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AVB

ogenicity Assays

82

(Constant Price) .. 2542

(Operating Cost)

Neutralizing Antibody ~ HIV-1ELISA /WB
100
Neutralizing Antibody 1HIV-1 ELISA
/



150
5.2 420
53 HBV ~ HCV 1,000
54
( ogenicity Assays)
Neutralizing Antibody
2.000
Proliferation CD4 Lymphocyte 1,000
Cytotoxic T Lymphocyte (CTL)
2.000
55
150
5.6
5 10
5.7
10
58 HIV-1 ELISA
oblot (WB) 50 600
59
Urine Test and Serum Test 20 100
5.10 1 100
511
6 150

Hepatitis B

83



84

Hepatitis B

(Marked Up Price)! ‘
20-60 1
(Brand Name)

Hepatitis B
329 288 \
40
308.50 185
[ ( )
( 12533)
1 Kwanjai Rattanarojsakul, The Pharmaceutical Industry in Thailand IME Thesis , English Language

Program 1Thammasat University,1986.

Hepatitis B
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( )
( )
1 ,
2542 ( 162 )
4.2
43
8. (Break through
Infection) (
3 )
8.1

! Acute Infection and



86

Asymptomatic stage 2 4 5
3 4.1
8.2
( CD4+T cell Count 200 I
) ( Rapid Progressor
5
)1 ! ! 1, Cotrimoxazole
(Bactrim) PCP  Toxoplasmosis
1,500
(Active Pulmonary Tuberculosis) — ( 4.1)
8.2 CD4 Viral Load
6 1,000 5,000 ( 4.1)
8.3 (Double
Therapy)  AZT  ddl :
63,000 ( . .2541-2542) ( 4.1)

CD44T cell Count ' 500
2 4
(Rapid Progressor)

2 Mechai Viravaidya, 1990 / 89
(Average Cost per Out-patient visit)
1990.
5
3 Ref.: - . . Health and Human Services guideline (Jan 2000) and IAS, US Panai.ln JAMA (January 2000).

- British HIV Associate Guideline (December 1999).

4 Ref.: - Dr. Wonchat Subhachaturas, Deputy Permanent Secretary, BMA Chairman of Working Group on
Clinical Care.BMA Guideline for the Clinical Care of HIV-Infected Patients. 27 May 1998.



8.4

41

Out-patient Costs

Total Costs per visit
(Routine Service & Medical Care Cost)

Number of visit per year 3
Total Annual Cost per year
Cost of Double Therapy per
year  (AZT +ddl) 4

Cost of Protection from
Opportunistic Infection per year

Cost of Checking CD4 and VL 3 5
-Cost of Serum per visit

-CD 4 + T cell checking per visit
-Viral Load checking per visit

Total Costs of Checking per year

"1

) 1999

w3 . |(2543).
! 2541-2542

**5

. 25331 (

140

180

(25.59

1990 (1.15)3

(Double Thearapy)

87

43

. 2542)"2
213

426
63,000

18,000

150
1,000
5,000

12,300
1990)

AZT + ddl 63,000



4.2

14.70
0.72
7.98
53.15
83.27

2533) 8L

4.3

17.67
37
9.66
56.09
221

27.14
5.68
14.84
56.09
7221
18.93¢
24,37

90.96
CPl 1999)
(20.25

154

14
8.38
53.84
80.27

23.65
2.15
12.87
53.84
80.27
18.17*
27.09*
83.93

162

()
20.04
7.60
2069
35.78
40.49

44,61
11.67
3178
35.78
40.49
12.08*
13.67%

88



N (Preclinical study)
L
Vaccine
2.
. .2540
3.

89

Preclinical study

. .2544

rBCG-based HIV candidate
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4
(NH) 1
1
L 2 (Molecular
Group)
(Epidemiology of Molecular)
Subtype
2. NIH 3 (Molecular
Group) (CTL  Group)
(Animal Model Group)
3, 1 (Molecular
Group)
4, 1
: (CTL Group)
L BCG Vector
(
)
2.
3.

4, BCG



11

500,000
(

12

(Wage)

. 2542.

15



2543

30,000

18
12

6,000 (

(Operating Cost)

R

17,000
15,000



4.4 ( ;
. .2540 2541 . .2542
()
1.1 2,250,000 4,500,000 4,500,000
7 (2,800,000)  (5,600,000)  (5,600,000)
1.2
* 8x6x30,000  8x12x30,000  8x12x30,000
= 1,440,000 =2880,000 =2,2880,000
18x6x17,000  18x12x17,000 18x12x17,000
=1836,000 =3672000  =3,672,000
12x6x15,000  12x12x15,000  12x12x15,000
= 1,080,000  =2160,000  =2,160,000
7x6x6,000 7x12x6,000  7x12x6,000
= 252 000 = 504,000 = 504,000
700,000 700,000 700,000
7,558,000 14,416,000 14,416,000
(8,108,000)  (15,516,000) (15,516,000
() 800,000
( 2541)
4.2 i

(Clinical StudyPhase 1)

93

)

. 2543 . .2544

4500,000 4,500,000
(5,600,000)  (5,600,000)

8x12x30,000  8x9x30,000
=2,880,000  =2,160,000
18x12x17,000  18x9x17,000
=3,672000  =2,754,000
12x12x15,000  12x9x15,000
=2,160,000 = 1,620,000
7x12x6,000  7x9x6,000

= 504,000 378,000

700,000 700,000

14416000 12,112,000
(15,516,000)  (13,212,000)

( )



1
Monovalent HIV-1 MN Synthetic Peptide Prototype?

(

9
. 2544 . .2545 ( 4.5)
30
n) 21-48
)
30 25
Double Blind
2 Placebo 1
( )
( )
HIV-1 ELISA ( 99.5%8

1397:3:139-155.

50

94



95

6.
. .2544 . .2545
1. (Laboratory Testings)!
(Preclinical study)
9,
9
1
1
10. 45 (
HBV HCV
2
)
13. 3
Neutralizing Antibody, Proliferation CD4 Lymphocyte, CTL
( CTL
9 . Monovalent HIV-1 MN

Synthetic Peptide Prototype. (2543).
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CTL
CTL)

4.5

LB ) L2645 (. - L)
0 1 2 4 7 8 9
Screen 0 4 8 16 25 21 29 33

A01 02 03 04 05 06 07 08 09

X
2 X X X X X X X X X
4, X X
b, X X X X X
6. X X X X X X X
7 X Fors X X
8. HV ELISA /Western Blot X X X X X X X X
d P L X X3 X X X
0. 1 1 X X X X
11 HBV  HCV
12 X X X
13. X X X
(Reactogenicity Evaluation)
14,
(Adverse Event Evaluation) X X A X X X X X
Research Anal, to be Performed on stored Sera . (Immunogenicity Assays)
15.Neutralizing Antibody X X X X X X X X
16.Proliferate CD4 Lymphocyte X X X
17.Cytotoxic T Lymphocyte Assay X X X
X (Protocol)

X3
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' 1
1,
L1)
1.11) (Counsellor)
(
G 4 )
DD
1 20,000
2 15,000
1 15,000
1 8,000
(Labortory Testing)
1
y 7 2 15,000
3 (CBC Chemistry/CTLI/CD4 Proliferate/Nab)
17,000
112 ( : Operating Cost)
4.5
30
9
0 1 ' (Monovalent HIV-L MN Synthetic
Peptide Prototype). : 2543,

il f. : 2543,
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L 750

Group Counselling Discussion

)
6. 2
7 3
3 1
1 3
8 ( 5 )
4
Urine Serum
9. HIV-1 ELISA |/ oblot (WB)
8 (
HIV-1  ELISA
8 )
10.

HIV-1 ELISA/ WB



g 100
150
11
4
) HBV  HCV
HCV )
13

( ogenicity Assays)
Neutralizing Antibody
Proliferation CD4 Lymphocyte
CTL 3
1.13)
(Prevalence RateA

45

1
HIV-1 ELISA 1

, ,HBV.HCV

(Efficacy)
CTL 01 6 Neutralizing Antibody

HBV

1

CD4

99



1)

100



4.6

111 ¥

3

112 (Operating Cost)*

%0

150
150 |
00 |
85 1 ()

HBV HCV

" Urine
* Serum
HIV-1 ELISA (50 )

Immunoblot

Immunogenicity Assays
Neutralizing Antibody

Proliferation CD4 Lymphocyte & CTL

(

*%

*kk

)***

(X X )
4x750x30 = 90,000

(LX15X75)+(4x10x30)+(1 x10x45) = 2,775

(IX150x75)+(3x150x30) = 24,750

1x150x75 = 11,250
2x100x30° = 6,000
2x185x30 = 11,100

101

L2545 (-

( X
1x20,000 =
2x15,000 =
1x15,000=
1x15,000 =
248,000 = 16,000
317,000 = 51,000
(X X )

5X750x30 = 112,500

5X10x30 = 1,500

5X150x30 = 22,500

1x150430 = 4500

1x100x30 = 3,000

1x185x30 = 5550

20,000
30,000
15,000
15,000

1X150x75)+(1x150x30)#(2x100x30)=21750  (1x150x30)+(4x100x30)=16,500

(Lx420X75)+(2x420x30) = 56,700
1X1,000x75 = 75,000

3x20x5 = 300
3x100x5= 1,500

(1X50XT5)+(2X50x30)+(0x50x%)= 6,750

0x600x%= 0

3x2,000x30 = 180,000
2x3,000x30 = 180,000
(X X

(3x81.99x25)+ (3x90.96x5)
+ (1x81.99x45) — 11,203.20
677,578.20
(678,778.20)*

6 194
Urine Serum
4.3

1x420x30 = 12,600

1x20x5 =100
1x100x5 = 500
5x50x30 = 7,500
5x2,000x30 = 300,000
1x3,000x30 = 90,000
( X X

(5X81.99 X25) + (5 X90.96 X5)
= 12522.75

735,772.75
(736,172.75)*

)
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4.3 2

(Clinical study Phase I)

2

2 1/2

HIV-1 A244 rgp 120 and MN rgp 120 (AIDSVAX™ BIE)
1/2 3
92
100 300 600 Placebo
4 016 12 18
2
1 1/2
1—=6
. .2545 . .2546
2 12 (



10.

11

(30%

(
0% |
185
. 2544
92
(
2542
10

( 50

92

99.5%)

(Prevalence rate)i

(Recruite)

HIV-1 ELISA (

Hepatitis B

21

103



12,

Antibody 1Proliferation CD4 Lymphosyte 1

CTL )

CTL

HBV

HCV

CTL

104



4.7
2
L2545 (L -
Screen 0 05
A0l 02 03
1 X
2. X X
3. X X X
4, X
5. X X
6 X X
1. X X
8. HIV ELISA / Western Blot X X
9. X3 X3 X3
10. X X
11. HBV  HCV X
12, X
13,
(Reactogenicity Evaluation) A
* X X

(Adverse Event Evaluation)
Research Anal, to be Performed on stored Sera :
15.Neutralizing Antibody X X

16.Proliferate CD4 Lymphocyte
17.Cytotoxic T Lymphocyte Assay
X
X

1
04

< < X X

)

1.5
05

6 6.5
06 07
X X
X
X
X
X
X
X3 X3
X
X
X
X X
(
X X
X
X
(Protocol)

105

.. 2546

12
08

X

ogenicity Assays)

X
X

X

125
09

X

X

18
10

>Xose 3> < X< > X<
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! 2
11)
1.11) (Counsellor)
5 D
5 15,000
10 297/ 10,000
] 5 8,000
(Labortory Testing)
B
VA 2 15,000
5 (CBC Chemistry / CTL / CD4
Proliferation / Neutralizing Antibody)m 17,000
1.12) ( . Operating Cost)
4.7
92
10
L 350
1 10
CDC Thailand. . 2542.

13 T . . 2543,



Westernblot

)

100

150
10.

107

2 1
10
0612  18( )
4
9
4
4 1
1 4
(5% 92 5 )
6
Urine  Serum
HIV-1 ELISA  / lot (WB)
(
ELISA Test
t
ELISA 6 )
10



11. HBV ~ HCV

12.
( ogenicity Assays)
Neutralizing Antibody
Proliferation CD4 Lymphocyte
CTL 4

1.13) (Screen)
(Prevalence Rate)!
30

27 (30% of Prevalence Rate x 92)

9 (10%

L HIV-1 ELISA 2
HIV-1 ELISA T

2.

3.

4, , ,HBV.HCV

Immunoblot

1

1

108
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109



48
L ( )
11
111 ¥
3
112 (Operating Cost)*
350
150 /
150 /
100 |/
. 185 /
. 100-150  /
J HBV HCV
** Urine
* Serum
+ HIV-1 ELISA (50 )
oblot
. ogenicity Assays
Neutralizing Antibody
Proliferate CD4 Lymphocyte & CTL
2. ( )

& &

*%

*kk ]

2545 ( : )

( X X )
5x(6x1/3)x15,000 = 150,000
10x(6x1/2)x10,000= 300,000
5x(6x2/3)x 8,000 = 160,000
2x6x15,000 = 180,000
5x6x17,000 = 510,000

( X X )

(6x350x92) = 193,200
(1x20x92)+(7x15x36,) = 2,380
(3x10x92)+/7x70x36)= 3,120
(5x150%92)+/750x36) = 74,400
(2x150x92) H1X150x36) = 33,000
(3x100x92) = 27,600
(3x 185x92) = 51,060
(1x100x92)+(5x150x92)+(7xf50x36)
= 83,600
(3%420%92)+/7x420x36)=131,040
1x1000x(92+36) = 128,000

(3x20x5) = 300
(3x100x5) = 1,500
(4x50x92)H2x50x27)H{1X50x9 3= 21,550
(1x600x27) = 76,200
5x2,000x92 = 920,000
2x3,000x92 = 552,000
(X X )
(1x81.99x123) +/7x90.96x5)+(5x81.99x87)
+ (5x90.96x5) = 48,479.22
3,585,929.22
(3,587,129.22)
Urine  Serum
43

110

. 2546

( XX )
5X(12x1/3)x15,000 = 300,000
lox(12x1/2)x10,000= 600,000
5x(12x2/3)x 8,000= 320,000
2x12x15,000 = 360,000
5x12x17,000 = 1,020,000

( X X )
(4x350x92)= 128,800

(2x10x92) = 1,840
(4x150x92)= 55,200
(2x150x92)= 27,600
(1x100x92) = 9,200
(1x 185x92)= 17,020
(4x150x92) = 55,200
2x420x92 = 77,280
(2x20x5) = 200
(2x100x5) = 1,000
(2x50x92)  =9,200
4x2,000x92 = 736,000
2x3,000x92 = 552,000
( X X )

(4x81,99x87)+(4x90.96x5)
= 30,351.72

4,299,891.72
(4,300,691.72)



4.4

BIE

)

(Clinical study : Phase Il

50

2,500
1,500

VaxGen, Inc.

5,400

.. 2542

(Cohort)

56

3

3 (Efficacy Trial)

. .2541

2,500

111

AIDSVAX
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3
(Cohort Stuay)

(Incidence Rate) (Follow Up
Rate)
3 35
3
15
3
2
441 (Cohort Studly)
1 3
(
)
2 4

. 2543 . .2546
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3,643 1209 |

)
. 2543 1,674 500
. 2544 1,969 709

Cohort Study)

CD4 Vira
Lload 6

HIV-1 ELISA

15
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(Prevalence Rate 30%, Incidence Rate 6.3% %
, Follow up Rate 74.3% 70% )
. .2543 . .2544

. .2542



4.4
(Cohort Study)
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4.4

HIV-1 ELISA / WB

4
( cidence RateA
(Follow up Rate)
(
)
1 1- CD4 Viral Load !
(HAC)
CD4

Viral Load

CD4 Viral Load

49 410



Clinical Care. BMA Guidelines for the Clinical Care of HIV-Infected Patients.27Mav 1998.
L

4.9
. 2543
Screen 5 9
pr 02 o3
Loy
. X X X
X X X
HIVELISA/WB X X X
X X X

13
04

X
X
X

X

.. 2544
17
05

X
X
X

X

21
06

X
X
X

X

25
07

X
X
X

X

117

Dr.Wonchat Subhachaturas. Deputy Permanent Secretary,BMA, Chairman of Working Group on

. 2543

X
4.10
Infection)
Screen
A01
X
X
45 X
CD4 X
Viral Load X
X

‘X

*

*

*

02

> X< X< X >

Protocol

12
03

> X< X< X >

.. 2544
18 2
04 05
X X
X X
X X
X X
X X

30
06

.. 2545 .. 2546
29 33 37 41 45
08 09 10 U 12
X X X X X
X X X X X
X X X X X
X X X X X
(Break through
.. 2545 .. 2546
36 42 48
07 08 09
X X X X
X X X X
X X X X
X X X X
X X X X

> X< X X >

; Dr. Wonchat Subhachaturas. Deputy Permanent Secretary,BMA, Chairman of Working Group on
Clinical Care. BMA Guidelines for the Clinical Care of HIV-Infected Patients. 27 May 1998,
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1.1)

1.11) (Counsellor)
5 4
15 15,000
30 2 ) 10,000
15 8,000

(Labortory Testing)

(Coordinator) 1 70,000
D 4 15,000
11 (CBC Chemistry/ CTL/ CD4
Proliferate/ Nab) 20,000

(Data Management
and Data Monitoring) 5
Data Management 1 15,000
Data Management 5 6,000

(Monitor) 4 ( )
20,000
[ 1 30,000 &

CDC Thailand. . 2542,
() } . . 2543,
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112 (" : Operating Cost)
4.9

L 3B B

2.

3.

4,

b,

6. HIV-1 ELISA/WB  Blood Chemistry

1. HIV-1 ELISA/WB

8. Blood Chemistry
1.13) HIV-1
ELISA/WB 3,643

L HIV-1 ELISA 2 WB

1

2. HIV-1 ELISA 1

1.1.4) 4.10



113) 1.14)

1.1.5)

CD4
Viral Load

1.15)
411

120

1.12)



4.5
=1,172
; <
1"
1,674 918l
= 502 ‘
Screen by
ELISA/WB
:1,378 <
72
1,969 918l
= 501 >
i
B

William L Hayward, and Timothy D. Mesto,

121

=500 "
=672

=502

=709 B
= 669

= 591

6 (26-28 .. 2539)



= oo N -

2)

411

500*
709*

1.2)
1.2.1)

12.2)

21)
2)
23)

500
1,049
661
417

(6.3%

(%

3l

46
29

)

(25.7%

(30%

Data Management System

129
315
198
125

)
)

160 (32.00%

388 (36.98%

244 (36.91%
(

)
)
)
154 (36.93%)

122

340
661
417
263



4.12 3

. .2543 . .2544 . .2545 . .2546
: (
11
111 * (X X ) (X X ) ( xoox ) (X X )
1x3x70000 = 210,000 1x3x70000 = 210,000 1x3x70000 = 210,000 1x3x70000 = 210,000
15 15x(3x1/3)x15000 = 225,000 15x(3x1/3)x15000 = 225,000 15x(3x1/3)x15000 = 225,000 15x(3x1/3)x15000 = 225,000
15 30x(3x1/2)x10000 = 450,000 30x(3x1/2)x10000 = 450,000 30x(3x1/2)x10000 = 450,000 30x(3x1/2)x10000 = 450,000
15 15x(3x2/3)x 8000=" 240,000 15x(3x2/3)x 8000 = 240,000 15x(3x2/3)x 8000=" 240,000 15x(3x2/3)x 8000=" 240,000
4x3x15000 = 180,000 4x3x15000 = 180,000 4x3x15000 = 180,000 4x3x15000 = 180,000
11x3x20000 = 660,000 11x3x20000 = 660,000 11x3x20000 = 660,000 11x3x20000 = 660,000
Data Management (1x3x15000)+(5x3x20000)=345,000 (1x3x15000)+(5%3x20000)=345,000  (1x3x15000)+(5x3x20000)=345,000 (1x3x15000)+(5x3x20000)=345,000
Monitoring (4x3x20000) = 240,000 (4x3x20000) = 240,000 (4x3x20000) = 240,000 (4x3x20000) = 240,000
- (1x3x30000) = 90,000 (1x3x30000) = 90,000 (1x3x30000) = 90,000 (1x3x30000) = 90,000
112 (Operating Cost)** ( x X ) (T )
- B0 (3x350x500) = 525000  (3x350x1,049) = 1101450  (3x350x661) = 694,000 (3x350x417) = 437,850
, , (1x15x1674) = 25110 (1x15x1969) = 2953 -
(3x10x500) = 15000  (3x10x1,049) - 31470 (3x10x661) = 19830 (3x10x417) = 12510
150/ (3x150x500) = 225000  (3x150x1,049) = 472,050  (3x150x661) = 297450  (3x150x417) = 187,650
00 / (3x100x500) + (1x100x1174) (3x100x1,049) + (1x100x1260) (3x100x661) = 198,300 (3x100x417) = 125,100
= 267,400 = 440,700
HIV-1 ELISA (50 ) [3x50x500)+[ 1x50x(672 (3x50x1,049)+[1x50x(669 (3x50x661)+ (2x50x46) = 103,750  (3x50x417) + (2x50x29) = 65,450
+(2x502)+31)] = 160,350 +(2x591)+73) = 253,550

oblot (600 ) [1x600x(502+31)] = 319,800  [1x600x(591+73)J = 398,400 (1x600x46) = 27,600 (1x600x29) = 17,400



412 ()
2543

*%

(2x100x502) =100,400

CD4 (2x1,000x502)=1,004,000

Viral Load (2x5,000x502)= 5,020,000

150 / (2x150x502) — 150,600

100%** 63,000x502= 31,626,000

5%* 63.000x(0.05x502)=1.581.300

18000x(0.05x502)=451,800

(PHCE=426 peryear) 426x502=213,852

(- )

& (81.99x1590)+(90.96x84)
+(2x81,99%475)+(2x90.96x25)

=220,443.24
& (2x81,99x477)+(2x90.96x25)

—82,766.46

43,047,521.71
(13.002.821.71)*

A

2x100x(31 +502+591 )=224,800
2x1,000x(1124)=2,248,000
2x5,000x(1124)= 11,240,000
2x150%0124) =337,200
63,000x0124)= 70,812,000
63.000x(0.05x1124)=3.540.600
18000%(0.05x1124)=2,023,200
426x1124=478 824

(81.99x1871)+(90.96x98)
+[2x81,99x(323+674)]
+12x90.96x(17+35) =335,265.27
[2x81.99x(477+561+30)]
+2490.96x(25+30+1 |
—185,318.16

93,251,762.43

(25.980.362.43)*

25

2x100x(31+73+502+591) —239,400

6

2x100x01 +73+46+502+591)=248,600

2%1,000x01+73+502+591)=2,394,000 2x1,000x01 +73+46+502+591)=2,486,000

2%5,000x01+73+4502+591)=11,970,000 2x5,000x01+73+46+502+591)=12430000

2x150x01473+502+591) =359,100
63,000%(1,197)=75,411,000
6.3.000x(0.05x1,197)=3.770.550
18000x0.05x1,197)=1,077,300
426x1,197=509,922

(3x81.99x628) H3x90.96x33)
=163,474.2

[2x81,99x(477+561 +30+69)]
+[2x90.96x(25+30+1+4)]

2x150%(31+73+46+5024591)=372,900
63,000x(1,243)= 78,309,000
63M0x(0.05x1.743)=3.915.450
18000x0.05x1,243)=1,118,700
426x1,243=529,518

(3x81.99x396) + (3x90.96x21)
=103,134.6

[2x81,99x(477+561 +30+69+44)]
+[2x90.96x(25+30+1+4+2)]

=197,360.46 = 204,939.42
96,302,486.66 99,288,752.02
(24.662.036.66)* (24.895.202.02)
Rapid Progressor (5%)
43

0]
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2,375 125 2,500
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Neutralizing Antibody 1Proliferation CD4 Lymphocyte 1 CTL
413 414 (
CTL CTL



4.13 3 182 ( «30  50%)
Sceen 0 05 1 15 6 65 12 125 18 185 24 245 30 305 36 42 48 54 60
A0l AO AO3 AD4 A0S AD6 AO7 AO8 AO9 AL0 All A2 AI3 Al4 AL5 Al6 AL7 AI8 Al9 A20

1) X X

2) X

3) X X X X X X X

1) (REE) X X X X X X X

5) (AE) X X X X X X X X X X X X X X X X X X X
6) X X X X X X X X X X X X X X X X X X X X
7 X X X X X X
8 Risk

A)ssessment Questionaire() X X X X X X X X X X X
9)

X X X X X X X X X X X X X

(Risk Reduction Counseling)

10) HIV ELISA/ WB X X X X X X X X X X X X X
11) X X X X X X X X X X X X X
12) Xa- X Xa X X Xa X Xa X X X Xa X X X Xa X Xa X Xxa
13) X X X X X X
14) HBV  HCV X

Research Anal, to be Performed on stored Sera : (Immunogenicity Assays)

15)Neutralizing Antibody Assay X X X X X X X X X X X X X X X X X X
16)Proliferate CD4 Lymphocyte Assay X X X X X X X
17)Cytotoxic T Lymphocyte Assay X X X X X X X

g:X Protocol X3



4,14 Placebo 3 N T70%)

Screen 0 0.5 1 15 6 6.5 2 126 18 185 19 195 24 245 30 305 36 365 42 425 48 485 54 60
A01 A0 A03 AO4 AD5 AD6 AO7 A08 A09 AL0 ALl Al2  A13  Al4 A5 AL6  ALT  A18 A19  A20 A2l A22  A23  A24 A25

1) X X
2) X
3) X X X X X X X X X X
4) (REE) X X X X X X X X X X
5) (AE) X X X X X X X X X X X X X X X X X X X X X X X X
6) X X X X X X X X X X X X X X X X X X X X X X X X X
7 X X X X X X
8 Risk
/issessment Questionaife) X X X 4 X X X X X X
9
) (Risk Reduction Counseling) X X X X X X X X X X X X
10) HIV ELISA/WB X X X X X X X X X X X X X X
t X X X X X X X X X X X X X X
(Urine or serum)
12) xa X Xa X X Xxa X xa X X X X X xa X X X xa X X X Xxa X X X3
13) , X X X X X X
14) HBV  HCV X :
Research Anal. To be Performed on stored Sera : ( ogenicity Assays)
15)Neutralizing Antibody Assay X X X X X X X X X X X X X X X X X X X X X X X
16)Proliferate CD4 Lymphocyte Assay X X X X X X X
17)Cytotoxic T Lymphocyte Assay X X X X X X X
X Placebo
D

X Protocol X 3



1.1)
1.1.1)

2
2

130

5 3
' (Counsellor)
7 2
17 15,000
34 | 2 ) 10,000
17 8,000
(Laboratory Testing)
il
' (Coordinator)C
)1 70,000
I Z 4 15,000
[ 11 (CBC Chemistry/ CTL/CD4
Proliferate/ Nab) 20,000
(Data Management and Data Monitoring)
25
[ Data Management 1 15,000
Data Management 5 6,000
1
(Monitor) 4 ( )
20,000
[ 1 30,000
CDC Thailand. . 2542.

n . . 2543.
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112 ( : Operating Cost)
4.13
2,500
20
L 350
20
2 2 1
3 20
4,
( 413 4.14)
5 4
9
6. 7
7 1
1 7
. ( 5% )
13
Urine Serum
8. HIV-1 ELISA [ Immunoblot (WB)
20 |
ELISA Test
Immunoblot
Westernblot



20
10.
18
Neutralizing Antibody
30

1.1.3) (Screen)

750  (30%Prevalence Rate x 2,500

HIV-1 ELISA 2

1.1.4)

DSMB

ogenicity Assays

30

413

nohlot

30

132



2

10

( Scenario )
3
1
81 4
2
78
3
75
4
72
5

69

Placeho

30

133

1.15)



4.15
(9
Placebo
Candidated VC
Placebo
Candidated VC
Placebo
Candidated VC
Placebo
Candidated VC
Placebo

23

Candidated VC

()

1,250
1,250
1,200
1,215
1,152
1,181
1,106
1,148
1,062
1,116

50
35
48
34
46
33
44
32
42
3

n

68

66

64

62

50

81 .

78 :

75 :

72

69 :

75

12

10

67

65

134

1,200
1215
1,152
1181
1,106
1,148
1,062
1116
1,020
1,085
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4.16
( 2)
() ( ) ()
()
Placebo 1,250 50 . 1,200
Candidated VC 1,250 25 ' 1,225
Placebo 1,200 48 58 4 1,152
Candidated VC 1,225 24 ' 1,201
Placebo 1,152 46 66 4 1,106
Candidated VC 1,201 24 ' 1,177
Placebo 1,106 44 619 1,062
Candidated VC 1,177 23 ' 1,154
Placebo 1,062 42 623 1,020
Candidated VC 1,154 23 ‘ 1,131
3 70
3
Placeho
5 Placebo 1,250
4.14
1
)
2.
)
3.
- 4
- 4
4, 1
AEE, RE
5.
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6.

136

HIV-1 ELISA/ Immunoblot ( ) 1
19
5
5
70
1 65
(62 3 2
2 29
(28 1)
3 29
(28 1)
4 29
(27 1)
5 28
E 21 1)

Placebo 35



4.17

Placeho
Candidated VC
VC
Candidated VC
VC
Candidated VC
VC
Candidated VC
VC
Candidated VC
"a

1.15)

()
1,250
1,250
1,200
1,235
1,185
1221
1,170
1,207
1,156
1,193

35

CD4
Viral Load

50
15

29

29

29

28

62 :

28 :

28 :

27 :

27 :

Placeho

Subtype

137

1,200
1,235
1,185
1,221
1,170
1,207
1,156
1,193
1,142
1,179



1.14) 1.15)

12)

1.2.1)
1.2.2)

5

Data Management System

5
418,419

4.20

17

138

1.13)



111 *xk

17

Data Management

Monitoring

112 ' *xk

, HBV, HCV

"

2004 (. . 2547)

17x(4x1/3)x15000 = 340,000
34x(4x1/2)x10000 = 680,000
17x(4x2/3)x 8000= 363,120

4x4x15000 =1 240,000
11x4x20000= 880,000
(1x4x15000)+(5x4x20000)
=460,000
(1x4x70000)+(4x4x20000)
=600,000
(1x4x30000) =

(8x350x2500) =7,000,000
(20%2500)+(15x1000)+

(4x10x2500)+(70x1000)=175,000

(8xL50x2500)+(150x1000)
= 3,150,000

[Lx150x(3500+2415)] =887,250

(4x100x2500) =1,000,000
(4x185x2500) =1,850,000
(4x100x2500) +(4x150%2500)
+(1x150%1000) = 2,650,000
(1x1420x3500)+(1x420x%2415)
=5,984,300

120,000

3
2005 (. . 2548)

17x(3x1/3)x15000 = 255,000
34x(3x1/2)x10000 = 510,000
17x(3x2/3)x 8000 = 272,000
4x3x15000= 180,000
11x3x20000= 660,000
(1x3x15000)+(5x3%20000)
=345,000
(1x3x70000)+(4x3x20000)
=450,000
(1x3x30000) = 90,000

(4x350x2415) =3,381,000
(2x10x2415) =48,300

(4x150x2415) =1,449,000

(1x150x2333) =349,950
(2x100x2415) =483,000
(2x185x2415) =893,550
(3x100x2415) +(1x150x2415)
=1,086,750

(1x420%2333) = 979,860

1
2006 (. . 2549)

17x(3x1/3)x15000= 255,000
34x(3x1/2)x10000 = 510,000
17x(3x2/3)x 8000= 272,000
4x3x15000= 180,000
11x3x20000= 660,000
(1x3x15000)+(5%x3x20000)
=345,000
(1x3x70000)+(4x3x20000)
=450,000
(1x3x30000) = 90,000

(4x350x2333) =3,266,200
(2x10x2333) =46,660

(4x150%2333) =1,399,800
1x150x2254) =338,100

)
1x100x2333) =233,300
1x185x2333) =431,605

)

)

)

3x100x2333) +
1x150x2333)= 1,049,850

(
(
(
(
(
(1x420x2254) = 946,680

30% )
2007 (. . 2550)

17x(3x1/3)x15000 = 255,000
34x(3x1/2)x10000 = 510,000
17x(3x2/3)x 8000= 272,000
4x3x15000= 180,000
11x3x20000= 660,000
(1x3x15000)+(5x3%20000)
=345,000
(1x3x70000)+(4x3%20000)
=450,000
(1x3x30000) = 90,000

(2x350%2254) =1,577,800
(2x10x2254) =45,080

(2x150%2254) =676,200

(1x150x2178) =326,700

(1x100x2254) +(1x150x2254)

= 563,500
(1x420%2178) = 914,760

2008 ( . .2551)

17x(3x1/3)x15000 = 255,000
34x(3x1/2)x10000 = 510,000
17x(3x2/3)x 8000 = 272,000
4x3x15000= 180,000
11x3x20000= 660,000
(1x3x15000)+(5x3x20000)
=345,000
(1x3x70000)+(4x3x20000)
=450,000
(1x3x30000) = 90,000

(2x350x2178) =1,524,600
(2x10x2178) =43,560

(2x150x2178) =653,400

(1x150%2105) =315,750

(1x100x2178) +(1x150x2178)
= 544,500
(1x420x2105) = 884,100



418 ()
2004 . 2547)

[5x20x025+50)1 =17,500
[5x100x(125+50)] =87,500
(5x50x2500)+(2x50x750)+

(50x250)+ (2x50x95)= 721,000

[1x600x(750+85)] = 501,000
(6%x2000x0.3x2500)+

(3x3000x0.3x2500)=15,750,000

* Urine
*Serum
HIV-1 ELISA

Immunoblot
Neutralizing Antibody +

Proliferate CD4 L. & CTL

11‘3 *hk
CD4
Viral Load
150 [
100%**
5%**
(PHCE)
2. ( )****
& (81.99x3325)+(90.96x175)
& ’ +(7x81,99x2375)+(7x90.96x125)
= 1671208.55
. 45,040,378.55**
Urine
]
*
*k
kkk Kkkkk

2005

(2x20x121) -4,840
(2x100x121) =24,200
(2x50x2425)+ (2x50x82)

= 250,700

(1x600x82) = 49,200
4x2000%0.3x2415)+

1x3000x0.3x2415)=7,969,500

. 2548)

2x100x(85)=17000
2x1,000%(85)=170000
2%5,000x(85)=850000
2x150x(85)=25500
63000x(85)=5355000

63000x(.05x85)=267750
18,000x(85)=1530000

426x(85)=36210

(4x81.99x2294)

+ (4x90.96x121)

= 796364.88

(2x81.99x81)+ (2x90.96x4)

14,010.06
28,501,734.94*
(23.414.484.94)

Urine  Serum

L
2006 ( . . 2509)

(2x20XL17) = 4,680
(2x100xL17) =23,400
(2x50x2353) + (2x50x79)

= 243,200

(1x600x79) = 47,400
4x2000x0.3x2333)+

1x3000x0.3x2333)=7,968,900

2%100x(85+82)=33400
2x1,000x(167)=334000
2x5,000x(167)=1670000
2x150%(167)=50100
63000x(167)=10521000

63000x(.05x167)=526050
18,000x(167)=3006000

426x(167)=71142

(4x81.99x2216)

+ (4x90.96x117)

= 769328.64

[2x81.99x(81+78)]

+[2x90.96x(4+4))= 27,528.18
35,220,873.82*
(25.225.923.82)

30% )

2007 (. . 2550)

(2x20x113) = 4,520
(2x100x113) =22,600

2008 (. 2551

(2x20x109) = 4,360
(2x100x109) =21,800

(2x50%2283) +(2x50x76) (2x50%2216) + (2x50x73)
= 235,900 = 228,900
(1x600x76) = 45,600 (1x600x73) = 43,800

2x2000x0.3x2254)+
(1x3000x0.3x2254)=4,733,400

2x2000x0.3x2178)+
(1x3000x0.3x2178)=4,573,800

2x100x(85+82+79)=49200
2x1,000%(246)=492000
2x5,000%(246)=2460000
2x150x(246)=73800
63000x(246)=15498000

63000x(.05x246)=774900
18,000x(246)=4428000

426x(246)=104796

2x100x(85+82+79+76)=64400
2x1,000x(322)=644000
2x5,000x%(322)=3220000
2x150x%(322)=96600
63000x(322)=20286000

63000x(.05x322)=1014300
18,000x(322)=5796000

426x(322)=137172

(2x81.99x2141)
+ (2x90.96x113)
= 371638.14 = 358611.96

[2x81,99x(81 +78+75)]+ [2x81.99x(81+78+75+72)]+

[2x90.96x(4+4+4)]=40,554.36  2x90.96x(4+4+4+4)]=53,088.6

(2x81.99x2066)
+ (2x90.96x109)

35,403,448 .50* 42,234,642 .56**
(20.010.244.50) (22.962.942.56)
Urine
Rapid Progressor (5%)

43



4.19
(
11 *kk
1.11
DM
112 (Operating Cost)
350 |
150 |
150 |
100 |
o1 185 /
, HBV, HCV
* Urine
*Serum
HIV-1 ELISA (50 )
Immunoblot
!
*

2004

. 2547)

4.18

(8x350x2500) =7,000,000
(20x2500)+(15 x1000)+(4x10x2500)
+(10x1000)= 175,000
(8x150x2500)+('7 50 W00 ;=3.150,000
[1x150x(3500+2415)] =887,250
(4x100x2500) =1,000,000
(4x185x2500) =1,850,000
(4x100%2500) +(4x150x2500)
+(1x150x1000) =2,650,000
(1x1420x3500),+(1 X420X2425)

= 5,988,500

[5x20x(125+50)] =17,500
[5x100x(125+50)] =87,500
(5x50%2500)+(2x50x750)+(50x250)
+(2x50x75) = 720,000
[1x600x(750+75 )]= 495,000

Urine

3
2005 (. . 258)

4.18

(4x350x2425) =3,395,000
(2x10x2425) =48,500
(4x150x2425) =1,455,000
(1x150x2353) =352,950
(2x100x2425) =485,000
(2x185x2425) =897,250
(3x100x2425)
(1x150x2425) =
(1x420x2353) =

+
1,091,250
= 988,260

(2x20x121)=4,840
(2x100x121) =24,200
(2x50%2425)+ (2x50x72)
= 249,700
(1x600x72) = 43,200

Serum

2 (
2006 (. 2549

4.18

(4x350x2353) =3,294,200
(2x10x2353) =47,060

4x150x2353
1x150x2283
1x100x2353) =235,300

( ) =1,411,800
( )
( )
(1x185x2353) =435,305
( )
( )
( ) =

=342,450

3x100x2353
1x150x2353)= 1,058,850
1x420x%2283

+

= 958,860

(2x20x117) = 4,680
(2x100x117) =23,400
(2x50%2353) + (2x50x70)
= 242,300

(1x600x70) = 42,000

5006 )
2007 (. 2550

4.18

(2x350x2283) =1,598,100
(2x10%2283) =45,660

(2x150x2283) =684,900
(1x150x2216) =332,400

(1x100x2283) +
(1x150x2283) = 570,750
(1x420x2216) = 930,720

(2x20x113) = 4,520

(2x100x113) =22,600

(2x50x2283) +(2x50x67)
= 235,000

(1x600x67) = 40,200

2008 (.. 255

4.18

(2x350x2216) =1,551,200
(2x10%2216) =44,320

(2x150x2216) =664,800
(1x150x2151) =322,650

(1x100x2216) +
(1x150x2216) = 554,000
(1x420x2151) = 903,420

(2x20x110) = 4,400
(2x100x110) =22,000
(2x50%2216) + (2x50x65)
= 228,100

(1x600x65) = 39,000

Urine



419 ()

ogenicity Assays
Neutralizing Antibody +
Proliferate CD4 L. & CTL

1.1,
CD4
Viral Load
150 [
1009%**
5%**
(PHCE)
2. ( )****
&
&
&
&
Urine
'3
*
*k
Kkk

2004 (. 2547)

(6x2000x0.3x2500)+

(3x3000x0.3x2500)=15,750,000

(81,99%3325)+(90.96x175)

+(7x81.99%2375)+(7x90.96x125)

1671208.55

45,037,578.55**

! 3

2005 (.. 25e)

4x2000%0.3x2425)+
(1x3000x0.3x2425)
=8,002,500

2x100x(75)=15000
2x1,000%(75)=150000
2x5,000x(75)=750000
2x150x(75)=22500
63000x(75)=4725000

63000x(.05%75)=236250

18,000x(75)=1350000
426x(75)=31950

(4x81.99x2304)
+ (4x90.96x121)
= 799644.48
(2x81.99x71)

+ (2x90.96x4)

= 12,370.26
27,483,414.74%
(22.994.664.74)

Urine  Serum

2 (

2006 ( . . 2549)

4x2000x0.3x2353)+
(1x3000x0.3x2353)
=7,764,900

2x100x(75+72)=29400
2x1,000x(147)=294000

2x5,000(147)=1470000

2x150x(147
63000x(147

)=44100
)=9261000

63000x(.05x147)=463050

18,000%(147)=2646000
426x(147)=62622

(4x81.99x2236)

+ (4x90.96x117)

= 775887.84

[2x81.99x(71+68)I

+[2x90.96x(4+4)]

= 24,248.58
33,186,963.42*
(24.389.013.42)

500 )
2007 (. . 2550

2x2000x0.3x2283)+
1x3000x0.3x2283)
=4,794,300

2x100x(75+72+70)=43400

2x1,000%(217)=434000

2x5,000%(217)=2170000

2x150%(217)=65100
63000x(217)=13671000

63000x(.05%217)=683550

18,000x(217)=3906000
426x(217)=92442

(2x81.99x2170)

+ (2x90.96x113)

= 376393.56

[2X81,99%(71+68+66)]

+ [2x90.96x(4+4+4)]

= 35,798.94
32,792,684.50*
(19.805.184.50)

Rapid Progresser (5%)

2008 (. . 2s51)

2%2000x%0.3x2216)+
1x3000x0.3x2216)
=4,653,600

2x100x(75+72+70+67)=56800
2x1,000x(284)=568000
2x5,000x(284)=2840000
2x150x(284)=85200
63000x(284)=17892000
63000x(.05x284)=894600
18,000x%(284)=5112000
426x(284)=120984

. (2x81.99x2106)

+ (2x90.96x110)

= 365353.08

[2x81.99x (71+68+66+64)]

+[2x90.96x(4+4+4+3)]

= 46,839.42
34,313,866.50**
(17.316.466.50)

Urine



150

DM

(Operating Cost)

350

150 /

150/
100 /

185 |/

100

, HBV, HCV

*Urine

*Serum

2004 (. 2se7)

4.18

(8x350%2500) =7,000,000

(20x2500)+(15x1000)+ (4x10x2500)
+(10x1000)= 175,000
(8x150x2500)+ (150 XWOO J=3,150,000

[Lx150x(3500+2435)] =890,250
(4x100%2500) =1,000,000

(4x185x2500) =1,850,000
(4x100x2500) +(4x150%2500)
+(1x150x1000) =2,650,000

(1x1420%3500)+(1x420%2435)
=5,992,700

[5x20x(125+50)] =17,500
[5x100x(125+50)] =87,500

3
2005 (.. 259)
4.18
(4x350x1235)+

(6x350x1200) =4,249,000
(2x10%2435) =48,700

4x150x1235)+
6x150x1200) =1,821,000
1x150x%2406) =360,900
2x100x1235)+
3x100x1200) =607,000
x185x2435)=2,252,375
[(300+150) X1235 ]+
[(500+150) X1200]

= 1,335,750
(1x420x2406) = 1,010,520

(
(
(
(
(
(5

(
(

(3x20x122) =7,320
(3x100x122) =36,600

Urine  Serum

3
2006 (. . 2509)
4.18
(4x350x1221)+

(4x350x1185) =3,368,400
(2x10x2406) =48,120

(4x150x1221)+
(4x150x1185) =1,443,600
(1x150x2377) =356,550
(1x100x1221)+
(2x100x1185) =359,100
(3x185x2406) =1,335,330
300+150)x 1221] +
300+150)x 1185]

= 1,082,700
(1x420x2377) = 998,340

[

(
((

(2x20x121) = 4,840
(2x100x121) =24,200

70% )
2007 (.. 2550

4.18

(2x350%1207)+
(4x350x1170) =2,482,900
(2x10x2377) =47,540

(2x150x1207)+
(4x150x1170) =1,064,100
(1x150x2349) =352,350
(2x100x1170) =234,000

(2x185x1170) =432,900
[(100+150)x 1207] +
[(300+150)x 1170]

= §28,250
(1x420x2349) = 986,580

(2x20x120) = 4,800
(2x100x120) =24,000

2008 | . . 2s51)

4.18

(2x350%x1193)+
(3x350x1156) =2,248,900
(2x10x2349) =46,980

(2x150x1193)+
(3x150x1156) =878,100
(1x150x2321 ) =348,150

[(L00+150) X1193]-+
[(200+150)x1156]

= 702,850
(1x420x%2321) = 974,820

(2x20x119) = 4,760
(2x100x119) =23,800

Urine



4.20( )

2004 . 2547)
HIV-1 ELISA (5x50x2500)+(2x50x 750) +
(50 ) (50x250)+(2x50x65)= 651,500
Immunoblot [1x600x(750+65)]= 489,000

Neutralizing Antibody +
Proliferate CD4 L. & CTL

(6x2000x0.3x2500)+
(3x3000x0.3x2500)=15,750,000

1.13
CD4
Viral Load
150  /
100%**
50+
(PHCE)
2. ( J
& (81.99x3325)+(90.96x175)
& +(7x81,99x2375)+(7x90.96x125)
= 1,671,208.55
' 44,970,278.55**
Urine
|l
*k
*kk kkkk

2005 (

(2x50x1235)+(3x50x1200)

+ (2x50x29) =306,400
(1x600x29)= 17,400
(4x2000x0.3x2435)+
1x3000x0.3x2435)= 8,035,500

. 2548)

2x100x(65)=13000
2x1,000x(65)=130000
2x5,000(65)=650000
2x150x(65)=19500
63,000x(65)=4095000
63,000x(.05x65)=204750
18,000x(65)=1170000
426x(65)=27690

(4x81.99x1173)+(4x90.96x62)+

(6x81.99x1140)+ (6x90.96x60)

= 1,000,812.4

(2x81.99x62)

+ (2x90.96x3)

= 10,712.52
30,363,879.92**
(26,473,629.92)

3

3

. 2549)

2006 (

(2x50%1221)+(2x50x1185)

+ (2x50%29) = 243,500
(1x600x29)= 17,400
(4x2000x0.3x2406)+
1x3000x0.3x2406)=7,939,800

2x100x(65+29)=18800
2x1,000x(94)=188000
2X5,000(94)=940000
2x150%(94)=28200
63,000x(94)=5922000
63,000x(.05x94)=296100
18,000x(94)=1692000
426x(94)=40044

(4x81.99x1158)+(4x90.96x62)

+(4x81.99x1127)+(4x90.96x59)

= 793,413.24

[2x81.99x(62+28)]

+ [2x90.96x(3+1)J

= 15,485.88
29,597,683.12*
(23,971,783.12)

70% )

. 2550)

2007

(2x50x1207)+(2x50%1170)

+ (2x50x29) = 240,600
(1x600x29)= 17,400
(2x2000x0.3x2377)+

1x3000x0.3x2377)= 4,991,700

2x100x(65+29+29)=24600

2x1,000%(123)=246000
2x5,000%(123)=1230000
2x150%(123)=36900
63,000x(123)=7749000

63,000x(.05x123)=387450

18,000x(123)=2214000
426x(123)=52398

(2x81.99x1143)+(2x90.96x62)
+(4x81.99x1114)+(4x90.96x58)

= 585,158.34

[2x81.99x(62+28+28)]

+[2x90.96x(3+1+1)J

= 20,259.24
26,603,435.58*
(19,241,885.58)

Rapid Progressor (5%)
43

2008
(2x50%1193)+(2x50x1156)
+ (2x50x28) = 237,700
(1x600x28) = 16,800
(2x2000x0.3x2349)+

. 2551)

(1x3000x0.3x2349)=4,932,900

2x100x(65+29+29+29)=30400
2x1,000x(152)=304000
2x5,000%(152)=1520000
2x150%(152)=45600
63,000%(152)=9576000
63,000x(.05x152)=478800

18,000%(152)=2736000

426x(152)=64752

(2x81.99x1129)+ (2x90.96x62)

+(3x81.99x1101 )+(3x90.96x57)

= 482,799.59

[2x81,99x%(62+28+28+27)]+

[2x90.96x(3+1+1+1)]

= 24,868.62
27,938,380.21*
(18,841,180.21)

T



4.5 I

421

(Preclinical study)
62,918,000 67,868,000

( 14 9
39,168,000
23,750,000 28,700,000

' 1,389,625 1,391,225

147,000
1,242,625 1,244,225

23,126

1,414,951

7,806,990 7,808,990

3,900,000
3,906,990 3,908,990

78,831

145

46 101)
1,413,351
48 110



146

7,885,821
7,887,821
87,047,721 330,397,821
87,047,721
(Rapid
Progressor) 5(
) 330,397,821
( 412 13
10,560,000
76,487,721 319,837,821
1,492,703
88,540,424 331,890,524
?
L 30 50 70
2,
3,
30
132,5511,641
(Rapid Progressor) 5 (

)

132,695,241
(Rapid Progressor) 5



147

182,298,745

182,442,345

(418 139
14,731,120
117,820,521(5% Uring)  167,711,225(100% Serum)

4,102,334
50
125,435,163
(Rapid Progressor) 5 (
)
125,578,923
(Rapid Progressor) 5 (
)
168,706,763

168,850,523



148

(419 1)
14,731,120
110,704 043(5% Uire) ~ 154,119,403(100% Senuny

4.107,745
10
128,894,039
(Rapid Progressor) 5 (
)
129,050,919
(Rapid Progressor) 5 (
)
154,868,939
155,025,819
( 40 1B
14,731,120

114,162 919(5% Uire)  140,204,699(100% Ser

4,604,718



136,653,976 186,544,680
129,542,909 172,958,269
133,498,638 159,630,538

418 419420

. 248
70 Placeho

2049-2552

290,300,505 595,605,976

(Operating Cost)

149



421

2540
7,558,000
(8,108,000)*
I(PhaselStudy)
?
2(Phase Il study)
7,558,000

7: §

—_ o~ —
I
—_ — —
X *

2541 2542
14,416,000 14,416,000
(15,516,000)*  (15,516,000)*

14416000 14,416,000

44 46 48 412 418 419 4.20

2543 2544
14,416,000 12,112,000
(15,516,000)*  (13,212,000)*

677,578

(678,778)
43,047523** ~ 93,251,762**
M3.002.823) (25.980.362)
57,463,523 106,041,340
Serum Testing

(Rapid Progresser (5 %))

2547-
2545 B
62,918,000
(67,368,000)*
735,773 1,413,351
(736,173) (1,414,951)
3585929 4,209,892 7,885,821
(3587,120)  (4,300,692) (7,887,821)
06,302,487+*  99,288,752%* 331,800,524+
(24.662.037)  (24.895.202) (88.540.424)
100,624,189 103588644 ( ) 404,107,696

Phase Il

en



421 ()

|
1 ARV 100% (Urine)
ARV 100% (Serum)
ARV 5% (Urine)
ARV 5% (Serum)
2 ARV 100% (Urine)
ARV 100% (Serum)
ARV 5% (Urine)
ARV 5% (Serum)
3 ARV 100% (Urine)
ARV 100% (Serum)
ARV 5% (Urine)
ARV 5% (Serum)

mg] : ARV

( 5%

2540-2546

2547

(Phase Il Study)

400,107,696

2 (AZT + dd))

45,040,379
45,110,379
45,040,379*
45,110,379
45,037,579
45,107,579
45,037,579
45,107,579
44,970,279
45,040,279
44,970,279
45,040,279
45,040,379*

(100%)

2548

28,501,735
28,521,095
23,414,485
23,433,845
27,483,415
27,502,775
22,994,665
23,014,025
30,363,880
30,393,160
26,473,630
-26,502,910
23,414 ,485%

(Efficacy) 30%

) 50%

(Efficacy) 70%
30 %

(Efficacy

2549

35,220,874
35,239,594
25,225,924*
25,244,644
33,186,963
33,205,683

24,389,013
24,407,733
29,597,683
29,617,043
23,971,783
23,991,143
25,225,924*

(Urine Testing)

4
2550

35,403,449
35,421,529
20,010,245
20,028,325
32,792,685
32,810,765
19,805,185
19,823,265
26,603,436
26,622,636
19,241,886
19,261,086
20,010,245%
2

2551

42,234,643
42,252,083
22,962,943
22,980,383
34,313,867
34,331,467
17,316,467
17,334,067
27,938,380
27,957,420
18,841,180
18,860,220
22,962,943*

(5%)

186,401,080
186,544,680
136,653,976
136,797,576
172,814,509
172,958,269

129,542,909
129,686,669
159,473,658
159,630,538
133,498,758
133,655,638

540,761,672*

|V
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