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750+
High Impact Catalysts 

Tracked by Biomedtracker  
in Q1 2017

The most high impact drug catalysts  
expected in Early 2017 are for trial 
data, followed by regulatory events

Early 2017 high impact drug catalysts 
are spread across many indications

Drug Company Partner(s) Indication(s) Date Range Expected Catalyst(s) Phase
Disease 
Group Drug Class

Group/
Class Phase 
Success

Group/Class 
LOA (PTS)

BMT LOA 
Opinion

Abaloparatide- 
SC

Radius 
Health, Inc.

Ipsen,  
Novartis, 
Teijin

Osteoporosis/ 
Osteopenia

3/30/2017 PDUFA for NDA – 
First Review

NDA Endocrine NME 72.50% 53.00% Above

Likely US approval of new bone-building 
drug for osteoporosis, with improved 
features over segment leader

Top-line Phase II/III data 
in uremic pruritus, an 
indication without an FDA 
approved drug

indications such as CLN2 disease and 
tardive dyskinesia

Oral JAK inhibitor poised for 
approval and strong market 
uptake in rheumatoid arthritis

Novel mGluR targeting 

Critical approval 
set in carcinoid 
syndrome for small 
cap companyProbable approval 

of psoriasis drug 
despite regulatory 
ups and downs

Opportunity 
for stem 
cells to 
prove 
themselves 
in Phase III 
pain trial

Potential US approval of 
diabetes management 
systems expanding the 
frontiers of mobile health

Highly anticipated TAVR data could 

patients for another device

Approval of diagnostic 
platform could substantially 
reduce the time for important 
antimicrobial results

Pivotal novel device data for 
minimally invasive creation 

hemodialysis access

Interim Phase III analysis in 
liver cancer trial for micro cap 
company bruised by prior setbacks

for the PCSK9 inhibitor class will shape 
views on its prospects

drug, conferring pharmacologic advantages, 
in Huntington’s disease

First-in-class anti-IL-4R antibody 
likely to be approved for atopic 
dermatitis
pipeline allergic conditions

First Phase III pain data for novel biased ligand 
opioid agonist, aiming to minimize side effects

Competition set to heat up with 
approval of a second novel 
hyperkalemia treatment

Likely approval of next-
generation ALK inhibitor 
for NSCLC

Pivotal Phase IIb/III data for what could 

to be approved for HIV, aimed at less 
frequent dosing and fewer AEs

Early stage and make-

data for novel cystic 
 candidates
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Biomedtracker is tracking 750+ high impact 
catalysts that are expected to occur in Early 2017. 

The Early 2017 Outlook Report outlines these,  
and provides more in depth analysis on  

37 of the most important.
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Each highlighted catalyst shows the Phase Success and Probability of Technical Success rates for the drug’s disease group, as well as whether BMT’s LOA opinion is above or below average.

The report 
also covers 

select device 
catalysts from 

Meddevicetracker

BMT’s analysis then provides background 

and implications of possible outcomes.

28% of public 
company catalysts 

had at least a  
~20% change

The topics in this quarter’s 
report cover 31 indications

Other trial data and approval events in 

gastrointestinal, dyslipidemia, neurology, Parkinson’s 

cancer, coronary artery disease, embolic stroke 

prevention, peripheral arterial disease

The top 3 – Oncology, 

Neurology, and Autoimmune/

immunology – account for half 
the catalysts

Two-thirds are  for trial data
Includes partnerships, patent 

events, and development reviews

In Depth 
Analysis of

37

High impact catalysts can lead  
to large changes in the valuation  
of drugs, devices, and companies

Number of high impact catalysts by lead company market cap

The most notable of the high-impact 
catalysts are selected by the BMT team  
to analyze further in the Outlook Report

The highlighted catalysts span a broad range of topics and company 
market caps, with catalysts split between regulatory and data events

Large or mega cap companies are the leads in the largest number of top-line data events for drugs, though only accounting for 40%

Large or mega cap companies 

dominate in FDA PDUFA 

catalysts, partly due to 

…whereas companies with a market 

cap under $300 M have more FDA 

meeting catalysts. Larger pharmas 

tend not to report these, whereas 

these meetings can be quite 

important for the share price of 

smaller companies.

“Given the positive data from 
the pivotal studies, we see 
very little reason why the drug 
should not see approval in the 
near future. Furthermore, the 
outcome from the FDA will 
likely be repeated for the drug’s 
European approval decision 
that follows later this year.” 

67%
25%

8%

50%
13%

10%

27%

High Impact Catalysts: Early 2017 Outlook Report

CLICK HERE FOR MORE INFO

750+
High Impact Catalysts 

Tracked by Biomedtracker  
in Q1 2017

The most high impact drug catalysts  
expected in Early 2017 are for trial 
data, followed by regulatory events

Early 2017 high impact drug catalysts 
are spread across many indications

Drug Company Partner(s) Indication(s) Date Range Expected Catalyst(s) Phase
Disease 
Group Drug Class

Group/
Class Phase 
Success

Group/Class 
LOA (PTS)

BMT LOA 
Opinion

Abaloparatide- 
SC

Radius 
Health, Inc.

Ipsen,  
Novartis, 
Teijin

Osteoporosis/ 
Osteopenia

3/30/2017 PDUFA for NDA – 
First Review

NDA Endocrine NME 72.50% 53.00% Above

Likely US approval of new bone-building 
drug for osteoporosis, with improved 
features over segment leader

Top-line Phase II/III data 
in uremic pruritus, an 
indication without an FDA 
approved drug

indications such as CLN2 disease and 
tardive dyskinesia

Oral JAK inhibitor poised for 
approval and strong market 
uptake in rheumatoid arthritis

Novel mGluR targeting 

in Phase II/III for ADHD

Critical approval 
set in carcinoid 
syndrome for small 
cap company

Probable approval 
of psoriasis drug 
despite regulatory 
ups and downs

Opportunity 
for stem 
cells to 
prove 
themselves 
in Phase III 
pain trial

Interim Phase III analysis in 
liver cancer trial for micro cap 
company bruised by prior setbacks

for the PCSK9 inhibitor class will shape 
views on its prospects

drug, conferring pharmacologic advantages, 
in Huntington’s disease

First-in-class anti-IL-4R antibody 
likely to be approved for atopic 
dermatitis
pipeline allergic conditions

First Phase III pain data for novel biased ligand 
opioid agonist, aiming to minimize side effects

Competition set to heat up with 
approval of a second novel 
hyperkalemia treatment

Likely approval of next-
generation ALK inhibitor 
for NSCLC

Pivotal Phase IIb/III data for what could 

to be approved for HIV, aimed at less 
frequent dosing and fewer AEs

Early stage and make-

data for novel cystic 
 candidates

1-week Performance after Large Impact Drug 
Catalysts in Outlook Reports Q4 2015 – Q4 2016
100

80

60

40

20

0

-20

-40

-60

-80

-100

Oncology
Neurology
Autoimmune/immunology
Other

Trial Data
Regulatory Events
Other

40%
20%

11%

10%

19%

Large/Mega
Mid
Small

Micro
Nano

Top-line Drug Data Catalysts  
by Lead Company Market Cap

Total NDA/BLA sNDA/sBLA

30

20

10

0
Large/Mega Mid Small Micro

Number of PDUFA Catalysts  
by Lead Company Market Cap

Biomedtracker is tracking 750+ high impact 
catalysts that are expected to occur in Early 2017. 

The Early 2017 Outlook Report outlines these,  
and provides more in depth analysis on  

37 of the most important.

20

15

10

5

0
 Large/ Mid Small Micro Nano
 Mega

Number of Meeting with FDA Catalysts 
by Lead Company Market Cap

Each highlighted catalyst shows the Phase Success and Probability of Technical Success rates for the drug’s disease group, as well as whether BMT’s LOA opinion is above or below average.

BMT’s analysis then provides background 

and implications of possible outcomes.

28% of public 
company catalysts 

had at least a  
~20% change

The top 3 – Oncology, 

Neurology, and Autoimmune/

immunology – account for half 
the catalysts

Two-thirds are  for trial data
Includes partnerships, patent 

events, and development reviews

In Depth 
Analysis of

37

High impact catalysts can lead  
to large changes in the valuation  
of drugs, devices, and companies

Number of high impact catalysts by lead company market cap

The most notable of the high-impact 
catalysts are selected by the BMT team  
to analyze further in the Outlook Report

The highlighted catalysts span a broad range of topics and company 
market caps, with catalysts split between regulatory and data events

Large or mega cap companies are the leads in the largest number of top-line data events for drugs, though only accounting for 40%

Large or mega cap companies 

dominate in FDA PDUFA 

catalysts, partly due to 

…whereas companies with a market 

cap under $300 M have more FDA 

meeting catalysts. Larger pharmas 

tend not to report these, whereas 

these meetings can be quite 

important for the share price of 

smaller companies.

“Given the positive data from 
the pivotal studies, we see 
very little reason why the drug 
should not see approval in the 
near future. Furthermore, the 
outcome from the FDA will 
likely be repeated for the drug’s 
European approval decision 
that follows later this year.” 

The topics in this quarter’s 
report cover 31 indications

The report 
also covers 

select device 

catalysts from 

Meddevicetracker

Other trial data and approval events in 

gastrointestinal, dyslipidemia, neurology, Parkinson’s 

cancer, coronary artery disease, embolic stroke 

prevention, peripheral arterial disease

Potential US approval of 
diabetes management 
systems expanding the 
frontiers of mobile health

Highly anticipated TAVR data could 

patients for another device

Approval of diagnostic 
platform could substantially 
reduce the time for important 
antimicrobial results

Pivotal novel device data for 
minimally invasive creation 

hemodialysis access

67%
25%

8%

50%
13%

10%

27%

FIND OUT MORE HERE

750+
High Impact Catalysts 

Tracked by Biomedtracker  
in Q1 2017

The most high impact drug catalysts  
expected in Early 2017 are for trial 
data, followed by regulatory events

Early 2017 high impact drug catalysts 
are spread across many indications

Drug Company Partner(s) Indication(s) Date Range Expected Catalyst(s) Phase
Disease 
Group Drug Class

Group/
Class Phase 
Success

Group/Class 
LOA (PTS)

BMT LOA 
Opinion

Abaloparatide- 
SC

Radius 
Health, Inc.

Ipsen,  
Novartis, 
Teijin

Osteoporosis/ 
Osteopenia

3/30/2017 PDUFA for NDA – 
First Review

NDA Endocrine NME 72.50% 53.00% Above

Likely US approval of new bone-building 
drug for osteoporosis, with improved 
features over segment leader

Top-line Phase II/III data 
in uremic pruritus, an 
indication without an FDA 
approved drug

indications such as CLN2 disease and 
tardive dyskinesia

Oral JAK inhibitor poised for 
approval and strong market 
uptake in rheumatoid arthritis

Novel mGluR targeting 

in Phase II/III for ADHD

Critical approval 
set in carcinoid 
syndrome for small 
cap companyProbable approval 

of psoriasis drug 
despite regulatory 
ups and downs

Opportunity 
for stem 
cells to 
prove 
themselves 
in Phase III 
pain trial

Potential US approval of 
diabetes management 
systems expanding the 
frontiers of mobile health

Highly anticipated TAVR data could 

patients for another device

Approval of diagnostic 
platform could substantially 
reduce the time for important 
antimicrobial results

Pivotal novel device data for 
minimally invasive creation 

hemodialysis access

Interim Phase III analysis in 
liver cancer trial for micro cap 
company bruised by prior setbacks

for the PCSK9 inhibitor class will shape 
views on its prospects

drug, conferring pharmacologic advantages, 
in Huntington’s disease

First-in-class anti-IL-4R antibody 
likely to be approved for atopic 
dermatitis
pipeline allergic conditions

First Phase III pain data for novel biased ligand 
opioid agonist, aiming to minimize side effects

Competition set to heat up with 
approval of a second novel 
hyperkalemia treatment

Likely approval of next-
generation ALK inhibitor 
for NSCLC

Pivotal Phase IIb/III data for what could 

to be approved for HIV, aimed at less 
frequent dosing and fewer AEs

Early stage and make-

data for novel cystic 
 candidates

1-week Performance after Large Impact Drug 
Catalysts in Outlook Reports Q4 2015 – Q4 2016
100

80

60

40

20

0

-20

-40

-60

-80

-100

Oncology
Neurology
Autoimmune/immunology
Other

Trial Data
Regulatory Events
Other

40%
20%

11%

10%

19%

Large/Mega
Mid
Small

Micro
Nano

Top-line Drug Data Catalysts  
by Lead Company Market Cap

Total NDA/BLA sNDA/sBLA

30

20

10

0
Large/Mega Mid Small Micro

Number of PDUFA Catalysts  
by Lead Company Market Cap

Biomedtracker is tracking 750+ high impact 
catalysts that are expected to occur in Early 2017. 

The Early 2017 Outlook Report outlines these,  
and provides more in depth analysis on  

37 of the most important.

20

15

10

5

0
 Large/ Mid Small Micro Nano
 Mega

Number of Meeting with FDA Catalysts 
by Lead Company Market Cap

Each highlighted catalyst shows the Phase Success and Probability of Technical Success rates for the drug’s disease group, as well as whether BMT’s LOA opinion is above or below average.

The report 
also covers 

select device 
catalysts from 

Meddevicetracker

BMT’s analysis then provides background 

and implications of possible outcomes.

28% of public 
company catalysts 

had at least a  
~20% change

The topics in this quarter’s 
report cover 31 indications

Other trial data and approval events in 

gastrointestinal, dyslipidemia, neurology, Parkinson’s 

cancer, coronary artery disease, embolic stroke 

prevention, peripheral arterial disease

The top 3 – Oncology, 

Neurology, and Autoimmune/

immunology – account for half 
the catalysts

Two-thirds are  for trial data
Includes partnerships, patent 

events, and development reviews

In Depth 
Analysis of

37
to large changes in the valuation  
of drugs, devices, and companies

Number of high impact catalysts by lead company market cap

The most notable of the high-impact 
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Large or mega cap companies are the leads in the largest number of top-line data events for drugs, though only accounting for 40%
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cap under $300 M have more FDA 
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tend not to report these, whereas 
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near future. Furthermore, the 
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