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1) T=ZQX|& A (Standard
Operating Procedures : SOPs)
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Detailed, written instructions to achieve uniformity of performance
of a specific function

PRl HEE HAXNL2E(step-by-step) 7| =t 2L =(road map)
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2. 479 B#EZ}
- consistency, compliance, accountability and efficiency of investigator
and investigator team
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3. Basis for all quality improvement systems

- Organization without SOPs=High Risk of GCP non-compliance
and poor

4, Training tool of staffs
Ol Chet ofah, st &1 A=

s QR Ba U YRE HB

> Achieve maximum safety and efficiency of the
performed clinical research operations



‘4> Laws, Guidelines, SOPs

A
=

lk
0

Vor -




) SOPO| &M

- T8 AE




1. X5 (title)

2. H2|Z(header) : 7|&H, EMH HM HS, ZFM X}
SOIRt0| O|5-MT, MYY, K2 5
3. HjetZ(footer) : 7|2, E M FH, SOP X2, Z Hs S
4. 2™ (purpose) : Sl|= SOPo| 54X
5. BH2|(scope) : SOP7} M EL|= LA EE= SOPRt #HHE =5 7=
6. B4 (background) : SOP7} 7|=k|0{Of Sl= 2 A
7. ™ o|(definition) : SOPY| AFE XK= &
8. QF0{(abbreviation)



9. HMQl(responsibility) : &&=

10.

11.
12.
13.

LHE
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50| 1Y 9l of

A i
ZX(procedure) : 7K & QI HXE EHA X (step-by-step) 2 =,
=2|8 S E0f et 7| B2 ot 24 A O|s|57| £2
J12X{Ql H0|E AFBSLO BESLD 2HASHH 7|%, TR B
flow chartE AtEgt.
2T 11 %8/SOPs
B E (attachment) : forms, checklists, supplemental information &

1™ 7| E (revision history) : 74 MF H I E L= 7HE AlE 7|2
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- Not study specific, but site specific
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XFA
=10

mlln

=2|M SE0f U2t EFA XS Z 7|=: start to finish
Who, what, when, where, how and why0] C{3t 7|=

SOP words - short active sentences, simple words & terms,
clear concise language

Same template AtE



Standard Operating Procedure of the
Institutional Review Board of Dong-A

University Hospital
2013-10-01 (Version 3.1)
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®
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H 1 & Introduction S= 4l 2|
H 1 = Purpose of the board (2%)
H 2 & Ethical principles (2] 23

Hl 2 & Organization and management of the boards 2| 2l5]2| P40} 22|

H 3 = Organization ($|HEI2] X))

X 4 = Composition of IRE and members (§ 222 T4)

X 5 = Function of IRB (2132 7|5)

H 6 £ Role of RE members (222 HUR)

H 7 = Role of chair (IF T2 2AF)

H 8 & Meetings(E]2])

X 9 E Role of expert secretary (M2ZLALO] 2 2)

H 10 = Role of Office staffs (BR2ILAI2] 22

H 11 = Consultants (Xt 22|H)

H 12 = Confidentiality and Conflict of interest (B|2 &7 3 ClSHZSIH)
H 3 Scope of authority 9|215]2| Ht

H 13 = Scope of review (25|12 A2 QL

H 14 = Exemptions from IRB review (2| 25|9] A0 HH YA
H 15 = Authority of the board (2232 &

M 4 & Review process 219]

H 16 = Primary review [ARHH2])

H 17 = Full board review (E7|42))

H 18 = Expedited review {412 412])

H 19 = Review of resubmitted protocol (CHA] HEE HTM 42))

H 20 = Review of protocol amendment (HZM BFE 42|

H 21 = Review of informed consent (AJEOIHE E2/2] &2

H| 22 E Review of involving vulnerable subjects (25t AR GYAE ZEels OT2 H2)
H 23 & Emergency use of medicine/medical device (22 XIS =ghal= G99 &9)
H 24 E Review of medical device (2]27|7] F32 & 2]

H 25 = Review of gene study (§TAETL Mo))

H| 26 % Review of human derivatives study (2RSS T T2 &)

H 5 Post review process 22| T 1P

Boo2

X 27 Continuing review (X4 2])
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