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Certificate of Approval of Amendments

REC No. ¢ IRB100-103

Title of Protocol © Evaluation of Human Biodosimetry

Principal Investigator * Yi-Chun Liu / Department of Molecular Biology and Human Genetics, Tzu Chi
University

The protocol is approved by the Rescarch Ethics Committee, Tzu Chi General Hospital on

August/09/2013. The committee is organized under, and operates in sccordance with, the Good Clinical

Practice guidelines and governmental laws and regulations

This approval is valid Gl August/0872014. The mvestigaton is reguined 0 repaont Senious Adverse

Events and Unanticipated Problems in accordance with the governmental laws and regulations and

REC of Tzu Chi General Hospital requirements and apply for a continuing review not less than six

weeks prior to the approval expiration date
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18 101 # A% S ALY

& Dose Estimate 4 $7.% % -

Dose NO.ofcells  NO.of Dicentric distribution variancy/ U v
(Gy) scored dicentrics 0 1 2 3 4 5 6 7 mean ratio
0 1 a2 1 0 0 0 0 0 0 1.000 0.000 0001
0.5 =04 23 481 23 0 0 0 0 0 0 0.958 0,708 0.048
1 508 79 438 62 7 1 0 0 0 0 1.100 1800 0.158
2 236 103 147 75 14 0 0 0 0 0 0.839 750 0,436
3 Y 100 73 40 15 7 0 0 0 a 1.030 0278 06N
4 7] 108 30 33 16 @ 4 0 0 0 1,080 0532 1174
5 55 113 3 21 13 10 5 2 1 0 0873 0864 2055
Resulls:

ML_Linear-Quadratic_Fit_Yield = 0. 0010 (+/-0.0012 ) + 00800 (+/-00189) "D + 00599 ( +/-0.0079)*D"2

Weighted Chi Squared ~ 5.4740. Degrees of Freedom ~ 4, p value for goodness of fit = 0.6210

;Iwaluos for coefficients {z-test) p_A = 0 4499, p_alpha = 0.0133 p_beta = 0 0016

Correlation coefficient, r = 09939

Yield Curve

| ® Data

~ Yiald Cune

Upper 95% C1 — Lower 95% CI |

it 19 102 & R % - bR ¢ WES

535

& Dose Estimate & #7.% % -

Dose NO. of calls NO.of Dicentric disribuson varianos/ U Yield
(Gy) scored dicentrics 0 1 2 3 4 5 6 7 mean rato
0 1088 1 1087 1 0 0 0 0 0 0 1 0.001  0.00019
0.25 696 17 680 15 1 0 0 0 0 0 ] 182 002505
0s 635 % &0 3 1 0 0 0 0 ] 1 0.008 0,053
1 678 &8 396 6 6 0 0 0 0 0 1.01 0149 0,127
2 s 153 231 103 19 4 0 0 0 0 0.9 <0276 0428571
3 315 262 136 119 41 16 2 1 0 0 1.02 023 083146
4 233 361 42 ” 68 33 9 1 1 0 0.817 <197 1549356
5 240 an 26 n 67 40 27 8 1 0 0.862 -151 1995833
Rasults:

ML_Linear-Quadratc_Fit_Yield = 0.0009 (+/-0.0011) « 0.0708 (+/-0.0135)* D « 0.0703 ( +/-0.0048 ) *D"2
Weighted Chi Squared - 6.7340, Degrees of Freedom = 5, p value for goodness of fit - 8.2412

p values for coefficients (2-tast): p_A = 0.4207. p_alpha « 0.0035 p_beta - 0.0000

Correlation coeficient, r = 09960

Yield Curve

| m Dmta

~ Yieks Curve  Upper 35% O — Lower 35% O |
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P20 102 & B E - GG R

~

& Dose Estimate 4 $7.% % -

5
|

Dose NO. of cells NO. of vanance/ U Yield
(Gy) scored dicentrics o 1 2 s ‘ s 6 7 mean ratio
0 78 0 78 0 0 0 0 0 0 (4] - 0.000 0.000
025 59 1 58 1 1] 0 0 4] 0 0 1.000 0.000 0.017
05 26 2 24 2 0 0 0 0 0 0 0.960 -0.200 0.077
1 48 6 42 6 /] (4] 0 0 L] /] 0.894 -0.565 0.125
2 98 33 68 25 4 0 0 o 0 0 oms -0.601 0.337
3 86 69 36 33 15 2 0 (] 0 0 0.816 -1210 0.802
4 68 8z 18 20 14 4 2 1 0 0 0.979 -0.121 1.206
5 54 96 8 17 15 9 3 2 0 0 0.906 -0.144 1.778
Hesults
Yield Curve
| m Data Yiek Curve  Upper 856% C1 — Lawer 5% C1 |
S
| !
£ |
15 !
1 ¥
n s
! 05 . . __,,..,“"'/ i
’ e |
0 gt rerTH !
0 0s 1 15 2 25 3 35 B is 5 $5 ]
Dose, Gy
Fit coefficients Aberration data
o N ! - v 0
aberations/cell = oD"Zd)D«:.lF' Sl Absrations: observed:
where D is the dose Dose[Gy] lAhmlulluns[Calls - Colls scored: |0
n 05 2 %
c= =
1 3 18 Count
b = [0.06988667507858 |, 13 98
o =[0.05046204105728 |3 69 86 Abenations per cett |0
DL — e 82 68
hrn coefficients / Plot graph }l 5 96 54 =

aberrations/cell=aD"2+bD+c

95% LCL of abernations: IO
95% UCL of aberrations: |D

Estimatad dose [Gy) IO
sxLcL Gy |0
5% UCL (Gy} [o
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it 21

10l ER 2 P REBEZEY 5454 o

Radiation dose (Gy) 0 0.5 1 2 3 4 5
captured images 1,787 1,632 1,412 1,924 5,349 1,891 2,127
Analysis images 1,492 755 1,050 986 891 934 860
Analysis Cells 923 504 508 927 529 531 520
Dicentrics 1 23 76 224 394 604 844
Tricentrics 0 0 0 1 5 14 31
Quntracentrics 0 0 1 0 0 0 3
Dicentrics Equiv. 1 23 79 226 404 632 915
it 22
12 F B % - 6|2 FRHFEZEY o174
Radiation dose (Gy) 0 0.25 0.5 1 2 3 4 5
captured images 3,629 1525 2,044 4921 2,192 2,127 2,132 1,604
Analysis images 3,629 1525 1548 4614 1946 1961 1,857 1,453
Analysis Cells 1088 696 635 678 357 315 233 240
Dicentrics 1 17 36 88 151 252 337 434
Tricentrics 0 0 0 0 1 5 9 21
Quntracentrics 0 0 0 0 0 0 2 1
Dicentrics Equiv. 1 17 36 88 153 262 361 479
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i i 23

102 4 & % = b7 R STHE 2 B &4 47 4

Radiation dose (Gy) 0 0.25 0.5 1 2 3 4 5
captured images 5046 5,092 3,662 1,643 1503 450 359 215
Analysis images 128 129 130 129 130 131 133 135
Analysis Cells 78 59 26 48 98 86 68 54
Dicentrics 0 1 2 6 33 61 78 88
Tricentrics 0 0 0 0 0 4 2 4
Quntracentrics 0 0 0 0 0 0 0 0
Dicentrics Equiv. 0 1 2 6 33 69 82 96
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