it will open  up the record. Or  it will take you to the actual solicitation. 
     Here you have company, solicitation  and documents. The actual uploading of the proposal  will be done through E TTS . Once I login, I will show you how the proposals are uploaded against a particular solicitation . I will go ahead and login .  >> Once we are  logged in, under your account,  you will see, submit button on the  right-hand side.  For each open solicitation. And once you login you will also  see, my submission history at  the top. If you have submitted  under this account, a previous proposal, you will  see the information regarding that  proposal. You will also see,  how to submit instructions  and how to login. And  in order to submit a proposal,  click on a particular solicitation . Once you hit the submit button, it will open up a new window. And the offer, you will enter the proposal name.  It will verify that you are submitting  the correct proposal with the correct solicitation. And then you enter a  proposal name. And  upload the technical proposal. Upload the business proposal. Along  with the optional XL spreadsheet  -- Excel spreadsheet  and  budget.  

There is also one for the human subject, so that is  another upload.  

Then you will hit submit. Now we will go through the process  of uploading a test proposal. Put in the  proposal name. 
     Upload the technical proposal. Upload the business proposal. And then you have the  optional XL --  Excel spreadsheet. And this should  be identical to the  budget numbers in the business proposal and  you will notice the closing date . [Indiscernible ] will  accept proposal up into  this time. After this time you are no longer  able to submit a proposal for that particular solicitation. Up until that  time you may advise an existing  proposal. By overwriting, 
     the existing technical proposal  and I will show you how to do that.  You may also submit an altar  to and -- alternative proposal and I will  show you how to do that.  Once you have queued up your proposal, you have your proposal,  technical and spreadsheet, all  you do is hit submit . The system is going to  show you a message.  It will have an automated email. It will be sent  to the email  that you registered with . Verifying that your proposal has  been so successfully  submitted and that is very important. Because you want to verify that  through the email or you can verify  it through here. You will  notice that this button has changed  to, update the proposal. As you  make a revised technical or business  proposals -- you can  hit, replace. And upload the revised technical or proposal . It will overwrite the previous proposal and it will not keep the  original proposal. You may also submit a new  or alternate proposal against  the solicitation. Additionally , at the bottom you will see a history  log. It will show when  the proposals were sent. And  once this window is closed, you will no longer be able  to review the actual proposal itself. You will be able to review the  history -- the proposal history. And my submission history. But not the  actual documents. Now that we received the message  that the proposal went through successfully, we can close out of this window. Now you can see that this view  is a little different because we  have submitted a proposal against  this particular proposal. Now we  have the option to revised or  submit a --  and a --  submit alternative  -- and now you can see the date and  time. And what documents  were actually received. Plus  the date and time. You have an opportunity right here  to revise the proposal here if we want to revise it will  bring us back to this window. Now you can replace the technical  proposal or the business proposal or the excel  spreadsheet. You can  submit an alternate  proposal against the solicitation. We get a message asking  us, to verify.  If you would like to revise  the existing proposal instead, he  had cancel --  hit cancel. If you want to  submit a new or alternative proposal,  yet okay -- hit okay and you will have to go through  the same process on uploading the  alternative -- proposal . And this concludes  the training module. Here we have the email address , this is for only technical questions  related to the site. Questions regarding  the account  --  or if you have a question regarding  the solicitation you should contact  the primary point of contact. Thank you very much.  

[ And  a video -- 
     End of video ]  >> After the demonstration  I want to highlight a few things. Make sure when you are on you hit ,   [Indiscernible ] flag because you  want to make sure you are on the  right topic . You can get rid of the others by turning on  this flag. I want to talk  about naming conventions of your  trial -- file. It  is important to name your file clearly  so you know what is going on. You  might be submitting one proposal .  But we cannot tell them all apart.  So the format, is going to be  the face, name of the -- phase , name of  the company, and topic. So when you are doing this  different types of files you have  a technical file, human subject  clinical trials.  So you are going to use this convention. Technical is going  to be phase 1. Your company  institute topic should be in a PDF.  Human subject form. And you have business  Excel spreadsheet. And there is instructions on how  to fill this out.  But please make sure that you follow  the naming consent -- naming convention that is listed  in the solicitation so that we can  identify your proposal fast track. -- 
     

With the fast track there are  two complete applications. For  phase 1, four FastTrack include the name,  fast track. So save  phase 1, FastTrack, company name, and technical , and business. And after that submission you  will click a button -- we talked about submitting alternative [Indiscernible ]  . And with that I am going to turn this  over to my colleagues. We are going to start with MCAP .  

Patty, you can unmute Lily.  

Hello everyone. My name is Lily and I and the director  for [Indiscernible ] . And the next three topics I want  to talk about, are specific to  NCAP and the first one is topic number  16. Here we have research and  therapeutic programs.  We accept phase  1 awards. We do not  take any FastTrack proposals. . This  is to drive naturally occurring compounds. Here we have  drug libraries. Here we have discovery, and isolation, and national -- natural compounds, and opiates. 
     This is just a snippet of the phase  1 deliverables. You can look at the  topic listed. And you  can see the specifics that we are  requiring for deliverables on this  topic. And the next topic is [Indiscernible ]  for Oregon's  -- organs . We had a a focus on  transporting organs on  a ship. This is the development of a universal cell  [Indiscernible ] and tissues  in  the chip. And it is to create  this medium where we are able to  use multiple tissue types and maintain  healthy sells -- make sure they are healthy . And again this is some of the phase  1 activities that  we are expecting for this topic. We encourage you to look at the  actual work --  so you can see exactly what we are  asking for. Next slide. This is our last topic which is  number 18. And again , we are anticipating  awarding up to phase 2 . What we want to address is  a pressing need in the field of micro-physiological systems to develop and produce [Indiscernible  ] compatible   alternative to use. This is used to fabricate organs on a ship . These are the kinds of activities  and deliverables for phase 1. But  this is not a complete list of all  of the properties that we are  going to be looking for . And again we encourage you to  look at the individual topics . And if you have any questions,  do not hesitate to contact our contract officer. I will  turn this back over to Matt .  

Thank you so much Lily. Now we will  move on to the National Cancer Institute  Institute. 
     

I am a program here at the Institute of  cancer research. And my email address is  listed right here. You can  also go to our website. And you  will be able to find the list of the topics that  are available right now.  You will be able to see all of the  details. 
     This is a little background on the topics . Here we have all of  the priorities. We are looking at all of the scientific [Indiscernible  ] . Here we have that topics . In terms of the budget,  the contract topic is about 25% . It  is usual -- it is usually about 25% of the  total budget. And here we have listed all of  the 16 contract topics. So we have a lot of topics . I will not go into each topic  in detail. But  we do have more details for you. So you can go [Indiscernible  ] . Here we have biology. For most of  the topics you can see we have phase  1 which is accepted. And this  is topic 389 and we have topic 392 
     the idea is  -- and you can find all of these details  in the solicitation. And  here we  are looking at fast and smart needle. We want to get samples  from different [Indiscernible ]  . And with this one  we anticipate, the impacts . A lot  of this topics --  here we have phase 1. This is up to  $2 million. 
     And here we  have more information. We want to figure out the out of  pocket costs for  treatment for cancer. 
     And for this one, 
     [Indiscernible ] excepted and anticipated  budget. And  to improve outcomes for cancer survivors. To come up with some technology to improve  health outcomes and specifically focusing on long-term  survivors. And the next one, chemo . To develop a  delivery system. And this is going to focus on chemoprevention  and not treatment. And the focus is  going to be on local delivery. 
     And topic number 87 . 
     The topic is going to look at an analytic tool. 
     And we have topic 388. This  is for diagnostics. The idea , is to look at liver [Indiscernible ] . Topic 389. [Indiscernible ] . This is going to  focus on cancer and FastTrack is  not going to be accepted for this  topic. Topic 390. This is for screening  for cancer. 
     [Indiscernible ]  . Topic 391. To develop  a device,  [Indiscernible ]  is  to develop device for  therapy. [Indiscernible ]  topic 392. For  this one, only FastTrack  is going to be accepted. You need to have the park 
     IND from FDA -- [Indiscernible ] . 
     Tools to respond to radio therapy . To measure biological responses  to radiation. And the budget is 300,000 for phase  1. Topic 394. Utilizing [Indiscernible ] , to deliver therapeutics . By using [Indiscernible ]  . Topic 395. Looking at therapy for cancer.  It does include small  molecules for cancer therapy. The topic should  focus on  higher prevalence in cancer. 
     This is one for  $300,000. And the last topic, is  imaging for technology  -- and to develop [Indiscernible  ]  therapy. It can be any of the following  that is listed right here. 
     And the budget is $300,000. But these are all of the topics. And again if you have  any questions do not hesitate to  contact the contracting officer. Thank you.  

Great work . Obviously  their error -- more detail. I should  also mention,  each topic will have potential budget listed for phase 1 and  phase 2. So  you need to make sure that you are  addressing and working within your  budgetary limits for each topic . 
     

I will be presenting for the national  heart and lung Institute. Please contract the contracting officer that is  identified in the solicitation. 
     Topic number 106. Fast track will be accepted as  well as phase 1 . There is phase 2 award possible. To develop  a market clear system to develop  an MRI needle. 
     And for more information about this particular solicitation please  go to the solicitation and read the whole solicitation. Catheter shot.  -- shunt. We do accept  up to [Indiscernible  ] and it is up to  $400,000. The intent of this topic is to  develop a catheter system  in vivo. And to develop a clinical device, 
     is to develop a needle for human tests. Topic number 108. This is for catheter repair. And in this particular  topic we are going to award phase  1. The budget total cost  is $400,000 for phase 1 and $300,000 for  six months. This is for continuous closure  for [Indiscernible ] defect  in  adults. First with a prototype being developed  and tested in animals, and going under regulatory development  and testing. And that concludes  my topics for NHI LBI .  

Thank you. Next  we have [Indiscernible ]   

Good afternoon this is  Kathy Young. I want to talk about AAA  interest, to develop a device to track  alcohol consumption in real time. 
     We would like to have this as soon  as possible. Phase 1 is able to ask for up to  $500,000 for [Indiscernible ] . To wear a biological [Indiscernible ] to measure  alcohol levels real time. For  phase 1, we expect a  demonstration of the technology. And background information on  how it will work. In phase 2 application,  we inspect -- we  expect the [Indiscernible ] for  a wearable device .  And to develop the algorithm to develop a readable [Indiscernible  ] to measure alcohol . And we want to be able to have  data security and privacy security  because the information is private. And there is more information in  the solicitation. You can  direct your questions to the contracting  officer. I will turn this over to Elizabeth.  

Hello this is Elizabeth Powell. We have data cites tools for alcohol. This is for phase 1 and  no FastTrack. This is $5000. About data science we want  to include artificial intelligence. And text mining algorithms. Software tools or mathematical models to integrate data, for  alcohol research.  It can be data that is published  in available data sources. All human data studies  [Indiscernible ] . It can be animal data to communicate  across the study. If you have any  other questions, you can contract the contracting officer.  Thank you.  

We will new -- now move on to NIHI.  >> [ Silence]  

Patty, would you  unmute Wolfgang?  

I am trying. Wolfgang,  did you self mute?  

Good afternoon my name  is Wolfgang, I will do the 13 contracts  for infectious diseases. But before I get into the topics, [Indiscernible ] applications are  allowed  for all of our solicitation except  for two and I will point those out. Next I please. The first set of solicitation are  in the area of prevention and therapy . This is in vitro title integration. This is  to generate harness for the  targeted therapy. And in this case, it is an agent that specifically  will attach to the agent.  This is up  to $300,000. Limited to one year  and up to phase 2 . Topic number 64.  Proposing a -- 
     proposing to develop a targeted  [Indiscernible ] and it can be a  needy  format -- can be in any format. It can also  display nanoparticles. And  to develop, to  evaluate treatment. To -- phase 1 can be up to one year. And up to $300,000. Phase 2 up to  3000 -- up to three years. Solicitation  number 65. Support work to optimize the formulation  of [Indiscernible ] .  It also includes support for the design of HIV vaccine development. And  we  expect to accelerate the process. 
     And for this program,  accelerate the demand  [Indiscernible ] for  preclinical development and formulation  that consists of promising [Indiscernible  ]  and that includes a combination or prevented HIV vaccines.  And phase 1 can be up to one year . Phase 2 can be  up to three years. And the budget is $1 million per  year. Topic number 66 also supports the delivery of  treatment. And to deliver various forms of RNAs in specific  sells. -- cells.  And  the delivery system has to be specific  to HIV. Or therapeutics. This  can include SS are  -- SSR  and  in code RNA transcript. It should be developed as a  standalone system. And additional  HIV vaccine and therapeutics. This will co-deliver  for example, [Indiscernible ]  inhibitors. The  ultimate goal of this initiative  is to bring Foley develop  delivery systems. Phase 1  is limited to  one year and $1000. Phase 2 up to three years .  

The last solicitation, is number 67. To improve methods for HIV proteins. It should be a high yield manufacturing of [Indiscernible  ] HIV .  This is for development,  and testing. And the go  is to develop  sell based culture system -- cell culture system. And improving existing therapy. And focus  on the verification of platforms and the goal is to increase  the yield for HIV treatment. And it can last  up to two years and $500,000. But it is limited to $1 million  a year. Topic number 68. Addressing the need for two facilitate [Indiscernible ]  animal models. And to support the  development of a live animal --  that enable identification of the immune sells --  cell. And here are examples .  Include [Indiscernible ], mosquitoes and  fish . And  examples. It would be dedicated  -- and for examples, it would be guinea  pigs and rabbits. Here  we have $3000 per year. And again  up to three years with a maximum budget of $1 million  per year.  Topic number 67. To  develop tools to aid in the  analysis of sequence analysis. And the purpose of the tool is  to improve the collection, and population  and comparison of this data  to facilitate the analysis across [Indiscernible ] 35   -- cell  types . As a secondary goal, the tools  should also facilitate a connection for the web for Trop patterns  and antigens. And the tools need to be able  to compile [Indiscernible ] data  from publicly available  data sources. And phase 1 projects can be up  to two years with a  total budget of [Indiscernible ]  . And can  last up to three years with a budget up to $3 million a year . We do not accept a FastTrack application. Topic number 70 . The development of a device to monitor the immune devices . And examples, the analysis of antigens, immune sell populations -- cell population. And the samples are listed right  here as well in the solicitation. Phase 1 is  limited to six months with a budget  of $150,000. And the project is limited  up to two years and no more than  $1 million. And we do not accept a FastTrack  application. And the next two topics, development of a novel vaccine. 
     Screening approaches to identify [Indiscernible ] .  This can be an  vaccine to infectious diseases. Identified the  first essay -- assay. And one project may last  up to two years and up  to $100,000 per year. And phase  2 up to three years and no  more than $1 million per year. This is the preclinical development  of optimization or a single [Indiscernible  ]  candidate. And it needs to  be developed together with the vaccine. And this is for infectious  disease other than HIV. When  developing a combination it is important  to demonstrate authenticity. And  this might result in over enhancement for the  vaccine for an infectious disease. And the  potential for [Indiscernible ] . And  this is shown through the broadening  of [Indiscernible ] . And this  can be indicated by increase and  a variety validated he  -- indicated by the increase of [Indiscernible ]  validity . And  up to three years  with the budget of no more than  $1 million per year. And a need for  better points of care and diagnosis. Topic 73 calls  for the development of a low cost , easy to use, smart phone  compatible treatment for  diseases. And requires  the development of tools and algorithms, to leak  the diagnostic instruments to  the smartphone. And to improve sensitivity. And to  distinguish between the flu and  other upper respiratory disorders . Phase 1, is  up to one year and a budget of  no more than $300,000. Phase 2 can last up to three years  with no more than [Indiscernible  ] budget . Topic number 74. The solicitation  for rapid care.  To determine the concentration of  antibiotics used for the treatment . The desired outcome, includes  the development of a portable device. And a very  small amount of blood. And consistent readouts. 
     Within less than one hour. And  the project is  limited to one year with a budget  of $3000. The last topic, number 75. It calls for the development of  a rapid diagnostic. To [Indiscernible ] . And to accommodate samples that have been taken directly  from the patient. And the project is limited to one  year and a budget of $300,000 and two projects can  last up to three years with a budget  of $1 million.  

 If you have any questions about any of the topics that I just presented, please contact 
     the contracting officer. It  is very important that you check  the timeline and  the caps. Because they do differ . And please note  for some of the topics,  which has a high budget cap it is important  that you submit a very strong budget close  to the cap.  

Thank you Wolfgang.  

We can move now to  nine a.  >> I will present two topics. This is  related to  to find a solution and address the national [Indiscernible  ] crisis . We do accept phase 1 and  FastTrack proposals. This is going to be based on the use of opiates  in hospitals. And  this can lead to serious harm to  the patient.  And with this topic what we are  looking for, a logical solution. That can represent a new generation  of [Indiscernible ] to  deter opiate  use in the hospital. Now we can combine a  device -- [Indiscernible ]   as well as using existing information. And for the  prototype development you must create all of these  key elements. Here  we have regulatory guidelines which  are very important. Here is [Indiscernible ] that should be  tested for phase 1. And that the technology does not  interfere with any of the health  treatment. And this is my  second topic. This  is topic number 66. We accept phase 1 and phase 2 proposal and we will fund up  to six projects. This is the opiate challenge. 
     And the overall goal is to develop  a  solution [Indiscernible ] . To focus on opiate prevention use .  Or treatment. We encourage you  to use public available data . If you are  planning on using nonpublic available  data please contact,  so you can check the level of restrictions. And for  phase 1, we  are going to look at justifying  the needs -- to justify the milestones. And to  develop a prototype.  It is important to emphasize, what will help the team. And  Nina is very interested in bringing  this into the market. We need to look  at the market needs. If you are submitting a proposal, we encourage you to use  NIH 
     I-Corp program. For details please look for the  description. Thank you.  

Last, we have Sean Griffith . From CDC .  

This is  Sean Griffith. I am  the program manager for CDC control and prevention. I want to tell  you a little bit about our program. Please read  the entire  solicitation to make sure that you  are following the appropriate guidance.  If you have any questions, please contact CDC ,  and the contracting officer  P -- please reference the contract  solicitation and the topic number with your original question. The only CDC center  that is participating  in ichor -- 
     I-Corp [Indiscernible  ] . And the office of the associate  director of manages the program. All my God -- this will help ensure that the  funds support high quality and high  impact.  And CDC participates in both the  [Indiscernible ] , HHS on the grant solicitation. CDC  does not participate in [Indiscernible  ] program at this time . CDC does 
     participate in the ownership authority . In  regard to the CDC budget, we have a  set-aside budget which  is approximately $5.9 million .  We have approximately five phase  2 per year. And those numbers  do change. And we do  participate in a technical assistant  program. Such is the accelerated  program.  And of course the I-CORE program  . Now I  will go over the topic specifically -- one moment. The first topic 
     multiplex detection  to pathogens. The budget is up to $150,000 for  six months. The goal is to solicited the development of diagnostic testing platform that can simultaneously  detect antigens and pathogens, in a single multiplex assay. Looking at the deliverables. Identify a list of  relevant hydrogens -- pathogens. For example  IgG etc. 
     

These are the pathogens that  will be included in a single testing  platform . And optimize for sensitivity by  using mock type and real  clinical specimens. And this is  from the center of global health.  Topic is 001.  This is an unmanned  error vehicle. -- air  Vehicle. 
     

This is up to $150,000 forced  next months. The primary goal is to increase  the utility of done transport.  To use a box that is  airtight,  and secure. And  the design of a transport box, ideally a highbred style. A drone use as  a transport. And may make  extreme outdoor conditions as  the eternal box and temperature could be monitored. And also  from the center of global health , topic 0012. This  is a counterfeit drug  identifier. 
     This was added by amendment number  one. The number of participated award,  is one, up to six months. And the  goal of this project, is a web-based , small type -- 
     hang on for a second. The goal of this project  is to develop a new generation,  to provide greater  versatility with a wide variety  of [Indiscernible ] types . And to discriminate between counterfeit and identifying products from a specific  manufacturer and demonstrate proof  of concept of the technique used -- to identify  the counterfeit. The project research will produce  a next-generation portal user friendly device for  greater versatility. By  incorporating adjustable parameters , sensitivity, sample compatibility  and LED indicators. This is from our national center  of chronic disease prevention and  promotion.  Community-based worksite work app. This is the anticipated award which  is one . Up to six months. And the goal  is web-based, smart device application , to promote health by using local  products. And phase 1 activities and deliverables. Building a social network as  well is health and wellness services. 
     And other large [Indiscernible ] to develop a web  platform . This interface needs to be able  to  help small businesses who are interested  in developing [Indiscernible ] to  connect  -- and offering health services. And from the  national center of chronic disease 
     promotion -- prevention. Phase 1 is up to $150,000 and up  to X months. The goal of this project  is to create a wearable design  that measures the  unborn infants withdrawal  [Indiscernible ] . 
     It should be humidity resistant,  bacteria resistant, single use,  wireless, able to  capture data for 12 hours without  interruption. And be user-friendly  for the clinician. And they expected deliverable for  phase 1 is a functional prototype  with the above-mentioned specification . Wearable technology is  capable of body  measurement, movement and slate  for adults. And this is from the national center  of [Indiscernible ] . And this is also participating  in I-Corp . This is novel coding services on a wearable medical device. And the number of expected awards  is two. Phase  1 of 254 six months. And the goal  is to develop coding for all services  that can be used on  urinary catheters. To release the bio form [Indiscernible  ]  for  healthcare associated infections . Deliverables. Using the  in vitro model to simulate  bio form [Indiscernible ] . And the model should use [Indiscernible ] that are known  to be responsible with  catheter  urinary tract infections. Using  multiple healthcare associated pathogens . And use to provide with proof  of concept. And the goal of this study  is to provide a proof of concept  for the tech knowledge he -- for  the technology. 
     Topics 001, rapid teal --  field test for water . The  project goal, to develop  a single poolside  test method to  gather separate measures for organic  and inorganic. So we can test for  compact groups for  water quality.  This will assess pool operators. Phase 1 activity and deliverables , investigate the basic chemistry and development . Topic number 003  rapid test for detection  for influenza type Ambassador  -- A  and B anticipated  award would be one or two . And the goal of  this project is to develop a rapid test . To determine whether the  individual is infected with the  influenza virus or upper respiratory . It should be cost effective and Nonna vases. 
     -- Phase  1 activities can include, to  review literature or reports on influenza A and B . Development of modification of 
     current agents that can be stored  at any temperature.  And to enable a one step detection  of influenza type A  and B.  And test kit  development. Including the development of instruction and  use.  I want to mention that these are  just snippets of the topics, and  if you are encouraged to read the  full solicitation. For each topic and in each 
     detail because we do not have enough  time to go through all of the details  for each topic. Thank you so much.  

Sean, thank you  so much. As a  last reminder that deadline October 18  by 5:00. 
     And lastly, 
     one way that you can stay connected to us, you can subscribe by clicking at the top. You  can receive a weekly email. You can also ask  questions at the bottom. And if you ask us a contract question, 99% of the time our response is  going to be, you need to contact  your contract it -- contract  officer. 
     >> What are the allowable costs for  the I-Corp budget ?  

It includes direct cost only. There must be a budget set aside  for the registration for the course . At this time it  is $20,000. And also conducting  three --  I-Corp   and workshops. And  customer discovery are all allowable  within the budget.  >> If I-Corp is up  to  50% [Indiscernible ] . 
     

It is allowable for the effort  to go over the budget. But it  should be related to the I-Corp  program  and listed as a direct  cost.  >> Am I correct in  understanding that I-Corp funding  in addition to the  [Indiscernible  ]  budget?  

That is correct. The  award for I-Corp  will be in addition to the SBIR  award .  

If you submit to be  in the I-Corp would that be  a separate  appendix C? 
     

There should be a  separate appendix C with the title,  I-Corp .  

Thank you so much.  

Patty is  going to read about contract and general questions. And  if we do not get to your question,  feel free to contract -- contact  your contracting officer. We will not answer specific  questions about specific topics. About deliverables or  anything related -- contact the  contracting officer. 
     

Can you apply to a grant  and a contract with the same proposal? 
     

No . You cannot submit the  same project. We would not accept them. We will not fund you for the  same work.  >> Given  the contract description -- does this mean NIH owns the  outcome? And product? 
     

The answer is no. The contract,  follows -- but all of the intellectual  property belongs to the owner and  not the government. Everything will belong to the company .  >> If a product is successfully developed, automatically -- ultimately who is going  to own it?  

The small business  will own it, and sell it,  license it and make all of the money  off of it. All we want  is that you file your reports on  time -- and let us know how it is going.  

When will the applicant be notified on a funding  decision?  

Look at section  number nine. In addition to the number of the award --  it will give you the dates.  And it varies. Because it really does vary by  Institute. It could be August  or September. Most of  them are probably going to say August  or September of September 2019 .  

Why are some allowable for a fast-track and  others are not?  

It is up to the Institute . Because sometimes they want to  get the technology out there quicker. It is  essentially design to [Indiscernible  ]  so  you can develop this all at once. 
     And so now you can go to [Indiscernible  ] quickly  and that is up to the discretion .  >> If you submit a fast contract proposal --  fast-track contract proposal,  they have the right if phase II does not  work well only to pick up phase  1. It is  at their discretion.  >> Should the  CV be in the -- what format ?  >> I think you should take a look  at section number eight. It may give you the option to do  whatever you want. But it is under  section number eight. 
     

Can a university be a subcontractor? If we are using their  labs?  

That  -- the  answer in general is yes.  You can contract a percentage of your work to the  University. But it does have to  be US-based. And up to  one third of the budget for phase  1. All of that said, the  company is have -- should be doing two thirds of  the work in phase 1.  With company employees. The company does need to do the biggest percentage of the work .  >> If a mechanical device improves training but not considered for 
     [Indiscernible ] is training a health  related outcome? 
     

It is hard for me to say and  I cannot answer that really . I would submit your question to  the contract officer --  contracting officer.  And they will advise you whether  or not, if  it does meet the definition of a  clinical trial.  

If we purchase blood specimens  for the project is it considered  under human subjects?  

Typically it is. You have to look at the human  subject instructions. It could possibly be one of the  exceptions.  But you do want to identify the  blood samples.  But you do need to take a look at  the human subject information and  the instructions to determine whether  or not you follow under human  subjects. 
     

Does every clinical trial we  choir IRB -- trial require RR be ? 
     

If you have any questions you  can ask the contracting officer.  >> If a topic specifies two  or more goals is the proposal considered  non- -- [Indiscernible ] .  My guess is they want certain number of things -- I think it is a question to ask the  contracting officer.  

 Since I-Corp  anticipates 50% of the team members -- 
     

We actually covered that before. But it does have to  be specific for the I-Corp program  .  >> 
     Can you contact the contracting officer after August  31 ? 
     

You can contract -- 
     contact the contracting officer  after August 31 or they might direct you to  the amendments. And if you have questions about  the clarification of the rules,  please ask away. And they will do  the best to help you out.  >> I think everything else  is very specific -- so you should  contact your contracting officer. 
     >> We have questions about citizens. Can a  non-US citizen or a legal resident be part of the [Indiscernible ]  ?  

The ownership of  the company  or the 
     small company the majority should  be US citizen. They have to be legally able to  you -- work in the US. 
     

Why don't we have STTR  programs?  

That is 
     suitable for [Indiscernible ]  .  >> Let me see . 
     

If you do not get specific details  in the instructions, you need to  do what you can in order to fill  it out.  

There are questions about other  fast tracks. If you apply for  a fast-track , phase 1 and phase 2 and you have  locked into the phase 2 you have  to complete the phase 1 deliverables. If you apply for a fast-track, 
     you fully intend to do the entire project phase I and phase II. And  yes you have to complete phase 1 successfully before they  release the phase 2 money. And the  goal is -- if you  are looking at a topic and you are  not able to do phase 2, you want  to have a discussion so you can  get advice.  >> Do we have questions? 
     

If we do not do a fast-track , can we complete phase 1 and phase  2 at the same time?  

No. The way  a regular phase 2 works -- the Institute contracting  officers will contact all of  phase 1  contracts [Indiscernible ] . 
     

For the phase 1  evaluation how critical is it  for a business proposal?  

 I would direct you to take a look  at section number six. That will describe the method of  evaluation and criteria. It is important  part of phase 1 and phase 2. 
     These are the questions that are  going to be asked for the technical  review.  >> Do we have anything else? 
     >> Yes, this webinar  is going to be recorded along with  the Q&A. So you will get the slides, the  Q&A and the transcript all of that  will be available in a week or two. 
     >> Do all phase 1  contracts have the ability to do  phase 2?  >> You will have an opportunity to  apply for phase 2. 
     

 Will participation in the I-Corp  improve  your chances?  

No. Because it depends on what you  put in your proposal. 
     

The  questions are going to be published  along with the Q&A. The deadline  is August 31 . Our goal is to get everything out  by September -- and  it is on our website everywhere. And with that I want to thank  all of you for attending. I want  to thank all of our panelists. I  want to thank our contracting officers and I also want  to thank Patty.  And with that I will all -- bid  you all a good day. And this includes our webinar.  

[ Event concluded ] 
