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FDA Approvals for Novel Therapeutics

Novel drug approvals ahead of 2022 pace, driven by small companies

• 2023 YTD Small company originated: 65%

• 2013-2015 an average of 44% of approvals originated 

from a small company

• 2021- May 2023 66% of approvals originated from 

small companies

26 FDA approvals so far in 2023

*YTD

June 1st

*

Source: FDA.gov

2023 YTD Approval Pathways

• Accelerated Approvals: 6

• Designation Approvals:

• Orphan: 11

• BTD: 3

• RMAT: 1

• QIDP: 1

BIO Industry Analysis 2023



FDA Approvals for Novel Therapeutics

Biologics continue to drive precision targeting for drugs and vaccines

 
    

 

    
  

      

  

  

  
  

  

  
  

  
  

  

  

  

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 
         

• Since 2013, 180 novel biologics programs have been approved (39%)

• 2013 had the lowest percentage of biologics approvals (13%)

• 2022 had the highest percentage of biologics approvals (60%)

• YTD 2023, 45% of novel approvals have been biologics

11 Biologics approved 2023 YTD

*YTD

June 1st

*

Source: FDA.gov BIO Industry Analysis 2023

6 protein therapeutics, 2 protein vaccines

1 gene therapy, 1 antisense, 1 microbiome



FDA Approvals for Novel Therapeutics

Small molecule approvals outpace biologics YTD 2023

 
    

 

    
  

      

  

  

  
  

  

  
  

  
  

  

  

  

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
 
 
 
         

15 Small molecule approvals 2023 YTD

*YTD

June 1st

*

Source: FDA.gov BIO Industry Analysis 2023

4 novel targets



Clinical Pipeline

Clinical Pipeline increased 2.8% vs. May 2022

Source: Biomedtracker BIO Industry Analysis 2023

* Company drug-indication clinical programs intended to eventually reach FDA approval (Data as of May 2023)

6,918 programs in 2022

7,111 programs in 2023* (+2.8%)

>80% of Pipeline is early-stage

(Phase 1/2) due to Oncology



Out-Licensing

R&D-stage drug asset licensing declining in 2023

BIO Industry Analysis 2023Source: Biomedtracker

Possible down year 

in $ and # in 2023

$1.6B Merck/Seagen

$1.5B Biogen/Sage

$1.0B Biogen/Denali

$5.0B Gilead/Galapagos

$1.1B Roche/Sarepta

$1.8B BMS/Nektar

$1.0B Biogen/Ionis

Outlier deals 

>$1B upfront

*YTD

June 1st

*

$4B Nimbus/Takeda Ph2 Tyk2

Upfront payments to emerging companies for pipeline assets



Out-Licensing

Asian deals lead top 10 clinical-stage deals, all early-stage 

Top 10 clinical-stage deals of 2023 YTD by potential payout

Majority of deals are <$100M upfront, except Duality, Cellular, OncoC4

Source: Biomedtracker BIO Industry Analysis 2023



Out-Licensing

Top preclinical deals mostly USA-based, mostly biologics

BIO Industry Analysis 2023

Majority of deals are <$100M upfront, except Duality, Cellular, OncoC4

Top 10 Preclinical-stage deals of 2023 YTD by potential payout

Source: Biomedtracker



Acquisitions of R&D-stage BioPharma

Acquisitions of pre-market companies pick up in Spring 2023 

BIO Industry Analysis 2023
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>$5B upfront 2023: 2

• MRK → Prometheus $10.8B (Ph2)

• Astellas → Iveric Bio $5.9B (Ph3)

Top 4 of all time:

1. Myokardia (P3, $13B, BMS 2020)

2. Kite (P3,$12B, GILD 2017)

3. Pharmasset (P2,$11B, GILD 2011)

4. Prometheus (P2, $10.8B)

*YTD

June 1st

*

>$5B upfront 2022: 0

Therapeutic companies acquired for minimum $10M deal valueSource: Biomedtracker

2023 > 2022 in Total Dollar Amount

>$5B upfront



Acquisitions of Market-Stage BioPharma with <$1B Sales

Post Pfizer 2022, mostly sub-$5B market-stage acquisitions

BIO Industry Analysis 2023Source: Biomedtracker

>$5B upfront in 2022: 2

• Pfizer → Biohaven $11.6B

• Pfizer → GBT $5.6B

>$5B upfront

Top 5 of all time:

1. Pharmacyclics $21B (ABBV 2015)

2. Immunomedics $21B (GILD 2020)

3. Medivation $14B (PFE 2016)

4. Biohaven $11.6B (PFE 2022)

5. Acceleron $11.5B (MRK 2021)

Therapeutic companies acquired for minimum $10M deal value

Not included (over $1B sales): 

Pfizer → SGEN $42B (2.0B in Revenue)

Amgen → HZNP $27.8B ($3.6B Revenue)

>$5B upfront in 2023 : 0

*YTD

June 1st

*
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Below average dollar volume YTD



Biotech Valuations

39% of small biotechs trade under cash balance

BIO Industry Analysis 2023Source: Factset

Nearly Half of R&D-stage Companies

Trade under $100M

Record Number of Small Companies*

Trading Below Cash
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* U.S. Companies with <500 FTEs

Current Market Cap (or end of Q) vs prior Q Cash

Year end low of 137 in 2020



Biotech Layoffs

Double the pace in 2023 for BioPharma Layoff announcement

BIO Industry Analysis 2023

**As of May 25th

**

Source: Company Press Releases, Biospace, EndPoints, Biopharmadive, Fierce



Follow-On Offerings

Most R&D-Stage U.S. companies struggle to raise capital

BIO Industry Analysis 2023Source: Biocentury BCIQ , BIO Industry Analysis

*

     
     

     

     
     

     

     

     
     

               

     
     

     

     

     
     

  
  
  
 

 
 
 
 
  
 

 
 
 
 
  
 

  
  
  
 

 
 
 
 
  
 

 
 
 
 
  
 

  
  
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

 
 
 
 
  
 

  
  
  
 

 
 
 
 
  
 

  
  
   
 
   

 
  
 
  
  
 
 

*

Follow-on rebound in late 2021 has not gained momentum

S&P Biotech Index Fund (XBI) is also sideways, recovering from SVB drop

Follow-on lows steeper than XBI lows* as of 

June 1st

Follow-on offerings for >$10M from R&D-Stage companies



Follow-On Offerings

Most R&D-Stage U.S. companies struggle to raise capital

BIO Industry Analysis 2023Source: Biocentury BCIQ , BIO Industry Analysis
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Companies with solid clinical data can raise via follow-on offerings

Top 3 in 2023

• Vaxcyte $575 Ph2 

• Karuna $460 Ph3

• Revolution $345M Ph2

* as of 

June 1st

*

* as of 

June 1st

*



Follow-On Offerings

Very few R&D-Stage Ex-U.S. companies raising funds via secondary offerings

BIO Industry Analysis 2023Source: Biocentury BCIQ , BIO Industry Analysis

AsiaEurope

*YTD 

June 1st

* *
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*YTD 

June 1st

European offerings drop significantly from Covid highs

Follow-on offerings for >$10M from R&D-Stage companies



Initial Public Offerings

IPOs from R&D-Stage U.S. companies declining, with exceptions

BIO Industry Analysis 2023Source: SEC, NASDAQ

IPOs from US-based Companies

Top 3 in 2023:

Acelyrin (SLRN)  $540M Ph2b

Mineralys (MLYS) $192M Ph2

Structure (GPCR) $161M Ph1

*YTD

June 1st

**



Initial Public Offerings

IPOs from R&D-Stage U.S. companies declining, with exceptions

BIO Industry Analysis 2023Source: SEC, NASDAQ, Pitchbook, BCIQ

*YTD

June 1st

*

IPOs from US-based Companies Alternative Market Entry

*YTD

June 1st

*



Public Companies

83% of U.S. publicly traded Biopharma companies debuted in last 10 years

BIO Industry Analysis 2023Source: SEC, NASDAQ, Pitchbook, BCIQ

651

Number of traded U.S. Biopharmas since 2007 



Initial Public Offerings

IPO window closed for R&D-Stage Ex-U.S. companies

BIO Industry Analysis 2023Source: SEC, NASDAQ, Pitchbook, BCIQ

2022 was lowest 10 years for Europe, 2023 worse

Europe Asia

Asia back to Pre-Covid levels

No IPOs >$20M

No Chinese IPOs



Venture Capital

Number of U.S. VC rounds likely to drop for second year

BIO Industry Analysis 2023Source: Primary: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

2021 was the record year, 

heading down into 2023

# of $10M+ rounds on declining

# of Preclinical Rounds

Up 2x vs 10 years ago up

63

Q1 

2023

…for both clinical and preclinical companies



Venture Capital

Biologics remain in focus since 2015 peak

BIO Industry Analysis 2023Source: Primary: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

# of Preclinical Rounds

Up 2x vs 10 years ago up

Biologics remain at 50% of Venture Capital



Venture Capital

U.S. venture capital reached its peak in 2021

BIO Industry Analysis 2023Source: Primary: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

# up >100%

during Covid

*Q1 2023

*

$3B “committed” 

Altos Labs 

(antiaging)



Venture Capital

Large crossover rounds declining

BIO Industry Analysis 2023Source: Primary: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

Crossover

Activity

Sharp rise for Series B $100M+ rounds in the U.S. is now reversing

9

Q1 

2023

Q1 2023 Declining

Series B: 5

Series A: 3 



Venture Capital

Asian investment declining to European levels

BIO Industry Analysis 2023Source: Primary: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

After up 1,800% in 10 yrs into 2021,

declining rapidly in 2022, 2023

# up 110%

during Covid

Asia

2x more venture investment into Asia vs Europe for both 2021 & 2022…but not 2023 YTD

Europe

$1.0B

Q1 

2023

# up 500%

during Covid

$1.0B

Q1 

2023

Possibly up in 2023



Venture Capital

More Biopharma companies in Asia receiving funding than Europe

BIO Industry Analysis 2023Source: Primary: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

2x more companies funded with at least $10M VC in Asia vs Europe

Europe
# Companies w/>$10M

Asia
# Companies w/>$10M

31 in

Q1 

2023

19 in

Q1 

2023



Venture Capital

Series A-1 rounds into U.S. Biopharma declining

BIO Industry Analysis 2023Source: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

Top Series A-1 2023
• ReNAgade $300M (PC) RNA delivery+

• Orbital, $270M (PC) cRNA/siRNA

• Aera, $170M A/B (PC) RNA delivery

Fewer A-1 rounds in 2023, with RNA-focused start-ups raising the most

26 in

Q1 

2023



Venture Capital

Asia has more A-1 rounds than Europe (a proxy for company formation)

BIO Industry Analysis 2023Source: Pitchbook, Biocentury BCIQ , Cortellis/TR, EvaluatePharma

Europe
# Series A-1

Asia
# Series A-1

16 in

Q1 

2023
6 in

Q1 

2023

Fewer A-1 rounds in 2023 likely Ex-U.S.



Daily BIO News from “Good Day BIO”
www.bio.org/goodday

BIO Industry Analysis Data
www.bio.org/iareports

http://www.bio.org/goodday
http://www.bio.org/iareports
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