Trk198R 188

# | DR RIRIEETICART S
BIEAEZ 2X>k

BihAt 72— RiEl
[RFREN& SRERER
FRIR R4


ANRFG
新規スタンプ


HoHFRiNasR EPKRIEESPIEAER
"HFRMORARURRROHENAOETICAHTOSIEREICOIT

6. BRZESVERKMASORSHIHIE

(BIRER)
O#IEMNEB#EADO AR HBIEYEERMZEIENTILNS

OMEDERZEEFTOKSES
OFEADTILEADEN (HAF LT EESOMUIFMNAETIEERER)

B B 5 T OO S ERAEBRO=EE (B30
@ E B L= F QMR (2002) E!ﬂ?ﬂHHmAIQEHM(H1 7) HEcROAEEEIERN

| EREE R 9% | f¥U=R P a3 |
Tﬁlj ral FAUN E 200 H
s I ISR . 247 6
riy el BF = 197 . : |

14 B3 0D 500 1000 1500 2000 2500
(M Engl J Med 2002;347(15):1211-12) [ o

(EHEEIE) e F ormEremse

OEBERTIRICEAT MBS 1Z 3 EL .. BRI DO EERT =
EEEEETERTE

OHWEEDEREME~DSINE{RET S-.
RIFEZBRETIRICFHET S B I0F Bl BE/E R IR | EE A FESL

OEENERBBLOBMBOEETAET D FTE amo AROTHX-TRS)

O EEHFEEE D HEALE 1T2 5 AL BB A M- EY DRBRI-ER S BE R OH— L%

F.
Frk185%12R18A8

Z




tnUbtﬂFﬁWn’&%ﬁEﬁ%hl#

13Y 9(7L—=\'-C"’7t'IL)G)
iy Al



#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.
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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.
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