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The Healthcare Debate



Source: Health United States 2002;
Consumer Price Index

Rising Costs of Health Care

Annual Healthcare Cost Per Person 

1980 $2,207 

1990 $3,541 (+60%) 

2000 $4,461 (+26%) 
Total increase from 1980 to 2000 = 102% 

 



Healthcare R&D is Big
Business
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Consumerism is on the Rise







Recent History

PhRMA launch ClinicalStudyResults.org, a
centralized repository for trial results in a
standard format and presentation

2004

PhRMA member companies commit to
disclosing the results, positive or negative, of
‘hypothesis testing’ clinical trials

2002

FDA Modernization Act (FDAMA)
NIH/NLM Clinical Trials Databank
PhRMA publishes Principles on the Conduct of
Clinical Trials and Communication of Clinical
Trial Results

1997
2000
2002



“The innovative pharmaceutical industry
is committed to increasing the
transparency of the clinical trials our
member companies sponsor.”

• International Federation of Pharmaceutical
Manufacturers and Associations (IFPMA)

• European Federation of Pharmaceutical Industries and
Associations (EFPIA)

• Japanese Pharmaceutical Manufacturers Association
(JPMA)

• Pharmaceutical Research and Manufacturers of America
(PhRMA)



Registration of Trials



Commitment to Voluntary
Registration

• All company-sponsored hypothesis-
testing (non-exploratory) clinical trials
conducted on drugs and biologics
marketed in the US or intended for
marketing in the US

• New and ongoing hypothesis-testing
studies, regardless of the disease or
condition

• Will utilize www.clinicaltrials.gov
• Will follow informational and timing

provisions as outlined in Section 113
of FDAMA

• Trials given a unique identifier
• Compliance



FDAMA Sec 113 Requirement

Clinical Trials Registry

• Requires companies to register applicable
clinical trials within 21 days of enrollment
initiation, for the purpose of enhancing
patient access to information about clinical
trials in which they might wish to participate.

• PhRMA member companies already have a
legal responsibility to register trials that test
treatments for serious or life-threatening
diseases and conditions on
www.clinicaltrials.gov.



NIH/NLM Registry
www.clinicaltrials.gov



DeAngelis et al. JAMA
2004;292:1363-4.

Clinical Trial Registry
Requirements

• Accessible at no charge and open to all prospective
registrants; managed by a not-for-profit organization

• A mechanism to ensure the validity of the registration
data, and electronically searchable

• Must include the following information:
– a unique identifying number
– a statement of the intervention (or interventions) and comparison (or

comparisons) studied
– a statement of the study hypothesis
– definitions of the primary and secondary outcome measures
– eligibility criteria
– key trial dates
– target number of subjects
– funding source
– contact information for the principal investigator.



Clinical Trial Results



Commitment to Disclosure of
Results

• If trial results are published in a peer-
reviewed medical journal, the database
should include
– a citation to or link to the journal article and/or
– a summary of the results in a standard, non-promotional

format, such as the ICH E-3 summary format,
– a description of the trial design and methodology
– results of the primary and secondary outcome measures
– safety results

• Unpublished trials results posted in ICH E-
3 summary format

• Results should include unique identifier
used to register the trial at inception



Study Results Databases



Commitment to Disclosure of
Results

• Regardless of trial outcome the
results of all non-exploratory
clinical trials on a marketed drug
should be disclosed

• Results from exploratory trials
should be disclosed if medically
important and impact on a
marketed drug

• Trial results for failed
investigational products disclosed
if medically important

• Disclosure must obey applicable
local laws



Conclusion

• Transparency is coming, BUT
• Mass confusion may occur, SO
• Physicians will need to educate patients,

the public AND colleagues on
– the nature of medical-scientific uncertainty

and
– its resolution through successive clinical

studies and experience


