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Jesse Gelsinger D =43

1999.09- Jesse Gelsinger(M/18)

»  XFH&FE: OTCD(Ortnithine transcarbamylase
deficiency ,OTCRE4E) : M AmmoniaZ £
HEIELEGFERE

AR BEOBEEE. RRERVMRER

»  ERERZEHAI: adenoviral vector
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Jesse Gelsinger
June 18, 1981 — September 17, 1999

* He suffered from a rare
metabolic disorder, BUT he was
not sick — his condition was
under control.

He signed up for a gene therapy

trial at University of
Pennsylvania to help test the
safety of a treatment for babies.

A few days after receiving the
injection, Jesse experienced
organ failure and passed away at
18 years old.

 fesse Gelsinger died of an immune reaction e theragy. Source:
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Association for the Accreditation of Human Research Protection Program
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Source: https://www.konect.or.kr
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2019
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2015 2016 2017 2018
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History of Internal audit: Administrative disposition from MFDS since 2013

2011.11

Establishment of QA Unit, HRPC
(Human Research Protection
Center)

Before establishment of HRPC l

Limited Internal audit by

IRB(Institutional Review Boards) or AAHRPP

(TC(Clinical Trial Center) Full accreditation

www.icrweb.jp

2016

* Excellent Self-regulating audit
organization designated by MFDS

2019

AAHRPP MFDS Administrative disposition

Full reaccreditation

The clinical trial is suspended for 3 months
and warning, I

Disposal target:  (linical trials (SIT. Drugs)

MFDS Administrative disposition
Warning

Disposal target: Designated institute for clinical trials
(IIT. Medical devices)

2017
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Abbreviation: IRB(Institutional Review Board), HRPC(Human Research Protection Center), QA(Quality Assurance), CRC(Clinical Research Coordinator),
ARO(Academic Research Office), DM(Data Management), AIM(Asan Image Metrics), PK(Pharmacokinetics), PD(Pharmacodynamics), HV(Healthy volunteer)

| Start-up IITs support  On-stop

1l Phase | imaging
11l Cancer service
IV General
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FEE Policy, SOP

- Establishment and management of SOP

Internal Audit

Evaluate non-compliance, Root cause analysis
CAPA

Education
SOP training

Education of persons conducting clinical trials
(GCP, Up to date regulations)
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Policy, SOP management
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Policy, SOP management (Example)
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Checklist & Manual !
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Internal Audit process in AMC
NEREEE D:BIREEE (MFDS vs AMC)

Asan Medical Center
Internal Audit tasks selection factor

MFDS

Inspection tasks selection factor

Research projects
with multiple adverse
events Research projects
involving vulnerable
subjects

Internal Audit process in AMC

Research projects select flow chart System/ Documents to connect ARIS

Research projects started within 3 years from the date of audit selection ‘
I

http://eirb.amc.seoul.kr/Main.aspx

(1000~1500 cases)
[ P
‘l’ Research projects excluded | .E|ec.troruc | T/ A e-IRB System
) Ste"_) & . 15t Research projects === 1. Early termination, cancellation, suspension [ Inst.itutlona
Conjunction with screened 2. Research projects corresponding to waiver of I review board
IRB system (500~700 cases) informed consent : (eIRB) system AOJAIRA XA
/ List of internal 3. Research projects in which audit certificate has : Web based 5‘%”1
. audit history been obtained after inspection by HRPC within !
‘Autamaf'lc the last 2 years | suTE
list creation 4. Research projects in which none of the subjects
in AR have been registered . Asan Medical Information System
system
Scored by considering factors according to the MFDS i3 Integrate.d
Electronic

inspection selection criteria

® Number of participants, medical -
. Ste‘_’ 2 _ 2% Research projects ® Complexity of the design, records (EMRs) | m as
Conjunction with wreshied ® Risks of intervention (medicine/medical
IRB/EMR system (400~500 cases) device/other)

+ Apply scoring
tool

Multiple adverse events

Involving vulnerable subjects

Need to confirm the reliability of data
Expected to run out of resources

|+ List of internal
| audit history
Selected to be evenly distributed in

Final selection consideration of therapeutic area and P|
(Approximately 150~160 research projects per year/ 70~80 research projects per cycle)

www.icrweb.jp




Internal Audit process in AMC

Number of research subjects reported in continuing review | 5 4

Number of screening research subjects on OCS(order communication system)

Purpose of research projects

[To obtain i ization for drug or device For academic purpose]
Research under an IND or IDE (MFDS) ] 10
— T = T 7 3 [ 3 ‘ 23
Whether or not blinding is included in the research design (double blind / single blind / Open)
Research that keeps research samples separately for future research )|
Research institute [Single centered/ Multi centered (domestic/ international)] ] [ 5 ]
Selection Research with high classification of medical devices (For medical device clinical trials only) ]
factors — 10
Research projects with a risk level of lll or IV ] 5
by the MFDS - - = — 5
Research projects with multiple Number of initial SAE reports ) 10
adverse events Number of initial SUSAR reports ( 5 L §
Whether research projects involving vulnerable subjects 5
Methods and material to recruit subjects 3 8

Research project with conflict of interest

Number of reports of unanticipated problems

)

)

)

)

) “@

Number of reports of deviation/violation/noncompliance 15§

5
)

)

)

)

Research projects that have not submitted continuing review

Whether to participate in Sub-|

Reflection of Whether to participate in study coordinator

additional
risk factors

Classification according to Sponsor (Sponsored Initiated Trials/ igator initiated Trials)

- Added as a risk factor reflecting [ICH GCP
E6 R2 4.2 Adequate

e L P Y e e S ———

Pl experience/ PI that conducts multiple studies at the same time/ Research projects with a history of Pl changes

Internal Audit process in AMC
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Issue Management

Significantly affects or has the
Non- potential to significantly affect
compliance human subject protection or
reliability of trial results
T % ¥
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IRB’s judgement

*{ Obtaining ICF

| Management of source document
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Hospital (EMR)

(3) Automatic

(1) Patient text message
‘ ER visit or @) " including
2108 . . Automatically
admission - Type of
S check if the patient P
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Patient ongoing trials n / ER visit)
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(4) AE reporting
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(s ) Policy, SOP

Establishment and management of SOP

O
-0
O

4= Internal Audit

{ Audi ‘
E= Evaluate non-compliance, Root cause analysis
— CAPA

y 3 Education

| ) SOP training
. / Education of persons conducting clinical trials
N (GCP, Up to date regulations)

g i ORISR BHAITRRAAY
Asan Research Information System
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THANK YOU.

-This slide was Supported by Sooyeon Yang. Sulhaw Kim-
(AMC HRPC)
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