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Abstract

This is the record of an interview with Dr. Robert Temple, Deputy Director for Clinical Science of the
Center for Drug Evaluation and Research (CDER) and also Acting Deputy Director of the Office of Drug
Evaluation I (ODE-I), Food and Drug Administration, U.S. Department of Health and Human Services.

Dr. Temple is one of the key-persons in the international debate on the ethics and science of placebo-
controlled clinical trials, who greatly contributed to the ICH-E10 guidelines on the choice of control group,
as well as 2008 revision of the Declaration of Helsinki, for its paragraph of the use of placebo control. In
addition to this subject Dr. Temple has for a long time played a very important role in the establishment of
FDA'’s philosophy and policies on clinical science, and has had an important role in many CDER and ICH
guidances (ICH E-3, E-4, E-5, E-7, E-10, and E-14).

The wealth of ideas about clinical trial design discussed here could contribute to future perspectives
that might contribute to more attention to individualized medicine, shifting the mega-pharma-approach of
“one-size fit all.”
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MU & o TREH & 72 D E 2P O FHRINTH] 7= -
7eDTTH, KDL D DFAEEEIRIZ DN
TV —an@ohFE Ll Zhid, <D
WBNT — 4R >0 TF. HREFEAEODM
Eodiz, FERISHT HIELUEVEEHTE Lo
TelHIPN2IC, BRTOBMEIEO WS
B, s WEEELT LIz WS 2 & TRk
5ZLAEDLDBRLCZIDHEAERSI Ty FLELE
B, WAWA L ERT, STIREEICHDbDI
2591255 T0ET. BrobBhLAAETY
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Temple ZOHIZOWTHSBETE =L
IMbHPY ERAR, BETNEZEPHD FT.
P15 DI DN T DR RILIMTZE TxE BT & 2523
oz LT, B3 (effectiveness) DT
EF V2103 ab650wWeEn5 LTy, ISIER
BARETY. SHIZBWTUE, 2D S O
WRO I L —20BHLE LT, SO S D5
T 5O ET VY ZANMETT (sertra-
lineldZ DO ks> mikBEnFE X TwEd). &
PGS L 0 O DIRIRE WS EE 1 E Sk
A DHERHEEIZDOWTOREE S s I KELZE L
WTTL HMEREEE (5 DR FHRIIED DA TK
BEN7=HEH 0 AN, N ZVDITT
EdHDEHA.

Interviewer Valsartan (ARB) D/.ODAAIZ DN
TORRBIZEHL TIEW AR TL & O 2. KEAEE
80 ELL BT, OAEF ITOMMZER DR
FUSDOWTOMEEEINA T T L R ET 5 4
v FikBi % &4 GCP A OERRRER ™ * & R
ELTROENTVET.

Temple Valsartan {ZIZODAEDRIBEN H 1 %
7.

Interviewer HAZRNT, TIA.

Temple & % &WRGIFH 2 BEIR R C L 7=,
ACE PH 2 Al 12 valsartan Z B fll§ 5 Z & TR 1
749 bERTTFHFAVTE. LerLAREEE
NWACERHFANCBEUNH 5L 0WI DTk d
DEXA. 2072, ACEHEANZH )6
N7 83 D 7%7% ACE BHFEANC & % 64 & ki T
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tan M 5 2D TIDRNTH 5 LS5 I2A L
72DTTH, K XL<HMETT % &, ACERHFEA
DTN EF =KD BIRNIGEIT, & ISR
ERLTWEDOTY. L2rL, ACEFHFHRIZHY
BHED % h > 72 T%DEH, § b5 valsartan X
TIERIZKBIEOMNR L 5 72BH (f257
D 300ERF]) TIE, 50%DIETHL TR S %
L7z, ZHUZ& T, ACERHFEANCR§ 2 WA
D7 WEBFHIZH T B valsartan IZD W T2 L — 4
BRI ENI DI TT.

Interviewer KZBIKZENTT. LALHRA
TEZS L3 L wh» s LhvEdA.

Temple ZETL &5 »?

Interviewer HHIZWW<O»H D x¥. HAE
TRIKR I N EIRGIZ DN T T T 1 R A ER
EET 5 Z LA KT,

Temple ACEPHFHIZA @ %D #k DT,
valsartan & 7° 7 ¥ 7K % LG BR IS K [E T & BT A
ShEdiA. L2L, ACERHFERICNT 2IHE
YD 205 72 BHFH T, FIRIER [ AWEE G G L 72
HBrE-7=0TH L, 7T AMNBIEEHFAETEE
7.

Interviewer 7 5t ARODMEZ T Tl &<,
HARDWIEEIZ & > TR 58 1E 25 55 TV ARG
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F2OMEE LT, HATIE2 DO A D
HBOTT, FFEIZHSL GCP B &, HIK
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LoD D ET2, KESEOTY. KETIE
iff7e% FEOINDER 2, AN F 2 IFRBOE
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BN TEBHD XA HAREIZESTE
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IZEHE DT, RENMRE I U CHFRE %
LT, ZhoDOWZREDERRE%FL T
9. ZhoORKBEORE IV TT — 4%
fEntrbh7z, P e ifo7T— 420556
NDLTHhET. ZLOBEZI Ny TV vy —F
IR X N B ZEEH DR L DML LHE L T
9. 29 LZBREEVEL<HSEhTnwEL
=, I 5T/ NV 4 Ao HEAET »
HoTho HEIC] $HEZBTB X512k D
F L HARTE, FPAMICHEIET, Wi aE
IVHHRRER 2 F2hE53 5 &5 Sfbid, F72 7R
HEDTT.

Temple 3 LAWVEETTHR ZDLS5%T
¥4 VORI S TR RPTibh T T
ENE TN - A

7. ANPRM &FREZE
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HHBOEDRRIZDOWTOEL %= Bfilh L 2wk
g4, ANPRM™ LIFER TV BHETY

Temple 75, KZLEKX) 2—2I12555D
TEA. e OB RSIEDTT.

Interviewer HARTHRHIBIDAEIFA TV S5
PN D2 dpDET. VAIXRX=ZF - 77
u—F, AfERE, v F7)LIRB, MBI OHP
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Temple t > F J)LIRBIZMEEAH T3 L
W ERTHIEL K5 L LT 32Y, Khiwk
TEMLEWEEZDSZANESL, HF DL I
bhThEHA.
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(multiplicity), 74774 7 - TH4 v 2 ETY
& DR R T A4 DWW T RA R &
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DET. ZOEMIE, TEBRARE, R R
DIEEP-S>TVET. ZH6TE, V7L T—
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E i
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ERAER IS AT bz, 1K 26 4F- B JRAE 57 il RH A i e
#ilh<E  BENEE PET 35510 & B E & O 72 B 2
WA 12 6% 2 HURTACR,  BRIRIGHIZBY 4 2 384 E 0O
R (B3 B F%E.

AV AE 27 —DOREFIIFDA/NNA + 1 ¥ o Z3HiF%E
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