Clin Eval 38 (2) 2010

R
glﬂl:l

David Yang 8%~ > & & 1 —fFH
ARKE RDRCYAFLICHITFS
PETBFA X—I VT LEIERR

FETRT’  HIEEx?
1) B ABSHRIE B AT 74 A — 9 Y 7% > 4 —
2) I AR SR

Commentary on the interview with Prof. David Yang

PET molecular imaging in the RDRC system
and drug development in United States

Chieko Kurihara ¥ Tomio Inoue ?

1) Molecular Imaging Center, National Institute of Radiological Sciences
2) Graduate School of Medicine, Yokohama City University

Abstract

This is a commentary on the interview with David Yang, Professor, Department of Experimental
Diagnostic Imaging, The University of Texas M.D. Anderson Cancer Center, by Tomio Inoue, Professor,
Yokohama City University, and Chieko Kurihara, Senior Researcher, National Institute of Radiological
Sciences. The interview was held on November 18, 2009, in Yokohama, Japan. Translation of the
transcription of the interview is included in this issue of Clinical Evaluation.

In this commentary, we explained the background of the discussion with Prof. Yang, concerning
guidance documents by United States Food and Drug Administration (FDA) on medical imaging drug:
safety assessment; clinical indications; trial design, current Good Manufacturing Practice of PET drugs,
and on the Radioactive Drug Research Committee (RDRC). In particular, the RDRC system is unique and
effective to be utilized for basic clinical research to determine the bio-distribution of drugs or bhiochemical
processes of human. It is also effective to switch the usages of this RDRC framework and the other in
which investigational new drug (IND) applications are submitted to FDA (IND framework). They can get
through pipelines of drug development, from finding biochemical information in academia, in RDRC
framework, towards diagnostic or therapeutic assessment of efficacy and safety of the drug in collaboration
of academia and industry, in IND framework. The authors wish to introduce this kind of system to Japan
through our activity of the Molecular Imaging Strategic task force of the Society of Nuclear Medicine to
promote molecular imaging clinical research and drug development in Japan.

Key words
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Fig.1 Constructions of guidance documents by FDA concerning medical imaging drug
development and radioactive drug clinical research

SREFE - ERRBR |

@ IND D#:E H
FEhiiE 13 FDA IZ IND HiE,
FDAZ X % KRR I ft T nl
IRB DK

WFDAH A 4> X
AT YA A A=V Y TR OIS F B,
Part 1 : &4 VLG
JEREGIR - BRIRIC 551 2 RAMRHI O MET 38
Part 2 : EEAEIG
T RCERARE NG D 3
LG OF MY
DRI RE DM MY F 72 13T
D SRR, ARPRCER, AR 2 SR
L BE OBWEEN & 72 IRR R B
EAN 7213 oo Es
Part 3 : BEIRGRER T 4 ~
A X =2 v 7B R 20 R T Y A
v, JbEE O

moQw=

ERPER LRI

@ RDRC D#x#E &
Fzhi# 1 FDA 33819 % RDRC (2
RDRC D72, RDRC 5 FDA IZ#i5
IRB D 7&qR

WFDAZ A 52 R
BGHEE SRR R % (RDRC)
RDRC D#EfilA THEET = 205
o IS O AU & 721X AR D 4B
°F, RREAER, (LSRR AR AR
HikafR5 2L EHNET 5.
oW, WO, £ DT LD
EHME Lawv. BT, fi)
* VAT v AR
A RX=D VT
ARG, NREERE, 2%
%%A diA R, kAR,
RESIEE, ZEMLPlR s E 4
Bt

el

OIEFRITBHRAI 21CFR212
WFDAH A 42X PETEHH CGMP

[ SKEEES USPS23 }

—355—



BR PR EF{f 38%&2% 2010

EhTn3,

1975 ¢ o i H5 47 BB HIf 21CFR @ Volume 5,
Part 3611 [—RMICLZETHZhE Ak A
ERIRD WSRO REIRMEH - iR 3 5
] LI H A4 PLTHY, Sec. 3611728 [H
B IEDOWIZE R 5 A RIS & %> T
5., 22T, BEfEHA LW E NS T LR
RS IR IS $5 0 2 REFE SR 2 Oth DR &
ETEDLHROERNS A, HFE, ZloRXReZ
D= DEHBFAFROEX % F57-3, HEYOAIK
NG R0 N O A TR 2 B BE - WREEFIZ DT
DORER B WFIHN D55 Th - T, HHNTE
FINWI < HEORIREHANTH % & D35
Rem-oTH3, X< HEDOHIRIZDOWTIE
Table 112”9, #HHALAMID first-in-human % 5-
WEERFME % & 72700 2 & DSEAFE O PR FH oD 52
BREZCHE T & 27230 Z ORSHA DI R4 T b
DINDABETH B Z &, NAAEHENIZZOD
P ADRIRFEFHAN TH R0 IR E LS 5 Z
L, BEPHA XY ZATHHIN TN 3.

[FHRDOEX & Fi7z 20 05 B 2 FDOMIR
BB TH BN, A XY ZATELUTOXHIZH
HEhTwd., Thabb [OFGHESEA O
(g, A, WalllE, BIEA L) F-130A
ROAT, AR, F 7213 BT 5
FEN R IEMOIS A BN ET 5] K5 & TR
FIAIER DR EEZ B L L2236 %E] (XRDRC

MAHA DR & 2 2 28, [HH#H OBRWE, Bk

ERAHEBEOHN] L3354, [AE, ik
ExHME L BaEsERIO e M2k 5 &at
BLUHMEOFMZ HI] &3 254121, 3t
Brabrn, BAMNEMREGEEE LT, Fig 1
IR T &5 Bl e h T s,

B - B EORRO BRI A Rz a0, L0
5 FZIE, YangBIDA v 42 —n5 84
A8V 26 Y, FZWITER XA TS HMA
bhd. $hbbd, ~REORMELHE A TS
A VICIERUCER T 6 h 254 O d T
HoNB, YLy, THTFITERELOMT
ERORLHRAITHOINS &5 BIEEORTR 1 75
A V2B WTE, & 51LaMOFHioRhOHh T
RDRC OMLAT [FIROREX & Fi7z 0] ke
AR PR BRFE D 72 ¥ ORFFE R0 SEY B RE OO FTAT D F 28
EREDIT N0, INDICYID B A TRk,
BRIZHWE F— 2 285078 LTERML -
D, ETHZENUHETH D LD ICHEINS.

4. ZH SEAENDOFEEL :
PR —ZXRBICAARBH(E A

YangB A vV A 2 =R H A &V 2D H»
5, PET2r 14 X =2 v 273, ZlERizonT
DOWFERFER, HRIKFFIC B 2 RS 0%
RPLFSFHM O AL 63, K0 E»k AMKOAR

Table 1 Conditions of the radiation dose limitation under the United States Code
of Federal Regulations, Title 21, Part 361, Section 361. 1

Organ or system
Whole body
Active blood-forming organs

Lens of the eye

Gonads 30mSv (3 rem)

Other organs

Single dose
30mSv (3 rem)
30mSv (3 rem)

30mSv (3 rem)

50mSv (5 rem)

Annual and total dose

50mSv (5 rem)
50mSv (5 rem)
50mSv (5 rem)
50mSv (5 rem)

150mSv (15 rem)

W EAROHA I E rem TR S W TV 52,
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X #

1) U.S. Department of Health and Human Services, Food
and Drug Administration. Guidance for Industry :
Developing Medical Imaging Drug and Biological
Products. Part 1 : Conducting Safety Assessments.
June 2004.

2) U.S. Department of Health and Human Services, Food
and Drug Administration. Guidance for Industry :
Developing Medical Imaging Drug and Biological
Products. Part 2 : Clinical Indications. June 2004.

3) U.S. Department of Health and Human Services, Food
and Drug Administration. Guidance for Industry :
Developing Medical Imaging Drug and Biological
Products. Part 3 : Design, Analysis, and Interpretation
of Clinical Studies. June 2004.

4) U.S. Department of Health and Human Services, Food
and Drug Administration. Guidance : PET Drug
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Products-Current Good Manufacturing Practice
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PRAHI. 2010 5 37 (2) : 473-96.

6) Code of Federal Regulations Title 21 : Food and
Drugs, Volume 5, Part 361 : Prescription drugs for
human use generally recognized as safe and effective
and not misbranded : Drugs used in research : Sec.
361. 1 : Radioactive drugs for certain research uses.

7) U.S. Department of Health and Human Services, Food
and Drug Administration. Guidance for Industry
and Researchers : The Radioactive Drug Research

Committee: Human Research without an Investigational
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