


A EH

F

o0
%)
o)

e

KO

0
ol

e

KO

il
Bl

0
=
Mc
ol
oF

Kl
oF




-

POST
PRE CLINICAL CLINICAL STUDIES MDA REVIEW MARKETING
HESEARCH
ADVERSE
m STHITHESIS AN REACTION
= FLERAFICA T M SURVEILLANCE
= PRODUCT
L DEFECT
L REPORTING
0=
]
0 PHASE 4
E AMIMAL
T TESTING SURVEYS/
- SAMPLING
-
E TESTING
|
= POST
APPROVAL
INSPECTIONS
IMDUSTRY TIME l
B FDA TIME IND ACTION

BE FOA & INDUSTHY TIME
* SPONSORTFDA MEETINGS ENCOURAGED

5=



. * T |

y 20| X|Of| =X

U= el ATIMIZE & X]

e



A A

(-
LI
=
S S

.2

0>

®S
2S

s

(clinical equipoise)
Helo], i, L0l
Informed consent
22X A
ANE=0 2LHEY

— A=5 S H)EFE
KFDA : KGCP(1995, 2001)
o UAAIEAMAIRIS 3 (IRB)
+ KAIRB : 2002.3

5
ti

*¢ & o o

¢




\._g h

il
ﬂa_av.
N mﬁm.ﬂ.&
1100 mmwﬁ
= S2En
< / ~ 5 K0

)

= (-
oJ

At ts4d
|




S o

= &



— <K < < JH <H of 'K

. &

Q\l
R
]
<r Fl
00
iofl -
o :
Y 0i0 o0 0B
= S rroof g 80
S oo kS
| ok 3 g <0 100 Fp 5y oK =
Bozorr WA=y
)l =z ;a%mA=zox
=< oror Uk g A0Sk ey B0 5 W0 =
4~ & of of mi LH wr 10 X0 IH K K[0
<0 ng w0 w0~ o0 Uo i RIS w0 K<
KEXE
o
[Q\




A
=

CH(?)

F

10J
4o

T




AR A WStA K=
/"1 | To evaluate the effects of vOEME GpEReH
-y | daily dose T of medicine W v EIIOA 2429 0|8
“ | in population X v 2R U SHUS
on parameters Y and Z v dS0A s Y EY
31 | by continuous or daily v EIINA &S
= w5 | recording of results obtained in | v SEFHZE & 2

k8 | tests A and B

during time period C, Bty OtNH, &5, st
as compared with medicine D = dat
at dose E, under the same —HA : X014, HIES4H,

experimental condition ==4d







)

1gn

Hl(Parallel des

00

e

whabe

12 AL
__ |
<|S

1
2
3

o o

E

(=

= 2
S
= 2

E

o

S
=2

1

whabe

o o

2

E

2

(=

S
= 2

3"

E

o O

ot

—

|
4

>

o
Id
Iz
I

o
I
n
>




- N




dlwz 280| SLIE?

od 2tgo s JHeE
2t X 100
MZ2 X=X 4= §0(

i 2et2 ™o

- L2k €M HE 6=
— AST & ALTS| 50% 24
At 2

- LIZ2% & 80%

- 2SS A Z4 90%

v A7 B8? &5=7 =
&=&7?

v SZ5 XEH AEEL
0/ 479 otFLIC=
N )M & 2lat
A 24L0F JISotA]

= g2k?

v D2E YH0IEE
EEE

v ASTS}ALT 50% 24
o Y&F 90)?



Y

Hlu &80 22

-
O T

0

o AN2HOl Thet 222 20 Blote 832
- XS0l OBt SW? Al2Hel Foil IS SI?

« MZ Hest XIZHS JI=2 EEXIZH
Hl DEHDR BHe AR
¢« XIZEIO| TIISLS0| F2HOIHA 912

S 2 P
« M22 XIZRIS 02 ES0AS 25D
E Mol Xt ohs B




Q.
(0 D HD2Y SA HDRE
«s i High—dose Vit.C therapy in advanced cancer
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Mean survival time

vs 1,000 non—given
' Used in their earlier study 293 days vs 39 days




Cameron & Pauling
Proc Natl Acad Sci USA. 1978;75(9):4538-4542
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Survival time after untreatability, days :

FiG. 1. Fraction of survivors at times after date of onset of terminal
stage (untreatability) of ascorbate-treated patients with primary
cancer of colon, stomach, bronchus, or breast, compared with that
for matched controls (10 per ascorbate-treated patient).
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Edward, Creagan, et al.
N Engl J Med 1979;301(13):687-90

Parcent
Surviving

60 ;

Weeks after start of treatment

Figure 1. High-Dose Vitamin C versus Placebo and Survival
Results in Patients with Advanced Cancer.

The solid line shows survival in 60 patients given vitamin C.
The dashed line shows survival in 63 patients given the lac-
tose placebo.
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