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“If in doubt, return to principles.”
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FDA
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FDAQ) {2 ap
FDA is responsible for protecting the public health by
assuring the safety, efficacy and security of human and
veterinary drugs, biological products, medical devices,

our nation’s food supply, cosmetics, and products that
emit radiation.
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E IVI A O) 1% n Ij EUROPEAN MEDICINES AGENCY
SCILENC] MEDICINES HEALTH

The mission of the European Medicines Agency is to
foster scientific excellence in the evaluation and

supervision of medicines, for the benefit of public and
animal health.
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Public Health

—benefits/risks for the population—

Benefits *

http://www.fda.gov/Safety/SafetyofSpecificProducts/ucm180538.htm
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Public Health

—benefits/risks for the population—
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GMP (Good Manufacturing Practice)
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—benefits/risks for the population—
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ATMP : Advanced Therapy Medicinal Product
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Patient-Oriented Medicine
—benefits/risks in terms of personal value—
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http://www.fda.gov/Safety/SafetyofSpecificProducts/ucm180538.htm
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OPEN a ACCESS Freely available online

PLOS mepicine

Policy Forum

The Unintended Consequences of Clinical Trials \ % ,

Regulations

Alex D. McMahon'*, David I. Conway’, Tom M. MacDonald? Gordon T. McInnes®

1 Dental School, Faculty of Medicine, University of Glasgow, Glasgow, Scotland, 2 Ninewells Hospital & Medical School, University of Dundee, Dundee, Scotland, 3 Gardiner

PLoS Medicine 2009:6:€1000131

Institute, Faculty of Medicine, University of Glasgow, Glasgow, Scotland

Regulation—the real threat to clinical research

Recent changes to research governance were intended to ensure that clinical trials are
safe and effective. But Paul Stewart and colleagues argue that the regulatory burden

is now obstructing high quality science
BMJ 2008;337:1085-1087
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Individual Patient IND ({8l A& IND, JER 2 H) AT — LR b M EANE

R AT
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Single Patient/Small Group Access s 5
EABE NEEEE) EREREERDEENDEBEE~DMEA
Treatment Use CRER B EEBFZOAEBMNMER) RO RPTEEZEM
Continued Access (f#t#ifER) ERERAERE T . IRFEREBRIDEA
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HDE (Humanitarian Device Exemption)
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EDITORIAL

VOLUME 16 | NUMBER 5 | MAY 2010 NATURE MEDICINE

Regulators must step up stem cell over5|ght

A growing number of clin offer g cell ther. p s that remain untested in rigor clinical trials. Alth ugh the
scientific community has h d d the of unproven treatme t we need less ta Ik d more actiol regulating
stem cell therapies.

[The Centeno-Schultz Clinic (aASKM)
[CTEEREBERLGLL. TRFSBORBLLIOEE.
" BHEERICxI 5 E CHESEEF MR ARELEER
5D ER

\_ [ E— N TOERTATHY. EFEHT (FOA ORRHIFZZIT750 N, oEEtRTTAGRHRF LR )

f 201048 thF I X FE LS E: rl_) A
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VITRERLLEDOMIIZEL-HEXEDRFELTFDAD R HZESZ(T5 1 (PHS Act)
vOUYZYIIEGMPIZERL THE LT . R -EMEDO AL
CRRISHERT B A (LEE) [EMANDEETVD=005FMEFTREL TG




14 | NATURE | VOL 488 | 2 AUGUST 2012

%A’s claims over

stem cells upheld

Drug watchdog wins right to regulate controversial
therapies.

BY DAVID CYRANOSKI

court decision on 23 July could help
Atc:- tame the largely unregulated field
of adult stem-cell treatments. The US
District Court in Washington DC affirmed
the right of the Food and Drug Administra-
tion (FDA) to regulate therapies made from

a patient’s own processed stem cells. The case
hinged on whether the court agreed with the

FDA that such stem cells are drugs.

state law; rather than to regulation by the FDA.

The court disagreed on both counts,
noting that “the biological characteristics of
the cells change during the process’, and that
this, together with other factors, means the
cells are more than “minimally manipulated”

Leigh Turner, a bioethicist at the Univer-
sity of Minnesota in Minneapolis, agrees. “It
is much too simplistic to think that stem cells
are removed from the body and then returned
to the body without a ‘manufacturing process’
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