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#KRE National Research Act
R A (Rsea BIR

PL 93-348, JULY 12, 1974, 88 Stat 342
(Cite as: B8 Stat 342)

UNITED STATES PUBLIC LAWS
93rd Congress - Second Session
Conwvening January 21, 1974
Copr. © West Group 1998, No Claim to Orig. U.5. Govt. Works
DATA SUPPLIED BY THE U.S. DEPARTMENT OF JUSTICE. (SEE SCOPE)

Additions and Deletions are not identified in this document.

PL 93-348 (HR 7724)

1974578

An Act 1O AMEND THE PUBLIC HEALTH SERVICE ACT TO ESTABLISH A PROGRAM OF NATIONAL
RESEARCH SERVICE AWARDS TO ASSURE THE CONTINUED EXCELLENCE OF BIOMEDICAL AND

BEHAVIORAL RESEARCH AND TO PROVIDE FOR THE PROTECTION OF HUMAMN SUBJECTS
INVOLWVED IN BIOMEDICAL AND BEHAVIORAL RESEARCH AND FOR OTHER PURPOSES.

Q0)E, JE - IL—IL EoFIFN 5 EFR{ABINTE,
G ISR RIEIRENTINT.
ENCTEN VEHRNGEINTI S

RESEARCH I:FI—DRI DEFENDS G\l THI: AVAILABILITY 'D'F I:XCELLENT SCIENTISTSE AND A
NETWORK OF INSTITUTIONS OF EXCELLEMNCE APABLE OF PRODUCING SUPERIOR RESEARCH
PERSONMNEL:




$KRE Clinical Research Enhancement Act

LA RICE EV<BRFHARIRE REIC-IC

Public Law 106-505
106th Congress

An Act

To amend the Public Health Service Act to provide for reco
N 13. 2000 Secretary of Health and Human Services regarding the plac
av. 23, external defibrillators in Federal buildings in order to imp

[H.R. 2498] of individuals who experience cardiac arrest in such building

protections from civil liability arising from the emergency use -:lf the dewces

Be it enacted by the Senate and House of Representatives of

Public Health the United States of America in Congress assembled,

I t

At omen SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

=L B L (a) SHORT T1TLE.—This Act may be cited as the “Public Health

Improvement Act”.
(b) TABLE oF CONTENTS.—The table of contents of this Act
is as follows:

i 1[}2 Amendments to the Public Health Service Act.

TITLE II—CLINICAL RESEARCH ENHANCEMENT

Sec. 201. Short title.

Sec. 202. Findings and purpose.

Sec. 203. Increasing the involvement of the National Institutes of Health in clinical
research.

Sec. 204. General clinical research cebters.

Sec. 205. Loan repayment program regarding clinical researchers.

Sec. 206. Definition.

Sec. 207. Oversight by General Accounting Office.



http://www.fda.gov/cder/about/smallbiz/faq.htm#Types%200f%20INDs

Types of INDs

An Investigator IND is submitted by a physician who both initiates and
conducts an investigation, and under whose immediate direction the
investigational drug is administered or dispensed. A physician might submit
a research IND to propose studying an unapproved drug, or an approved
product for a new indication or in a new patient population.

Emergency Use IND allows the FDA to authorize use of an experimental
drug in an emergency situation that does not allow time for submission of an
IND in accordance with 21CFR , Sec. 312.23 or Sec. 312.34. Itis also used
for patients who do not meet the criteria of an existing study protocol, or if an
approved study protocol does not exist.

Treatment IND is submitted for experimental drugs showing promise in
clinical testing for serious or immediately life-threatening conditions while the
final clinical work is conducted and the FDA review takes place.

There are two IND categories:
o Commercial. These are applications that are submitted primarily by

companies whose ultimate goal is to obtain marketing approval for a new
product.

e Research (non-commercial)

Emergency and Treatment INDs are also known as ""Compassionate’ INDs, but

the term ""Compassionate’ is not in the IND regulations.


http://www.fda.gov/ohrms/dockets/98fr/04-7734.pdf
http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=23&YEAR=1999&TYPE=TEXT
http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=34&YEAR=1999&TYPE=TEXT
http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=34&YEAR=1999&TYPE=TEXT

http://www.cms.hhs.gov/Clinical TrialPolicies/

Overview — Microsoft Internet Explorer
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CMS Home > Medicare = Medicare Clinical Trial Policies = Overview

Medicare Clinical Trial Overview Browse By Audience
Policies

r OV ErYiEw Clinical trials are research studies designed to evaluate the safety and effectiveness of medical care. They are
key to understanding the appropriate use of medical interventions of all types and informing payers about what
services to cover. Previously, Medicare has not paid for items and services related to clinical trials because of
their experimental nature, As a result, only a wery small percentage of American seniors participate in clinical
trials, although the elderly bear a disproportionate burden of disease in the United States, Browse B‘sﬂ' Subject

= Provider Center
» Partner Center
» Show More

ted States issued an executive memorandum directing the Secretary » Medicare Coverage

v authorize [Medicare] payment for routine patient care costs...and = american Indiansalaska Mative
ated with participation in clinical trials." In keeping with the Center

=fining the routine costs of clinical trials and identifing the clinical » Show More

osts should be made.

Downloads

Proposed Mational Coverage Decision (PDF, 48KB)

Final Mational Coverage Decision (PDF, 31KB)

Prograrm Memorandurm (PDF, 105KBY

Provider Bulletin {PDF, S7KBY

Federal Register Motice Announcing 10/20,/00 Meeting (PDF, 127kKBY

Federal Register Motice Announcing 11,/20/00 Meeting (PDF, 125KBY
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* Deemed Trials.

Some trials are considered automatically deemed as having desirable
characteristics. They include:

Effective September 19, 2000

- Trials funded by the National Institutes of Health (NI1H),
Centers for Disease Control and Prevention (CDC), Agency
for Healthcare Research and Quality (AHRQ), CMS,
Department of Defense (DOD), and Department of Veterans
Affairs (VA);

- Trials supported by centers or cooperative groups that are
funded by the NIH, CDC, AHRQ, CMS, DOD and VA;

- Trials conducted under an investigational new drug
application (IND) reviewed by the Food and Drugs
Administration (FDA);

etc

Medicare Coverage Clinical Trial Program Memorandum



RE EBEFAERICHMDRoutine Cost &ElF

Routine costs DO include (and are therefore covered):

* Items or services that are typically provided absent a
clinical trial (e.g., medically necessary conventional care);

" Items and services required for the provision of the
Investigational item or service (e.g., administration of a
non-covered chemotherapeutic agent),

" Items and services required for the clinically appropriate
monitoring of the effects of the item or service, or the
prevention of complications; and

" Items and services that are medically necessary for the
diagnosis or treatment of complications arising from the
provision of an investigational item or service.

Medicare Coverage Clinical Trial Program Memorandum



Coverage with Evidence Development
(CED)
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!K/ S Department of Health & Human Services
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Overview
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Fact Sheets
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Testimonies Return to List

For Immediate Release: Wednesday, July 12, 2006
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DIRECTIVE 2001/20(EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 4 April 2001

on the approximacion of the laws, regulations and administrative provisions of the Member Stares
relating to the implementation of good clinical practice in the conduct of clinical trials on
medicinal products for human use

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE (3) Persons who are II]-_J[J’L[‘I[E of giving [Eﬂ’[[ consent to
EUROPEAN UNION, clinical trials should be given cpecn[ protection. It is
incumbent on the Member States to lay down rules to

this effect. Such persons may not be included in clinical
Having regard to the Treaty establishing the European trials if the same results can be obtained using persons
Community, and in p

LTOENEHRET DI R ANRER ICHUT,
DT GCPORRAIE =T,

Having regard to the

Having regard to the

Committee (2), @ﬁﬂ# E%':nn i t
TR peee RHABRNOBLERIEENIEIE(L.
GRHIEBOGCPEEENR. =

trials required for this purpose should be carried out
_ under conditions affording the best possible protection
Council Directive 65/65/EEC of 26 January 1965 on the for the subjects. Criteria for the protection of children in
approximation of provisions laid down lw law, regula- clinical trials therefore need to be laid down.
tion or administrative action relating to medicinal pmd
ucts (*} requires that applications for authorisation to
lace a medicinal product on the market should be

Whereas:
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Safeguarding clinical trials

Efforts are underway to modernize clinical trial standards and normalize regulations to facilitate international
collaboration. But as the European Union's Clinical Trials Directive shows, a one-size-fits-all regulatory strategy may
be easier to conceive than to implement.

p:llwww.nature.com/naturemedicine

Nature Medicine Feb, 2007

NEWS

Tied up in red tape, European trials shut down

The chemotherapy drug doxorubicin has been
used to treat soft-tissue cancers in children for
more than 20 years, but doctors don’t know the
most effective dose, nor how it interacts with
other drugs.

In 2005, European researchers set out to find
these answers in a large, multi-center trial.

Two years on, fewer than half of the 600
participants needed have been recruited. Only
2 of the 16 countries originally involved—Italy
and France—began on time. Denmark has
vet to start, and Poland, Austria, Sweden and
Germany—the last expected to provide 25% of
study subjects—dropped out. Trial coordinators
canceled plans to analyze data part way through
the study. The trial’s 2010 end date is likely to be
pushed back by at least two years.

Scientists say the study is merely the
latest victim of the Clinical Trials Directive,

for the Research and
Treatment of Cancer
estimates that expenses
have risen by B85%
and says the number
of trials it supports
has dropped by 63%.
The Sawve European
Research campaign,
which represents more
than 3,000 scientists,
says academic drug
trials have dropped
by 70% in Ireland and
25% in Sweden. The
number{2f Finnish
academic drug trials
shrunk by 75%.
Because the directive is technically not law,

TRIAL AND ERROR

The European Clinical Trials Directive has created
bureaucratic nightmares and is shutting down
trials. Since the directive’s launch:

Increase in the cost of academic
cancer trials in the UK

Drop in academic drug trials in
Finfand

75%
70%
85%

19

New trials supported in 2005 by 7
the group

Drop in academic trial submissions
in lreland

Increase in the cost of trials
supported by EORTC

Mew trials supported in 2004 by
the group

Sources: Cancer Research UK; Brif. Med. J.; EORTC

“They're getting overwhelmed with the

200%
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« National Cancer Research Network (NCRN)
— BtA202D—ILEB5E%Z peer review
— ARINI=720~2—ILIFNCRNERO 1 —F1+—R X F—
RI%—2»—SDFIADJAE
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— Clinical Trial Unit (CTU) : hBAEHIVEiZEZEICIBH
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