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Table 1 Study procedures

Time post injection

Study items Post inj.
Pre-inj.
10min 30min 1hr 3 hrs 6hrs 10hrs 24 hrs
Vital sign O (@] O (@] (e}
Safety Blood examination 3} e}
evaluation  Urine examination o e)
Diagnosis (@) O ®) (@) (e}
Pharmaco- quod sampl.mg O O O | (@) . (@] l (@) (@] J
kinetics e sampling | | 1 |
Whole body imaging (@) (0] (@) (e) (@]

Table 2 Examination items for the safety evaluation

Vital signs: Blood pressure, Body tempera-
ture, Heart rate, Respiration
rate

Red blood cells, leukocytes,
Differential blood counts,
Platelets, Hemoglobin,
Hematocrit

Glucose, Total cholesterol,
Triglyceride, Total protein,
Albumin, BUN, Uric acid,
Creatinine

Total bilirubin, GOT, GPT,
r-GTP, LDH, Al-P

pH, Glucose, Protein, Occult
blood, Ketone bodies, Bilirubin,
Urobilinogen

Blood examination:

Blood chemistry:

Urinalysis:
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Fig. 1 The vital signs of the subjects before and after the injection of **mTc-DTPA-HSA.
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Table 3 Blood counts, blood chemistry and urinalysis

Subjects A B C
Examination item Units Normal range Pre-inj.  Post-inj. Pre-inj.  Post-inj.  Pre-inj.  Post-inj.
Blood counts
Red blood cells 104/mm3 410-550 441 469 529 503 480 470
Leukocytes 104/mm3  4,500-8,500 4,900 5,100 4,900 4,300 7,300 8,100
Differential Bas % 0-1 0 0 0 0 0 0
blood Eos % 0-5 4 2 1 3 1 2
counts St % 4-12 5 6 6 6 7 7
Seg % 40-60 41 48 55 52 58 58
Lym % 20-40 48 41 35 36 31 30
Mon % 3-9 2 3 3 3 3 3
Platelets 104/mm3 15-35 21.0 20.2 22.0 20.7 22.6 23.8
Hemoglobin g/d/ 14-18 13.9 14.8 15.1 14.4 15.3 15.1
Hematocrit % 38-54 42.6 44.6 46.2 43.7 46.2 4.7
Blood chemistry
Glucose mg/d/ 70-110 84 97 65 85 102 95
Cholesterol mg/d/ 130-230 198 210 153 138 248 241
Triglyceride mg/d/ 50-170 39 62 79 88 231 166
Total protein g/d/ 6.5-8.5 6.6 7.3 7.3 6.8 7.3 7.2
Albumin g/d/ 3-5 4.0 4.4 4.4 4.0 4.7 4.5
BUN mg/d/ 8-20 11.3 12.4 11.9 12.1 15.4 14.4
Uric acid mg/d/ 3.5-79 5.0 5.1 7.4 7.3 4.1 4.2
Creatinine mg/d/ 0.7-1.5 1.0 1.2 0.9 1.0 1.0 1.1
Total bilirubin mg/d/ 0.3-1.0 0.5 1.2 0.5 0.5 0.5 0.7
GOT K.U. 8-40 19 19 16 15 20 18
GPT K.U. 5-35 6 15 10 11 22 24
r-GTP U 5-40 12 13 12 10 28 25
LDH I.U. 200-400 251 274 222 219 227 232
Al-P K.A. 3-10 4.7 4.8 5.6 4.8 4.1 3.8
Urinalysis
pH 4.8-7.5 6.5 6.5 5.5 6.0 6.5 6.0
Glucose (=) (=) (=) (=) (=) (=) (=)
Protein (=) (=) (=) (— (=) (=) (=)
Occult blood () (-) (-) (— (=) (+) (=)
Ketone bodies =) (—) (-) (— (=) (=) (=)
Bilirubin (-) (-) (=) (— (=) (-) (=)
Urobilinogen (+) (+) (1) (+) (+) (%) (+)

Presented by Medical*Online



FIFF U LL MUET VT 2 D OTC) EHHEOH 1 HEK R 583

80

60F

40t

Blood & Urinary Activity (%ID)

20

Blood Retention

Urinary Excretion

1 3 6 10

24(hr)

Time after injection
Fig. 2 Sequential changes of the blood retention and the urinary excretion of 99mTc-

DTPA-HSA.
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Fig. 3 Sequential changes of the %ID in the main
organs after the injection of 99mTc-DTPA-
HSA.
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Fig. 4 Sequential whole body images after the injection of 992T¢c-DTPA-HSA (anterior

view).
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Fig. 5 Equilibrium cardiovascular image in LAO 45
projection obtained 40 min after the injection
of 99mTc-DTPA-HSA.
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Table 4 Absorbed radiation doses for normal subjects

(rad/mCi)
Organs Raél (;;:;on Organs Ra&':élson
Brain 0.004 Kidneys 0.048
Heart 0.064 Bladder wall 0.057
Lungs 0.017 Testicles 0.011
Liver 0.057 Ovarians 0.016
Spleen 0.045 Whole body 0.015
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