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Drug Development Industry Issues & 
Concerns in 2008:

�Fewer FDA Approvals

�Blockbusters vs. Targeted Therapeutics

�Drug Safety

�Drug Development Costs

�Political Landscape 2008
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Fewer FDA Approvals

Source: Nature Reviews Drug Discovery 7, 107-109 (February 2008)
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Drug Approvals / Failures: 
Implication for Alliances

Source: Nature Reviews Drug Discovery 2008;7:197-8
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Pipeline problems: 
Increasing the urge to merge

Source: Nature Drug Discovery V.5 2006
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2007-2008 Patent Expiry

12

Source: EvaluatePharma 2008
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Clinical and Approval Times Vary Across 
Therapeutic Classes, 2002-04

Source: Tufts CSDD, 2006
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Approval Success Rates for NCEs Also Vary 
by Therapeutic Class

Source: Tufts CSDD Impact Report, 8(3): May/June 2006
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Blockbuster vs. Targeted Therapeutic:

� Segmented markets not 
as profitable as mass 
markets

� Goals of big pharma
moving toward targeted 
therpeutics & 
personalized medicine
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Blockbuster: Definition

� Blockbuster drugs 
defined as those with 
peak sales of $1 billion
annually.

� General population use

� Clinical trials large ($$$)

� 79% IND’s fail in clinical 
development

� Efficacious in 40-60% of 
the population
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FDA Concerns: Safety & Efficacy Issues
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FDA Safety Concerns

Source: CDER Report to the Nation August 2007   (www.fda.org/CDER)

Post Marketing Adverse Event Reports --
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Costs of Drug Development

� Development Cost 
2010 � $2.0 Billion

� Due to an increasing 
number of drugs 
being discontinued, 
forcing companies to 
write-off investment of 
failed products.
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Prescription Drug Costs as a 
Percentage of Healthcare -
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Healthcare Spend -

Current Spend –

� 8¢ of every $1.00 on Diagnostics

� 92¢ of every $1.00 on Therapy

Better use of diagnostics would decrease 
the costs of therapy.



17SLA 2008 – B. Gilmore-Halliwell  &  D. Webb  

Top Contributors to RX Spend by 
Therapeutic Category (2007)
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Top RX Driver Trends – H1 2006 vs. H1 2007

Source: Medco Health Sciences (2007)
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Political Landscape 2008

� August 2006 – Senator Barack Obama
introduced the Genomics & Personalized 
Medicine Act

� January 2007 – Senators Kennedy & Enzi 
introduced the Genetic Information 
Nondiscrimination Act

� May 21, 2008 – GINA (Genetic Information Non-
discrimination Act) signed into law
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Planning is critical….
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Drug Approval Process Overview: 
Information Maze

� Plethora of resources 
competing for those 
budget dollars

� What do you really 
needed?

� What decisions are to be 
made?

� Organic development v. 
in-license?

� Drug / diagnostic combo?
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Differences Between Small Molecules & 
“Targeted” Monoclonal Antibodies –
______________________________________________________________________________________________________________________________

� Small Molecules 
(Traditional 
Pharmaceutical Drugs)
� Oral or Intravenous

� Target multiple pathways

� Cheaper to manufacture

� Short half-life

� Enter cytoplasm, therefore 
target any molecule or 
pathway regardless of 
location

� Monoclonal Antibodies 
(Biotech drugs)

� Intravenous only

� Target specific protein

� Expensive to manufacturer

� Inconvenient to administer 
but longer half-life

� Confined to proteins in 
extra cellular matrix
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Balanced Equation

� Biotech Strengths

� IP for novel products

� Distinguished products

� Niche technologies

� Innovative business 

cultures

� Pharma Strengths

� Financial strength

� Development & commercial 
expertise

� Global reputation

� Recognized voice at 
regulatory agencies

� Marketing success
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FDA & EMEA - Comparison

Once approved, each 
country must price drug for 
marketing authorization of 
country

FDA not involved with 
pricing issues

Regulatory 
influence on drug 
pricing.

Does not communicate with 
companies until late in 
process.

Extensive – Relate to 
phases, filings & pre-
market 

Communications 
with Companies

15 Member Nations1- United StatesCountries Covered

11 LanguagesEnglishReview Language

44012,000Employees

EMEAFDA
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Source: 2007 PhRMA’s Innovation.org
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Pharma & Diagnostic Workflow Perspective -

Source: TM Jaeger, Hoffmann-LaRoche, CHI Molecular Medicine TriConference, March 2008
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Drugs with Companion Diagnostics

23%28%48%39%52%12,94710,5548,2375,5593,9942,622Report Total

(8%)1%(13%)(13%)4%201218216247284273GlaxoSmithKlineZiagen

174%n/a---280102----GlaxoSmithKlineTykerb

34%37%109%n/an/a1,19088664931113-GenentechTarceva

167%n/a---12145----PfizerSelzentry/ 
Celsentri

(7%)(16%)(14%)(64%)(24%)66892533Teva
Pharmaceutical 
Industries

Purinethol

57%127%n/a--583370163---Bayer AGNexavar

(6%)0%(13%)(30%)71%224238237273389228AstraZenecaIressa

19%29%82%49%32%4,8334,0463,1341,7231,156876GenentechHerceptin

12%19%18%33%45%3,4303,0502,5542,1701,6341,128NovartisGleevec/Glivec

31%24%57%92%n/a1,7571,3371,075684357-Bristol-Myers 
Squibb

Erbitux

26%27%43%4%60%32225520114113685The Medicines 
Company

Angiomax/ Angiox

20082007200620052004200820072006200520042003Company

Growth per Year (%)Annual Sales WW - Sales

All Financial Data in US $ (mln)

Source: EvaluatePharma® 2008
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Tools & Solutions: Knowledge Express
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Tools & Solutions: BioPharm Insight
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Tools & Solutions –HCUP Database

� HCUPnet is a free, on-line query system based on data from the 
Healthcare Cost and Utilization Project (HCUP). 

� It provides health statistics on hospital stays –

� National, State & regional .
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Tools & Solutions – EvaluatePharma
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Tools & Solutions – 10K Wizard
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Planning is critical.
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Clinical Trials Databases

� ADIS Clinical Trials Insight ($$$) – link with ADIS RDI

� Cancer Clinical Trials, NIH (free)        
� (www.cancer.gov/clinicaltrials)

� CenterWatch Clinical Trials Listing Service ($)        
(www.centerwatch.com)

� CiteLine TrialTrove (Informa) ($$$) – Link with PharmaProjects
(www.citeline.com/trialtrove.html)

� ClinicalTrials.gov (NIH) (free)
(www.clinicaltrials.gov)

� Inteleos ($)  
(www.inteleos.com)
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ADIS – Clinical Trial Insight
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ADIS – Clinical Trial Insight
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National Cancer Institute –
www.cancer.gov
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CenterWatch: Clinical Trials
www.centerwatch.com
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Citeline - TrialTrove
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Citeline TrialTrove
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ClinicalTrials.gov
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Inteleos – Clinical Trials Section
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Deals & Alliance Resources Comparisons

� EvaluatePharma

� IDeals (Thomson Scientific)

� MedTrack

� Recombinant Capital’s ReCap

� Windhover
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EvaluatePharma: Search by Deal Type –
In-licensed, Joint Venture, Company Acquisition, 
Product Acquisition, Out-licensed Technology
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EvaluatePharma –
Top In-Licensed Drugs by Deal Value
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Sample View of Peer Group Analyzer –
Comparing Mid Cap Companies
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Thomson’s - IDeals
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Thomson Scientific - IDeals
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Thomson-Pharma’s Deal Search
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Deal & Alliance - MedTrack
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MedTRACK – Company Comparison
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MedTRACK – Un-partnered Deals?
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Recombinant Capital’s ReCap
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Recombinant Capital’s ReCap
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Windhover Business Intelligence
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Deals & Alliances - Comparison

� Benchmark “peer group’ companies & 
portfolios 

� NPV tools  - Unique to EP – forecasts 
to 2028

� Gain insight into all sales at risk from 
patent expiry

SEC Filings, Annual & 
quarterly reports, 
presentations to analysts 
& investors, FDA, 
USPTO, equity analysts

Historic sales 
1986 - present

Evaluate

Pharma

� Subset of data from Investigational 
Drugs Database (IDDB)

� Searchable by therapeutic area and 
mode of action 

Investigational Drug 
Database (IDDB) records

1998 - presentIDeals

� Partnered & un-partnered search 
capabilities

� Excellent export & share capabilities

� Databases within include – D& A, 
Epidemiology, Pipeline profile, deal 
screener, trend analysis, price to news, 
venture finance, company explorer, 
company merger tool, patent expiry

� Excellent customer service

� SEC filings

� Press releases

� Company websites

� Meetings abstracts

� Literature

� News

� Proprietary spiders to 
Company websites

1998 – present

(note: ownership 
change from LSA 
to DataMonitor in 
2006)

MedTrack

Special NotesSourcesCoverage
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Deals & Alliances - Comparison

�On-demand service for analysis of 
materials contracts (extra $$$)

�Comprehensive consulting services

�Trend data available without 
subscription

�Databases available from their website 
(valuation, alliances, clinical trials, IP)

�Data difficult to export & share

SEC filings & exhibits 

Press Releases
1988-presentReCap

� Comprehensive deals, alliance and 
diagnostics database

� Host analyst partnering conferences

� New search & advanced search 
options

� Links to companion Windhover 
products (Journals - In Vivo, Start-Up, 
RPM Report) – linked to deals db

� Values deals by TA, company size, 
phase

� Excellent customer service 

� SEC filings & exhibits 

� Press Releases

� Company 
communications

� Analyst reports

� Secondary news 
sources

� Editor’s Meetings with 
Companies

� Publication – Medtech
Insight

1991-present
Windhover

(SIS)

Special NotesSourcesCoverage
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Deals & Alliance Source Comparison

NoNoNo
Evaluate

Pharma

NoYesYesMedTrack

Yes

No

No

Diagnostics

NoNoWindhover

NoNoReCap

NoNoIdeals

Inventor (person)

Partnered/ 
Un-

partnered 
Seachable?
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Analysis: Requestor’s role dictates info needed.

� Lead molecules / consolidation of 
pipeline

� Track record of internal folks

� Development & commercial 
competitors

Management

� Market potential

� Fit with existing pipeline

� Fit with existing sales force

� Competitive landscape

� Market potential

� Competitive landscape

� Market entry possibilities

� Marketing rights licensing

Product Development & 
New Product Planning 

� Fit with existing pipeline

� IP value

� Quality

� Broad application of product 
(IP) for future 

Regulatory & Legal

� Availability of patients for clinical 
trials (based upon competitive 
landscape & other ongoing clinical 
trials). Both capture potential 
patients.

� Pipeline work

� Complexity & cost of clinical 
trials

� Development strategies

� Manufacturing outsourcing

Development

Established Pharma / 
Large Biotech

Early Stage Company
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Analysis: Public vs. private company?

� Local Press

(http://newsdirectory.com)

� D&B 

� SEC Filings (Hoover, 10K 
Wizard)

� D&B

� Wall Street analysts 

� IMS, EvaluatePharma, 
BioPharm Insight

Financials & Forecasts

� Company –BioScan, Coombs, 
Hoovers, newspapers local to 
company location

� Deals databases

� Company – BioScan, Coombs, 
Hoovers, IMS, VeriSpan

� Manufacturing Capacity –
analyst reports, 10K & news

Company Information & 
Manufacturing Capacity

� Pipeline Databases -

� ADIS R&D Insight

� IMS R&D Focus

� Thomson Pharma – IDDB 

� Pharma Projects

� Prous Integrity

� Pipeline Databases -

� ADIS R&D Insight

� IMS R&D Focus

� Thomson Pharma – IDDB 

� Pharma Projects

� Prous Integrity 

� Inteleos

� www.drug name.com

� Drugs @ FDA

Product & Pipeline

Private CompanyPublic CompanyData Needed
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Analysis continued…..

� Patents� PatentsOther

� Conference proceedings� Scientific alerts (Commercially 
available or NCBI)

� Prous Drug News Daily

Scientific News

� Local press where the company is 
located. Global news available at:

www.newsdirectory.com

� Deals & alliance databases under 
the “public” company the deal was 
done

� Subscription based news -
(BioCentury, BioWorld, SCRIP, 
Pink Sheet, IDRAC news etc.)

� News Alerts (Factiva, Lexis 
Publisher, NewsEdge

� Free (Bio & FDLI Smart Briefs, 
Fierce Biotech, First Word, DMS 
Alerts, BioPharm Insight, 
PharmaVoice, DMS Alerts)

Business News

Is the company private?Is the company public?Data Needed
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Business News Sources:

Daily Biotech & Pharma Industry News Updates –
� AdvaMed SmartBrief (no cost)
� BioCentury - (subscription based)
� BioSpace Diagnostics (no cost)
� BioSpace GenePool (no cost)
� Biotechnology Industry Organization (BIO) SmartBrief (no cost)
� BioWorld Today (subscription based)
� Device Space Daily (Medical Device & Diagnostics daily news (no cost)
� DMS Alerts- (no cost) - Deals & Alliance News
� FDC Reports Pink Sheet – (Subscription)
� Food & Drug Law SmartBrief (FDLI) (no cost)
� FierceBiotech (no cost) – RSS available
� First Word (no cost & subscription based depending on level)
� Informa Healthcare –SCRIP (subscription based) – RSS available
� Prous Drug News Daily (subscription)

Weekly Biotech & Pharma Industry News Update(s)
� CHI Weekly Update (Cambridge Health Institute) (no cost)

Monthly Biotech & Pharma Industry News Update(s) –
� BioPharm International (no cost)
� IMS Health – World Market Summary (no cost)
� PharmaVoice (basic no cost, premium subscription available)
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Pipeline – Focus by stage
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� Analysts

� SEC filings

� Business News

� PDR/ GenRX

� Redbook

� IMS  & Scott 
Levin Audits

� Pipeline dbs

� Regulatory 
(IDRAC)

� FDA

� Pipeline dbs

� Scientific lit

� Conferences

� Clinical trials

� Analysts

� Business News

� Deals dbs

� Pipeline dbs

� Scientific lit

� Conferences

� Clinical trials

� Business news

� Analysts

� Pipeline dbs

� Scientific lit

� Clinical trials

� Analysts

� HCUP data

� Scientific lit

� Conference lit

� Patents 

� Health Stats 

� Pipeline dbs

� Business news

LaunchSubmissionPhase IIIPhase IIPhase IPre-clinical

Where to look & 
what to look for 
will depend on 
phase of 
development -
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Drug Development – Early Research

�Conference proceedings

�Patents

�Drug pipeline databases

�Scientific literature

�Chemical names

�Laboratory Codes

�CAS registry numbers

SourcesNomenclature
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Pipeline Development – Clinical Phases

� Formulation development

� Safety & efficacy

� Competitive products & their trials

� Don’t ignore terminated trials

� Label considerations

� Safety & Efficacy

� Maximum tolerated dose

� Half-life 

� Interactions with other drugs

Studies that provide answersClinical Trials Questions
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Drug Pipeline Development – Clinical

� Scientific literature

� Meetings & conference proceedings

� Pipeline databases

� Clinical trial databases

� Analysts & forecast resources

� Non-proprietary names

� USAN (U.S. adopted names)

� INN (International non-proprietary names)

� In addition to the lab codes, CAS RN’s and 
chemical names (previous phases)

SourcesNomenclature
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Changes in the 
Investigational Drug Research Process

� Increase in the number & size of clinical trials per New 
Drug Application

� 1985 – 1988: Average # = 36 (3,200 patients tested/NDA)

� 2000 - 2005: Average # = 70 (4,500-5,000 patients/NDA)

� Leading US Pharmaceutical companies increased # of 
new drug trials 52% since 2002

� (Source: Outlook 2007 from Tufts Center for the Study of Drug Dev)

� Clinical testing phase gradually lengthening

� Rise from mean time of 5.5 years in 1980’s to 6.5 years in the 
1990’s/

� In 2002 – 2004 duration extended 7 years 

� (Source: PhRMA 2007 Innovation.org)
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Clinical Investigations are going global -
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NDA Preparation & Filing–

� FDA has 6 months for standard review; 
priority reviews are shorter

� In most cases, FDA review time exceeds 6 
months. Average is 2 years. PDUFA purpose 
is to shorten time to approval

� Once NDA approved, drug marketable

� Follows clinical trials

� Clinical trial data analysis phase

� NDA / BLA electronic submissions

� Manufacturing / CRM inspection

� Label reviews

� Publication planning

� MD / RN Educations

Approval /Launch PrepNDA Filing
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Pipeline Development –
NDA/Launch/Post Marketing

� Patent literature

� Business literature

� Clinical literature

� Analysts & Forecasts

� FDA & internet regulatory sites (IDRAC)

� USAN/USP (established 
name)

� Proprietary names / Chemical names

� Generic names

� Brand names

SourcesNomenclature
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Drug Pipeline Databases

� ADIS - R&D Insight

� IMS R&D Focus – IMS Health (IMS Global Services)

� Investigational Drugs Database (IDDB) – Thomson Scientific

� Inteleos (Elsevier)

� Pharmaprojects – (Informa Healthcare)

� Prous Integrity

� Others Portals Containing Pipeline Data: BioPharm Insight / MedTrack
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IMS R&D Focus -
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Investigational Drug Database “IDdb”
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Investigational Drug Database “IDdb”
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THOMSON-Pharma
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••BiosisBiosis

••Conference Fast TrackConference Fast Track

••Current Chemical ReactionsCurrent Chemical Reactions

••Current ContentsCurrent Contents

••Current Opinion Journals:Current Opinion Journals:

••Drug Discovery DevelopmentDrug Discovery Development

••Investigational DrugsInvestigational Drugs

••Molecular TherapeuticsMolecular Therapeutics

••Current Patents GazetteCurrent Patents Gazette

••Data StreamData Stream

••DelphionDelphion

••Derwent Biotechnology Derwent Biotechnology 

ResourceResource

••Derwent Chemistry ResourceDerwent Chemistry Resource

••Derwent Drug FileDerwent Drug File

••DolphinDolphin

••DrugDex DrugDex 

••GENESEQGENESEQ

••GENESEQ FASTAlertGENESEQ FASTAlert

••GlobalTOPICGlobalTOPIC

••IBESIBES

••IDdbIDdb

••IDealsIDeals

••IDracIDrac

••Index ChemicusIndex Chemicus

••INPADOCINPADOC

••InvestextInvestext

••MedstatMedstat

••NewsEdgeNewsEdge

••Orange BookOrange Book

••Patent Citation IndexPatent Citation Index

••Patent Fast AlertPatent Fast Alert

••Patents PreviewPatents Preview

••ProceedingsProceedings

••PubMedPubMed

••SDdbSDdb

••SharewatchSharewatch

••SwissProtSwissProt

••Thomson Patent StoreThomson Patent Store

••Web of ScienceWeb of Science

••World Drug AlertsWorld Drug Alerts

••World Patent IndexWorld Patent Index

••WorldScopeWorldScope

Thomson-Pharma Sources:
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Thomson Pharma – Unique Features
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Inteleos -
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Inteleos -
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Inteleos – Search & Export Capabilities
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Pharmaprojects



84SLA 2008 – B. Gilmore-Halliwell  &  D. Webb  

Pharmaprojects - Classic
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Pharmaprojects - Pipeline
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Thomson’s Prous Integrity
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Prous Integrity – Target Search
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Prous Integrity – BioMarker Kit Development
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Prous Integrity –Targetscape Lung Cancer
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Smart Charts - Data Integration Tool

Identify 
unique 
compounds
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Conclusion -
� There are several 

avenues to success when 
collecting information.

� Who are your customers?

� Where are budget dollars 
best spent?

� Where did the information 
in the database/portal 
come from?  Was it a 
synthesis of existing data 
or purchase of an 
independent source?
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Up Next: Case studies using pipeline dbs.


