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(iii) in the case of a clinical trial that is not for a serious or life-threatening disease or
condition and that is ongoing on such date of enactment, 1 year after such date of
enactment.”

[PL 110-85, Section 801(a), (adding new 42 U.S.C. 282()(2)(C))]

7. “(viii) ONGOING.—The term ‘ongoing’ means, with respect to a clinical trial of a drug or a device
and to a date, that—

*(I) 1 or more patients is enrolled in the clinical trial; and
*(ll) the date is before the completion date of the clinical trial.
[PL 110-85, Section 801(a), {aqding new 42 U.S.C. 282(f))(1)(A)(viii))]

8. Consistent with current FDA and ClinicalTrials.gov guidance, the NIH interprets "serious and life-
threatening disease or condition to mean: (1) diseases or conditions where the likelihood of death
is high unless the course of the disease is interrupted and (2) diseases or conditions with
potentially fatal outcomes, where the endpoint of clinical trial analysis is survival.

The seriousness of a disease is a matter of judgment, but generally is based on such factors as
survival, day-to-day functioning, and the likelihood that the disease, if teft untreated, will progress
from a less severe condition to a more serious one. For example, acquired immunodeficiency
syndrome (AIDS), all other stages of human immunodeficiency virus (HIV) infection, Alzheimer's
disease, angina pectoris, heart failure, cancer, and many other diseases are clearly serious in
their full manifestations. Furthermore, many chronic ilinesses that are generally well managed by
available therapy can have serious outcomes. For example, inflammatory bowel disease, asthma,
rheumatoid arthritis, diabetes mellitus, systemic lupus erythematosus, depression, psychoses,
and many other diseases can be serious in some or all of their phases or for certain populations.

Any investigational drug that has received fast track designation by the FDA is considered a drug
to treat a serious disease or condition.

9. “(v) COMPLETION DATE.—The term ‘completion date’ means, with respect to an applicable
clinical trial, the date that the final subject was examined or received an intervention for the
purposes of final collection of data for the primary outcome, whether the clinical trial concluded
according to the prespecified protoco! or was terrninated.

[PL 110-85, Section 801(a), adding new 42 U.S.C. 282(G)(1)(A)V)]

10. "*(1) PROHIBITED ACTS- Section 301 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
331) is amended by adding at the end the fellowing:

*(ii)(1) The failure to submit the certification required by section 402(j)(5)(B) of the Public
Health Service Act, or knowingly submitting a false certification under such section.

*(2) The failure to submit clinical trial information required under subseétion (i) of section
402 of the Public Health Service Act.

*(3) The submission of clinical trial information under subsection (j) of section 402 of the
Public Health Service Act that is false or misleading in any particular under paragraph
(5)(D) of such subsection (j).'

(2) CIVIL MONEY PENALTIES- Subsection (f) of section 303 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C, 333), as redesignated by section 226, is amended--
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11.

12.

{A) by redesignating paragraphs (3), (4), and {5) as paragraphs (5), (), and {7),
respectively; .

(B) by inserting after paragraph (2) the following:

*(3HA) Any person who violates section 301(jj) shail be subject to a civil monetary penalty of not
more than $10,000 for all violations adjudicated in a single proceeding.

*(B) If a violation of section 301 (jj) is not corrected within the 30-day period following notification
under section 402@{)(5)(C)(ii), the person shall, in addition to any penalty under subparagraph (A},
be subject to a civil monetary penalty of not more than $10,000 for each day of the violation after
such period until the violation is corrected.",

(C) in paragraph (2)(C), by striking “paragraph (3)(A)' and inserting “paragraph B)A);

(D) in paragraph (5), as so redesignated, by striking *paragraph (1) or (2)' each place it
appears and inserting "paragraph (1), (2),or (3)';

(E) in paragraph (6}, as so redesignated, by striking ~paragraph (3)(A)' and inserting
“paragraph (5)(A)'; and

(F) in paragraph (7), as so redesignated, by striking “paragraph (4)' each place it
appears and insesting “paragraph (6)'.

[PL 110-85, Section 801(b), adding new section 21 U.S.C. 331()]

"(iy GRANTS FROM CERTAIN FEDERAL AGENCIES- If an applicable clinical frial is funded in
whole or in part by a grant from any agency of the Department of Health and Human Services,
including the Food and Drug Administration, the National Institutes of Health, or the Agency for
Healthcare Research and Quality, any grant or progress report forms required under such grant
shall include a certification that the responsible party has made all required submissions o the
Director of NIH under paragraph (2) and (3).

(i) VERIFICATION BY FEDERAL AGENCIES- The heads of the agencies referred to in clause
(i), as applicable, shall verify that the clinical trial information for each applicable clinical trial for

which a grantee is the responsible party has been submitted under paragraph (2) and (3) before
releasing any remaining funding for a grant or funding for a future grant to such grantee.,

[PL 110-85, Section 801(a), adding new 42 U.S.C. 282()(5)(A)(i) and (ii)]

“(B) CERTIFICATION TO ACCOMPANY DRUG, BIOLOGICAL PRODUCT, AND DEVICE
SUBMISSIONS.—At the time of submission of an application under section 505 of the Federal
Food, Drug, and Cosmetic Act, section 515 of such Act, section 520(m) of such Act, or section
351 of this Act, or submission of a report under section 510(k) of such Act, such application or
submission shall be accompanied by a certification that all applicable requirements of this
subsection have been met. Where available, such certification shall include the appropriate
National Clinical Trial control numbers.

[PL 110-85, Section 801(a}, adding new 42 U.S.C. 282()(5)(B)]

27



8¢



—

EERIA R Z T —2N—RA
RO
FR—A2IL T A DFERL

I RE205E2A13H

29



EFEEnﬁﬁiﬁﬁ#ﬁﬁﬂ'\—’;‘l)b&lMﬁﬁT—@’\—x

(200843 B 1ICARBE: F—5 B E#HMS]

Inter ahoria‘Elmlcal
Tridls; Regyé’?y Platform

[ ;J/‘lJ:pan Clinical Trial Registers Network({liifﬁ\)*WHOd)jgfyﬂ’ V'J—Ix‘)z’ﬂ—(%ﬁi%ﬂﬁ)'\N

HAEMEZ

| EBERT -3 Ir

il HRER7—5

| O GEEEREE )

BB ORWHHHSUL R .
B A7 LB —5 DEH T oRMAREOER

F—aqN—A EEAGTRRENHBT 20 BHPADT7 A

J\ F

ol AXWHREEERLET. WA W HORR
Q BEEAENHOSR
=5 o T3 EA T T
UMIN#ESE7"—% S= 7 OBnMmEI. SRBEICT/EALSR
ENSENT -5 WEBq,_,‘ EMNTHECEASNTL SRER
BENIEE) ITBERRTHILR
JAPICHSF—% &4, gpq-(gg-; /




S

-

—Ryhk EDH

ZFE

1. bvTEE

[ aiomn ks bt s ]

T REHARILE RAR

[ R L A ] i wd el ]

REREES " .

s Apein s

L sine

e

raae hera cqeaeurer 1y

T
e
v sune
“
.-
'
-

FEIIAY

IFEAva

TR NET A

FIIRA FNET T P N

. RITT TIRRRE o
e *FTinesT f;v‘ﬂ" .
wame BBE e pamwe
P EE -
E 5’&,&;‘&1 DE RIS LRBER cnu weanm
WA T HRFBMITITL ErAN®
. ITEEE LW W tRHW 5 Lamig
oo ?w!:wﬁmm: JRLE 13 erann e ;
4 '] § 1IN -

/ Z8t4—TED
‘FEEE’E?ET

L5
ZauRIN AeER

ey
[ETPRNEE
©anreiaans anen Cre ey

gy
BAUR O ERER

2

s te 4
- s

LTS e Eik Lrin

n . T L

4t b TATH e et TA) ) W 1SV TR WY MM T (VR LRy

BEREII2ESE

D7) —I7—FiR%
[ERIZF—7—FZAHDLTTEW

O74—ILERE
THeEL-LNEBHIZAALTTSWL

PRI

g
SARTRE wawa

P T

ro wn onr
en . =t
3 e owr




S bE) BEE EEW BRAN® Y-AD AIE

T R NT- IR N U< SR LA o e
TRAD ] T ) B
| o BREREAS GE5R) AR

BS PRI 7% GRUER) {RERR

s+t (| T3 ERFREFR GOV TO HREREFED TEET, FLUITES

() RFRE@INEBLET,

ERIFR (LR RRERBEN

FAQZIBE,

200843818 LYIRH

ﬁfﬁ?ﬁﬂn(uﬁ%ﬁ)lgﬁﬁ DFY

o ERREBRZE (GRER) 20 BT IR

o BIECiRIE BOET AR

o i ADH

o HEEEDETEMDER

o EEEII GRS O ERI- DL T

o ESFEESS (GBS RO AFICDINT
o FFEDEHEA

BEER Bt 20 | CBREREAER ICARD A
m%?fdkétb\‘)ﬁ'ﬁ’éb
ABEEERRLETR.

2008&E381B&LYRRE

TN,

é’«v’a BT R EERER

"?ﬂ. w

Copyright (o Mationat Insutitute of Public Health All Rights Reserved.

&) R-UMFTENFLE

-4 94 TP1-R




(2)RFEER

iE ' 5 R LR [* 3 050

A BE FEE FTW BRCAN@ VLD AT

[(3)mE—EEEI~NEBLET,

R R
TR 71 - B j o Tt T T ,4-.,,,,,,-*-.,,,,._ R Vvi Q#Sﬁb gy @

BRICF—~T—REATILTTEW

BREREASR CGHLAR) AR

SUF

1%

BREAREHMONE |

EELEWEBICADLTHEWL
RARORRIT T FELY LT TRIL

| o ETWEEE |

sgEe | -
o

MEREMEME T B
~AE
=
=

i
=TT
S
r BiE

RS
B
i
™ [

Coagll TiEE T RS
I 7

7

Fin

PR TR I

4LiEE

mEE
igH
rEE
TN
I AEE

| EEREBIRR FIEIR -
FEm OCEF OB CEm CUE CEs

F i RELIS

!

rER Oz
rER TiEe T #Ek
 FETW

~FE
it
rEE
Tuo riEs
sy CEl CEER TR
Mok TEs CAETST
FEIOE LA |

0Tz L RBR

rEm T =ZE

FEN TEE T SR

C e T TUR

£

"

v

TRFIC ==L T T, eraE E CEREs I R - SRR TR e i PRI BB Dx — T e R AR FEBA S D U E T

Copyright o} National Insutitute of Pubie Health All Rights Regerved.

B A-UETENSLE

o B AUR-doh

(V8]




B)BERER—EET

K LTI 2
7

I7E REER FTYW BREAD® U

LIRR T -

—IKD ALTE

8(=)E3
l’n

Bs- o x] 2] », s& e & - - @D e
TELAD ) T < Y e
boo o 7 - MEAR GURRERR
REER ey
fono~ —35  <<$EBBA <fi 10 12 B 14 15 16 17 18 18 20 JEA e iR

HEREVA

AMRIREVA EHRAYA EIXEVA FTaA

RER TRV A

EFHZAEI C 3T D ZANHBEIED
EEai
LA ER RIF R —FHEME T B

=0
axdt

Huttl CRIT B BTE

L B :

BB TR EEEET DT HRE
VF O —b EEMERE 232D3O
HEMRE— JHERAVEIIDTHE
5 \BEFESE T LARERD D s JTHLET
_-%E AN ?&ﬁﬁL\TCEﬁﬁ%UHa$Eiﬁiﬁ]m ﬂg%ﬁ EE?%E#ﬂxﬁ a’/] ZUUTUOWUT =TT T I
%= ;
) r(“‘)ﬁ*ﬂﬁ ’\Eﬁ .ia_ o RS v
# FLHLOSLOAN B i L L BIEEHE SNEBR 0051221 meEwa |
b2 I AY b2 i ) o 7<) E— <A iR P =
W
e BEATLNLE —ILICL B
3 MSDM EKrEY EMEEE o 1
& |:§$g§£h®ﬁmm REM gum e WERTLNA t 2006/01/04 BEEGS ;
B OTMALD SFMEEWEATE T Ly DR SNEEE -
” = %Rt E5ElE Translational Medicinal JAPIC
i F2AEERRHLIR ) Research Center Co. Ltd i
# ATy ORNERAREIE FEERLE —upaeen SNEEE JARIC v
2] 34 o) 74 TR
-4 -



(4)5E#E E — @ (UMIN)

S

B EEWMZERIEERT | %M - Microsoft Internet Explorer
| 7D REE FTW HREANG WD ALTH
TR BTSSR o G B’ LT & i e

w1 | e —_vam
B ORI (BU5R) RERR™

”

»

REREEE

$ERIFHUMDY) —
e e S e _ . o LD
o CONEREEART LS T MO T - SEEMEFEIT AR TR BT pI R JET.
UMINELERID C000000001 ORI 5 — BE RS (S ESY [HIR - — 20
4:36A8 2005/07/01

Y BRSO T B SRR LD B ST 5 SR RESL 4 A LILREBRAR TR L R T
o P BEE RS T AT L 0% —F EHRY 230 D30 HAMR—

B0 SrEQETESZ  Japanese Osteoporosis Intervention Trial (JOINT) -02
BRI hE it
" B

SEES  WERES  BHEE
EETOM e 35 a0 BRO R SR

e LEF(E
BRTID smm Ao BRI, FFEEATRESRE, #2, Q0L ML I DRE T2l

o BRI grpmbw
HESF 4,

S8 Lk A Ll

N Al 7LowoF O —t QERM)
A A2 7Lk O —F + &R 232 D32 EM)
EH(TIR)  70ERIL
| FE (LR v
&) R-UIETENELE 35 3 s




(4)FMEE —-Q (B FXEMR)

A EEVE(XSI AR E | #%E5E - Microsoft Internet Explorer E]
I WD WEE ®TW BRCANG® U-AD ATE o/
o

CIREIRAIRE: IR L VI ST L o B+ T

»

rELD - S o S :
R : | S ’ _ | B i
| BRERHZ (G5R) MBI
EREHB AES) |
HUD

o CITBEFEEFTS (RS (T D BT 0 — CUMINEIZIAFIO o h FEEIN TSR EY ET .
AEE 2Rt ¥— ERRIFTE GRER) RN —/~

s S HERBAT
EAFR ERABE S ZILHF RSO~ Y BRER M MREEL FE ST D ERFREAER

SEEiEE 7SO~ BRI IS T BB
MREBILIS ) mEd S B 13 R EREEHRL~ ) (U BRI MRS E

FIREL
MNEREBFCIL
fe1gA2
MRERFIZ
FoiRE3
FRERIICIT
FoizR4
FRESBZ/CIT
fe1Bas
FRES
FRERIICIS
fe1gfs
FMRERIIZ
FE1RA7
MREREIZ
fe1z88
&) 36 - v 4 DB
#
“




(4) HE E — O (JAPIC)

ooyt e

3 Iﬁﬁﬂﬁ[ﬁﬂl WiERE | BESA - Hicrosuff Iﬁternet Explnre;’ .

AEE

IANE BEE RTEW BRCANG YLD AT o
W } . . 2, : »

SRR ., RO BRCAD & v oA ﬁ oy § 0eh
THADY | 7 o ' ’ T T ) —’T, ‘ izdh

EEm * TERHE G BIEAm ~

ERFHIVAPIC] L3
.

. CEEFEITEERIT o . : WENTL R AR RV ET

o TT T B ihEe R G ] ' ; R il e A A Pl s R TER A I

JAPIC ID JapicCTI-050001 JAPIC BREPREAST (GRER) [HHE —2/

EAN®R D
SRR BHF M1 HRICEERNEICFT 5B iRERREER
iR S F Ly OB S

sgma WEOEE A ARREA)

B AFIERNO S REEHESE CHITATM411(22307 ) @ﬁﬂi%ﬁ%}‘&%tﬁﬁz%ﬁl z
SLERD IHE ST T B, AH%1 H2EMY B RICROIEEL, TWISTITRMMTERRL WHIEES B
I3 BTV, BRE6y AfGET 5.

SEANEH B TM-411

e T HREMEEEE
B 429
HRix #0O

B0 BEY B
HEDD—X HI1E

HROM mEmpi |
sgpEE  BROSREANO SREGBESE 5520 - SORUTOBR BIEEMGY. ft

IUEHEAE BN T2
A ERENENEEE




A
7

b
=

-

iR%E

BOFRE

Eﬁ%ﬁﬁn(ufﬁﬁ)”ﬁ'rﬁiﬁ’é

#ﬁ#ﬂ?iﬁ'@"é‘l‘x —2 )L Ak
 OBEROEHOTE

20054 E., 20065 K

ERO=&Ft2%—(UMI
Nt 42—, BAREEEEER
1Bt 5—. JAPIC) B
ENTWAEEEEAEGERER)E
HMOREL, BERSARICEY
HEERBEHABHEL.BER
B GRER) B R IEHRERER
LT AR—2ILY 1D
HEBEDO-OHDREET-
T=o

UMIN, BAERE ., JAPIC, |
BERE HRWR |

2007410A18~

ERRBEBO-ODRERRLG.
=EREUA—FURBENE
BT —FEBRIICRYRAH BE
ETHATES—RER(BX
ERMM) ERRIC, ZFHxEY
B—(ZBHINTVST—FDEH

20084%F£3HA1H~

AigEIBALE, S DT —E
#EERBT 5, ARFTT 2N
L. ERIRHEITI(T—2E8
EHETRMIZITI)  BRERBIR
(RER) IR HF-MADER
BHEDEROI(HLIBLED

RILE—2IL (BRER) BrEz iR tt’&‘FAQ&L’C?Ef ?’éo
ERN : -
R RRTT (BRER) 15 L FAG

BEEREABRICEE 9 A% E (LHR)IC
BILTClE. SO YA &N TES
REAERICEET AMEE T LOET
H—BmE%E. BERKERICEAD
NEEFIGANEELSBEZL.
FRoDALBHYE-VLRRE.
H->TBWLWTIELLWRBEEWLSE
ﬁb\@ﬁﬁ&ﬁjﬂb%ﬁﬁ’éo

S T 1

L YRS T A i EMe O i iw e - e

. T——m T e > m






