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Status of Worldwide Regulations on Scientific Data for the
Registration of Drugs for Human Uses & Advisory Committees(l)

Kun Ho Yong

(Received August 20, 1980)

A comparison of worldwide drug registration requirements on scientific data
required by the different regulatory authorities for the investigational new drug
and new drug application for human uses was briefly reviewed and as one of
administrative processings on review and evaluation of applications, the functions

of scientific advisory committees were reviewed.
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1. 3% B

EHBEZE Department of Health & Soc1a1 Security (DHSS), Med1c1nes Division

FRIMIE (1) Medicines Commission : £489] A&7 45 AA Fao] (Erdts
£E 138, kA, F94, AGFIY), T 452 £92 34 BERE A
Eata gleh AR RAES Eoshd BERES REEEY, Bl BT BERNA
A kT EHREY BT MEHEE, A0, OTCHY ugd 2% AEd ste a7l
o]z}, '

(2) Expert Committee : 7})Committee on Safety of Medicines (CSM); 1795 o 2 BE
o BRAEY #H oA ka2, BE 9 Hokd Bstd FES A MR
24 @ Toxicity Clinical Trials and Therapeutic Efficay (medical biological data),
@ Chemistry, Pharmacy and Standards (allopathic application), @ Biologics (immu-
nological 3 blood products), @ Standard of Herbal Products(F4E), ® Anti-microbial
Substances(Fy AAIRLEH o+ FAsta AE, &Y, il 2 AE 46 st Hidk
B ag AE)FEoR EirEe] Sl

1}) Committee on Review of Medicines (CRM); WREERY L&H, nn’E U =21
< BEEl A& ;

=) Comrmttee on Dental & Surgical Materials(CDSM); # 34 = P»IE_%"T“(IUCD, 2=
<4, THAEAZF)Y okdld, ¥4 9 Bk A3t AE.

2}) 7)€} British Pharmacopeia Commission; Medicines Commissiond] z} #7152
I BP, 3 a g walsie BP, BNFY 3% & Axde]dtt. Astdl 2149 &4
o] .

2. 3 L} Ct

28 AEP9E FAT ARt 9L FFRA A9, A5 9. Department of
National Health & Welfa're, Hazalth Protection Branch(HPB), Drug Directorate, Bureau
of Drug Surveillance, Bureau of Drugs, 3 Research Drug Laboratoriess] ] & B4l
A Atsk A& 3] HPB, Environmental Health Directorates] A 8] 2.8, “AFAS %
HPB, Bureau of Biologics| A 4:#Bymml (i mE, WA % =AA)E AT+

3. A9~

ol 29 Intercantonal Office for the Control of Medicaments (IOCM)d} #iat, &z
3}e] Panel of Expertss] a2 uwka IOCMo A & 4 ¢l& FHHES K89 HoesdA
ot
4. Ag4El
+#HEZE National Board of Health & Welfare, Department of Drugse]= scheme
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