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Translational research is important for applying the outcomes of basic research studies to practical medical treat-
ments. In exploratory early-phase clinical trials for an innovative therapy, researchers should generally manufacture in-
vestigational agents by themselves. To provide investigational agents with safety and high quality in clinical studies, ap-
propriate production management and quality control are essential. In the Department of Pharmacy of Kyoto Universi-
ty Hospital, a manufacturing facility for sterile drugs was established, independent of existing manufacturing facilities.
Manuals on production management and quality control were developed according to Good Manufacturing Practices
(GMP) for Investigational New Drugs (INDs). Advanced clinical research has been carried out using investigational
agents manufactured in our facility. These achievements contribute to both the safety of patients and the reliability of
clinical studies. In addition, we are able to do licensing-out of our technique for the manufacture of investigational
drugs. In this symposium, we will introduce our GMP grade manufacturing facility for sterile drugs and discuss the role

of GMP grade hospital preparation in translational research.
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Fig. 1. SOP in Manufacturing Facility for Sterile Drug
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Fig. 2. Staff in Manufacturing

Table 1. Number of Issues about GMP-grade Hospital Prep-
arations
sop Number - sum
General 8 8
Plan 77
Materials management 71
Manufacturing  Manufacturing record 10 198
Usage history 10
Instruments 30
Materials 55
Quality Control 61
Investigational drugs 6
Quality Audit 12 12
Plan 20
Validaden' " Record n
Summary 10
Deviation Reports 28 28
Self-check 1 1
Training Plan, records 29 29
Documentation 17 17
Enactment and Abolishment 15 15

1 person

Facility for Sterile Drug
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