
~ A - NATIONAL INSTITUTE n ON DRUG ABUSE 

National Institutes of Health 
U.S. Department of Health and Human Services 

 

     
   

   
 

Building an SBIR program for 
a niche market 

Elena Koustova, PhD, MBA 
SBIR/STTR Coordinator 

1 



NIAAA 
NIAMS 

2.6% SBIR $632 
0.35% STTR $85M 
Total FV2012 $717M 

 

  

        
     

  
    

  
  

    
 

 
   

   
     

 
      

  
 

  

NIDA’s SBIR Program Positioning 

 $25.3m in total funding 
 Statutory authority: To

conduct and support research 
…. with respect to the 
prevention of drug abuse and 
the treatment of drug abuser 

 Limited market opportunities 
for small business ($3.1bn – 
substance use treatment and 
diagnosis; $47.7bn – cancer; 
$11bn - antidepressant ) 

 Limited number of quality 
applications 

 Absence of dedicated FTEs,
SBIR/STTR grants managed by
many POs 

2 
Source: http://officeofbudget.od.nih.gov/spending_hist.html 

http://officeofbudget.od.nih.gov/spending_hist.html


OffJCEOF 
MANAGEMENT 

MaryAnN 

"""""' 

I 
OMSION OF 

EPJOEMIOlOGY. 
SEAVK:ES AND 

PAEYEMTION RESEARCH 

WIiton M, Compton. M.D. 
MP.E. 
00,.-

National Institutes of Health 
National Institute on Drug Abuse 

Organizational Structure 

OFFICE OF THE DIRECTOR 

Nora O VOUtow, M,O 
Director 

Timothy P. Condon, Ph.D. 
Deputy Oirectof 

M.-yAtfeldt 
ANOClate Direc:10( IOf Manegement & 

Operations 

I 
OFACE OF EXTRAMURAL OFFK:E OF SCIENCE 

AFFAIRS POLJCYANO 
COIIIMUNK:ATK>NS 

Te,esale\Mlll,Ph.D. 
Timolhy P. Condon, Ph.O ... .- o,,.-

I I 
INTRA.MURAL RESEARCH C!NTE.A FORTH! DIVISION Of BASIC 

PROGRAM CLINICAL TIUALS NEUAOSCIENCES AND 
NETWORK BEHAYOAlAL RE.SEARCH 

Barry J . Hoflw, M.O .• PhD Betl)'Tll, Ph.D. DIWIShtKletf, PhO 
SdentirlcOlreclOf .. , .... o,,.-

I 
DMSION OF CLINICAL 
NEUROSCIENCE AND 

BEHAVOAlAL RESEARCH 

Joteptl FraKala. Ph.D. -
I 

DfYISK>N OF 
PHARMACOTHERAPIES 

ANO MEDICAL 
CONSEQUENCES OF 

ORUGAIIUSI! 

PNISkotnk:11, PhD .,. .... 

 

  
   

    
    
    
   
   
 

  
    

  
    

   
  

   
 

I 

NIDA SBIR Team 
1. Elena Koustova, DBNBR 
2. Augusto Diana, DESPR 
3. Kristopher Bough, DPMC 
4. Scott Chen, OEA 
5. Quandra Scudder, CTN 
6. Will Aklin, DCNBR 
7. Cecelia McNamara 

Spitznas, DCNBR 
8. Dale Weiss, NIDA 

International Program 
9. Brian H. O'Laughlin,

NIDA R&D Contracts 
Management Branch,
Office of Acquisitions 
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  Envisioning Early Strategy 
 Findings and recommendations of National 

Research Council to improve the operations of 
an already effective SBIR Program at NIH  (An 
Assessment of the Small Business Innovation Research Program at the National 
Institutes of Health, National Research Council, ISBN: 0-309-10952-3, (2009)) 

 Low relative scores 
 Modest management and leadership 

engagement 
 Limited commercial review 
 Burden on staff/Staff reluctance to 

engage 
 Lack of assessment 
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Address Modest Management/Senior 
Leadership Engagement 

 SBIR Webpage on NIDA 
website created 

 Allocated time for regular 
presentations at the NIDA 

Senior Staff Meetings 
 “Tea with NIDA Director” 

celebratory ceremony for 
the winners of the best SBIR 

contract topics contest 
established 

 Separate and transparent 
funding meetings instituted 
by the Senior Leadership 

 NIDA SBIR Idea Board 
is established 

 Visibility of the program 
raised 
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Improve relative scores and 
number of applications 

 Promote the program 

T-shirt Campaign) 
 Listserves (LinkedIn 

 Assist SBCs with 
alternative path 
development (LAE) 

 Scout 

through meetings (Yellow 

ThomsonBanker- iBridge) 
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Third Wave Technologies Inc 
Third Wave Technologin •NASNM • TWTl-0 

Company Overview 
Symbol: TWTI.O {C000075424) 

502 South Rosa Road Exchange: NASNM CUSIP : 88428W108 S&P GICS: 35201010 
BklteGhnology 

CompanyStatus:Actillil 
Madison, WISCONSIN 53719 USA Sector: Heallh Care SEOOL: 2724698 
h\lp·/Jwww lwt com Industry; Biotechnology 

auole View Detailed Quote 

Lui Change % Chan~ High/Low Open Volume Currency As Of 

TWTI 11 .190 0.010 0.089% 11 .210/11 .190 11.190 406,697 USO 1:00:04PM 

Business Description 

Third Wave Technologies, Inc .. The Group's principal 
activ;tiesare todevelopsandmarketsmolecular 
d'iagnostics lor a val'Jety of DNA and RNA analysis 
applications, providingitsdinical. rasearchand 
agrlcuttural cuscomers'Nithsuperlof molecular&Olutlons 
Ourprod1.1ttsare basedon ourproprietaiylnvader 
ch&mistry. The Group coverts it's proprietary lnvad8f(R) 
mol&aJlarchemlsuy lnto valuablemolecolardlagnostlc 
products. These products haveapplicaiionsingeneUcs 
and pharmaCO(l!lfletics, women's health, infectious 
cfrsease and onoology etc and it has been ede11ded to 
research, agricultural andotherapplications also. The 
GroupmarketsandseUsproductsthroughacombination 
ofdirectsalespersonnelandthro1JQhoollaboralive 
relationships. Its registered trademarks are Third Wave(R), 
Cleavase(R), lnvader(R), lnvaderCreator(R)andlnvader 
Ph.15(R). The Group has operations in the United Slates, 
Japan. Germany, France and the United Kirlgdom 

So!Nu: Wondicop9 

KeyFlnanclals 
Y07 Y06 Y05 

Sales 31 .12 28.03 23.91 

Operating Income -25.96 -18.71 -16.15 

Net Income -16.85 -18.89 -22.35 
TotalAsseb 69.00 64.23 58.40 

TotalUablllllas 39.20 33.10 

EBITDA -1 2.05 -1-4.45 

Sourcto: ThomiQ!I FNOcialdetllyedat~\ Smin.rl• 
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Scouting and Outreach 

 17 databases 
searched in Science 

and Business 
Reading Room in 
Adams Building of 

the Library of 
Congress 

 NAICS of all 
potential SBCs which 
can conduct research 

in NIDA’s area of 
interest determined 
 Outreach lists 

created 
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Results of implementing 
new SBIR Contract practices 

“Products for at-home 
Deactivation of 
Psychoactive 

Prescription Medicines” 
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Majority of NIDA SBIR grant 
applications not discussed 

61 

Dual ICs 

83 

Primary IC 

0 20 40 60 80 100 
(%) 

Scored Unscored 

 NIDA grants with one due 
date reviewed by 14 study 
sections 

 Applicants complain about 
the lack of appropriate 
expertise in study sections 

 SBIR/STTR Study Sections: 
 ZRG1 MOSS-K 11 SPECIAL 

EMPHASIS PANEL Small 
Business: Oral, Dental and 
Craniofacial Sciences (NIDCR) 

 MOSS-Q and –S Muscle, 
Orthopedic and Skeletal 
Biology (NIAMS) 

 OTC-H, -R, -T Cancer DD, 
Diagnostics, Radiation Therapy 
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r-, 
1.·, ~ .s- DEPAR'n!EIIT or HEALTH ' IICIWI SERVICES hbli<Baldll Slr'ria 

Natioa tl t■1 ti1un of B•hll 
Multiple templates, manuals 

and materials designed to 
assist NIDA POs were created 

N.atio■ al l■ltilUt G■ Dn.1 Abue 
600J.tnnlln"1 ,llm!. , 
Btdloda, l1arytu4 20392 

Mtmorandum: 

Guidtlints for SBIR ContnC1 T opk Prtpar:ation, SubmiuM>n and Appro,'-l~ 
N'uiona.lltntitum:in DrugAbuu 

JM,rd,. 20ll 

l . Pnpantioa. Each Di,.i.sion.al SBIRCoordinator is responsible forsolicitiag Ult S 
contnct topics, as well a ach:Uing_ :md asUting in their prtp~as. Topics are 
by Di\-isioD n>ff by filling out the SBIR Contract T op;c ttmplm with the aid of the 
Manu,l, wbidt is main1:1m,d mdupd.,!,d by the 1'1lDASBIRCoo<dawor. 
l. Submiuion.AnunlmlitNI numbtt oftopics from~1DADi\is10ns "«'illbe-atttp 
coruuimrion by me ~1DA SBIR Coordituting Committee (SBIR CC). Di\-ism>I S 
Coordin.t0t1 will prtsi!Dl those- t~ to mt SBIR. CC. Coordinators may al1o tli!Ct t 

ilwitt the submitting Program Official (PO) for a '!Opie presctitalioo. 
l . Sd.otion. Up to ten iop;c, selec,,d by the l\WA SB!RCC will be submitted for 
re,.~•. After ataual re,."le'\\·, SBIRCC "Rill reduce (lfa.etded) the uumberof n:m.ain 
topics to 7, solhat the most efficient diu.emination and o,·ersightof~10Acontract 
cm btpro\idcd.. Each member of the SBIR CC will xtcpt responsibility for ones 
topic. E.ffom will~ made co combine topics where o,·erbp exisu. Each Ot\is10o 
(DBh'BR,00.'BR,OD,DPlllC, CCTN, DESPR)will !n,·e at least on, topic in the 
SoLJcrrAn0N Orl'HINAn0NAL L~mn,"TEs O; H.utm ·"-''D Tut CE~-mRS f oaO 

f./~~--
........ Publk Hit.ailh StniC'it 

------------------=~'='""=''='"="=""='"=•~!H=•=·'=''-
;\"",1!io1111lla"ilul1011 D1111AtiuM 

DEPAR'l'MEHT OF HEAL 

Date: 

SBffi Confncl Topic (no psa:e limit) 

6001 C.nolin Bh'd. 
8ctbe1d11,.\bryb11d?ll$9l 

Di\'isioo, Name, Phone _________________ _ 

COIIU't.elTopic litl t. _________________ _ 

Wli:u :are th it affd and 1.he scif:atifl(' opportunity 10 :addltii t.blS need? 
• Pro,idc tht: Summary of s.cicni fi.c opportunity 

Pro\;dt: tht: dtsoiption of Projttt GoaIJ..;.,,...11w- ropit: oddnssu tM M«lfo.r ... 
• Pro,idt: tbt: descripiicm o(Pbue I Aeti\~tiet tnd bpeaed Ddi\'mbles 

Pro,.idc the dC$01ptioa of Phuc II Aal\i tin uid Delh·cnbles (1/tl:4 top~ solr<W P'QJXI-SC!Jfo, PhlJul on~\ 
Wlu.h 1M fallrM·trr,-. Pbue II infom:iatiM is pro,idttl for infom:iatiooal pwpost:1 10 utist Plust I ~ 

with lht:ir lcmg-1em:a stn.tq.ic pLan.n.i.ii.g e-,,·e:11. whm only Phau I 1.pp1.ic1.tioru ue nquw.ed). 

lsit.afutTn.c:k'? 
lf)"d, ju'1ify fut Track. 

(Conl\li1 NIDA SBIR Contnet Manual for Fu1 Trade. guidance) 
The NIH Fm-Tnc:k .appliaitioa procC$5 ~In .a"wd dcciRom .and fwidinaofSBIRmd STIR Pbue II 
applica1i0ns for scientifically meritorious proj«u tht U,-e a h'tb pouo,Ul fo r comme.rci::itit.atio11 The Fast• 
Tndc pro«ss allo"'I Phue I and Phue.11 grant .appliatio1u to be. rubmitted.&Dd rt:\iewed together. 
Tb.is ,011c;:e.pt i1 .appropd.a1c- ror Fu1 Tru:k ~ is c;:Oll.ll\lcnt \"1-ith the It.age oftcc;:hnoloaial rc.adincu IS.I 
1«;hnologic, necest&r)' 10 resolve 1he n«d ~'IDA seeks 10 resolve ut a,'l.ilable tnd ue at 1ht appropria1e 
dt:\·dopmmt n.age). 

D. Polf.Dri.il for commer<:Uliutioa 

On ~c &om Oto 100, bow .attncth·c is tbe mukct ror yow ide.a? __ 
(C.Ontult NIDA SBIR Conu·aa Manual for add.itioru.l assina.cce) 

1. ~l:arkel sin: How In.I.DY pt:0plt would pwdlau tbe produa dt:\·doptd in rttpoo."" to )'OW" contnCI conctp1'? 
Who i.rc the c;:w;tomm? 

2. Vrs:l'n~·: How badly do pt:Opl.e nttd lhis right now? 
3. Uniquenem How unique i.s this ,·crsu.s wtw 's .a,'"-lilablt:? And wb.at is a\·Wblc? 

 

    
    

  
   

 

Working on decreasing 
the burden on staff 

For small IC, 
how to find the 

balance? 
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Policy 

Policy 8i. Guidance 
Compliance a Oversight 

18.5 SMALL BUSINESS INNOVATION RESEARCH AND SMALL BUSINESS TECHNOLOGY 

TRANSFER PROGRAMS 

NIH is required by s tatute to reserve a portion of its annual e x tramural budget for projects under the SBIR and STTR 
programs. These ro rams rimaril are · rivate-sector commercialization of technolo and to 
increase sma us1ness part1c1pat1on 1n e erally un e 

Both the SBIR and STTR programs consist of the following three phases: 

Grants Policy & Guidance 

on This Page; • Gr.ant$ Ppl•cv statements 

• Phase I. The objective of this phase is to establis h the technical merit and feasibility of proposed research or 
R&D efforts and to determine the quality of performance of the applicant (small business concern or SBC) 
before providing further Federal support in Phase II. 

• Phase II. The objective of thi s phase is to continue the research or R&D efforts initiated in Phase I. Funding 
will be based on the results of Phase I and the scientific and technical merit and commercial potential of the 
Phase II application. Only Phase I grantees are eligible to receive Phase II funding. Unless submitted as a 
Fast-Track application ( see below), Phase II applications may be submitted only after the Phase I award is 
made. NIH expects non Fast-Track Phase II applications to be submitted within the first six receipt dates 
following expiration of the Phase I budget period, i.e . , normally 2 years beyond the expiration date of the 
Phase I award. 

• Phase III. The objective of this phase, where appropriate, is for the SBC to pursue, with non-SBIR/STTR 
funds) the commercia lizat ion of the results of the research or R&D funded in Phases I and II. 

 

   
  

   
   

  
 

Educating Staff on 
Commercialization Issues 
 Commercialization Assessment Index (CAI) 
 Market Opportunity Analysis (MOA) 
 Strategic Technology Evaluation Program 

(STEP) Model 

11 



 
 

    
 

     
    

   
     

 
       

  
   

 
   

   
   

   
     

     
     

     
    

     
   

    
  

    
    

   

 

 
    

     
    

   
  

 
     

   
  

  
     

     
    

  

 
      

Evaluating internal ideas for 
SBIR RFPs and RFAs 

Rating Scale 
1. Market size: How many people would purchase 

the product developed in response to your 
contract concept? Who are the customers? 

2. Urgency: How badly do people need this right 
now? 

3. Uniqueness: How unique is this versus what’s 
available? And what is available? 

4. Speed to Market: How quickly can it be created 
and sold? 

5. Cost of Value Delivery: What would it take for 
a small business to create and deliver the value 
you envisioned in your contract concept? 

6. Pricing Potential: What’s the highest price 
people would be willing to pay? 

7. Cost of Customer Acquisition: How easy is it 
to acquire a new customer? 

8. Up-Front Investment: How much is needed to 
invest before having an offer ready? 

9. Up-Sell Potential: What related offers could the 
company, which executes your contract concept, 
present to purchasing customers? 

10. Evergreen Potential: Once the value you 
envisioned in your contract concept is created, 
how much work does the small business have to 
put into it to continue selling? 

Final Score 
 Rate each of the 10 factors on a 

scale of 0 to 10, where 0 is 
extremely unattractive and 10 
is extremely attractive. When in 
doubt, be conservative in your 
estimate. 

 Add up your score. If it is 50 or 
below, move on to another ideas 
– there are better places to 
invest your energy and 
recourses. If 75 and above – 
you have a very promising idea, 
anything between 50 an 75 has 
a potential. 

National Institute on Drug Abuse – For Internal Use Only 
12 



  
 

    
  

  
   

 

 

NIDA SBIR/STTR Issues and 
Challenges 

 Staff engagement (finding balance?) 
 Peer review (establishing special 

emphasis panel for niche ICs?) 
 Limited number of quality grant 

applications 

13 
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