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ABSTRACT

Background: Pure red cell aplasia is the rare but severe side effect in patient with end stage renal
disease who using rHu-erythropoietin. The study of PRCA will help us to evaluate safety of using rHu-
erythropoietin.

Objective: To determine the safety from side effect of pure red cell aplasia in end stage renal
disease hemodialysis patients who received rHu-erythropoietin alfa (EPIAO).

Material and Method: A retrospective descriptive study record from hemodialysis patients with end
stage renal disease in Somdejphraputtalerdla hospital who received rHu-erythropoietin alfa (EPIAO) for
treatment anemia. Period of this study was 2 years which followed up pure red cell aplasia in hemodialysis
patients. If patients had unexplained loss of efficacy (LOE) or had non response hematocrit, the doctor would
sent 10 ml of clotted blood to test anti-rHuEpo antibody by radioimmunoprecipitation (RIP) at laboratory
hemodialysis unit of Chulalongkorn hospital.

Result: Twenty two volunteers 10 males (45.5%) and 12 females (54.5%) completed this study
had average age 66.32 + 11.25 (S.D.) years and had history about chronic kidney disease for 3.95 years

under lying and other diseases i.e. diabetic 6.14 years, hypertension 6.68 years. Mean hematocrit at 0, 6, 12, 18
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and 24 month was 32.77%, 32.73%, 31.68% 33.36% and 32.14% respectively. Serum ferritin

at 0,6, 12, 18

and 24 month was about 669.84 ng/mL, 661.05 ng/mL, 692.73 ng/mL, 727.51 ng/mL and 697.14 ng/mL

respectively. Four volunteers had blood clotted sent to test anti-rHuEpo antibody but not found anti-EPO

antibody was in all volunteers.

Conclusion: All hemodialysis patients who had anemia associated chronic renal failure which

received rHu-erythropoietin alfa (EPIAO) 24 months continuously to improve their anemia had satisfied

hematocrit level and had not report of pure red cell aplasia from received rHu- erythropoietin alfa (EPIAO).
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Brand name | Manufacturer country Distributor Company Type of Stabilizer Dosage form Container type
Eprex Germany Jansen-Cilag Ltd. Polysorbate-80 Solution PFS
Hemax Argentina BJC Trading Co., Ltd. Human Serum Albumin Lyophilized powder Vial
Epokine Korea Rx Co., Ltd. Human Serum Albumin Solution Vial/PFS
EPIAO People Republic M & H Human Serum Albumin Solution Vial
of China Manufacturing
Co., Ltd.
Renogen People Republic Great Eastern Human Serum Solution Vial
of China Drug Co., Ltd. Albumin
Eritrogen Argentina Ranbaxy Unichem Human Serum Solution Vial
Co., Ltd. Albumin
Eporon Korea Lion Co., Ltd. Human Serum Albumin Solution Vial
Espogen Korea Novatec Co., Ltd. Human Serum Albumin Solution PFS
Bioyetin Mexico Mala Intertrade Ltd. Human Serum Albumin Lyophilized powder Vial
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N19¢ unexplained loss of efficacy aNNTbATUEN

Characteristic Month O Month 6 Month 12 Month 18 Month 24
N 22 22 22 22 22
Sex

- Male 10 10 10 10 10

- Female 12 12 12 12 12

Mean height (cm)

- Male 166.55 166.55 166.55 166.55 166.55
- Female 153.83 153.83 153.83 153.83 153.83
Mean weight (kg) 55.95 56.11 56.00 55.49 55.47
Mean Age MO (Year) 66.32

Mean Duration of

disease MO
- ESRD 3.95
- Diabetes 6.14

- Hypertension 6.68
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Characteristic Month 0 Month 6 Month 12 Month 18 Month 24
Dosage per injection (IU) 4,000 4,000 4,000 4,000 4,000
Mean SBP (mmHg) 150.41 149.77 159.32 169.32 153.18
Mean DBP (mmHg) 68.36 75.18 77.36 74.14 71.00
Mean Hematocrit (%) 32.77 32.73 31.68 33.36 32.14
Mean SF (ng/mL) 669.84 661.05 692.73 727.51 697.14
Suspected PRCA No No No No
Anti-rtHuEpo antibody* - - - Negative
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