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Road to drug development
Drug estimated cost for develop: $1.3-1.8 bilion

‘Phase | ||~ ‘Phase II ||~iili‘.ﬁiﬂi Appmval
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RP2D <« >  Dose (market)

DLTs >  High-grade toxicities

Toxicity Profile «——  Toxicities (death, treatment
d/c, delay)

Oral Presentation by Denis L. Fontes Jardim ASCO 2013
5. 201433 I presenTeD AT ASCE®) An nual 13

Clin Cancer Res. 2014 Jan 15;20(2):281-8. doi: 10.1158/1078-0432.CCR-13-2103. Meeting
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Chad Tang,"* Ralph Zinner,' Jennifer J. Wheler,' Filip Janku,' Vivek Subbiah,’
Sarina A. Piha-Paul,’ Siging Fu,! Kenneth Hess,? Sinchita Roy-Cho'm.rdhuri,4
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1. Provide a scientific basis for treatment decisions
2. Enable governments and insurers to develop
reimbursement policies
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Subject to prematurely terminated for financial rather than fo r
scien@c or etHical reasons #

Conflicts of int@st!that can bias étudy results

Yield positive results far more often than studies that are funded or
conducted by other entities

May Withhold the publication of unfavorable results

N Engl J Med.2000;342:1539-1544
JAMA.1999;282:1453-1457
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& Takes responsibility for, and initiates
a clinical investigation

Individual who actually conducts a
clinical investigation

If investigation is conducted by a team of
iIndividuals, the investigator is the responsible
leader of the team
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JAMA. 2015;314(23):2566-2567
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need to get an approval from IRB before getting a go
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Personally conduct or supervise investigation

Follow protocol- only make changes after notifying the
sponsor unless subject at risk

Ensure all persons assisting with the study are informed of
obligations

Inform subjects that drugs are being used for investigational
purposes

Ensure informed consent and IRB review, approval and
reporting

Report to sponsor adverse events
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“Routine care” is reimbursed by Medicare or Insurance from the patient

Exams, procedures that additional for the investigational agent is paid by the
Sponsor

There is NO
reimbursement “double
dipping” — services cannot
be charged both to the
patient’s insurance and to
the trial sponsor
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Discipline and
Organization
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“If | can help future
generations and others
with the same disease

that | have, | want to

contribute.”

The opportunity to improve the
health of others is an important
factor in deciding to enroll in a
clinical trial in more than 80% of
patients?
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1Zogby Analytics for Research!America (2013). National Poll: Clinical Research



