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Disclaimer

» The views and opinions expressed in the following
PowerPoint slides are those of the individual presenter
and should not be attributed to DIA, its directors,
officers, employees, volunteers, members, chapters,
councils, Communities or affiliates, or any organization
with which the presenter is employed or affiliated.

» These PowerPoint slides are the intellectual property of
the individual presenter and are protected under the
copyright laws of the United States of America and
other countries. Used by permission. All rights reserved.
DIA and the DIA logo are registered trademarks or
trademarks of Drug Information Association Inc. All
other trademarks are the property of their respective
owners.
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Institution / Sponsor Efficiency
Improvement Project (ISEI-PJ)

Osaka
Clinical Researc
Collaborative

Network Pharmaceutical

Manufacturers
Association

 Fill the perception gap for clinical trial between

medical institutions and sponsors
« Contribute to improve the efficiency of clinical trials

« Regular meeting : 2012~ monthly (4hr) - DIA



Background

In recent years, some big
disaster occurred ...

The Great East
Japan Earthquake

Central Tottori Earthquake
October,2016 @J March,2011
Kumamoto
Earthquake
April, 2016 Nankai trough
, . L]
tHought about what is important in
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Earthquake !!

What shall we do ?
What can we do?

Preparation
IS essential



* Primary objective is safety confirmation of all the
subjects when a large-scale disaster occurred.

« Voluntary action of medical staffs is required.

« Many medical institutions have prepared own
manuals for disaster without considering of
clinical trials.

= We developed simply and practical flow chart
and checklists involved In clinical trials as the
part of the manuals for disaster.

© 2017 DIA, Inc. All rights reserved. 6 D |A



/ Acute Phase Checklist (~1Week)
Disaster ! :’I Flow chart for acute phase of disaster
Template for safety confirmation of subjects
Template for report to sponsor
— Emergency Pack

Chronic Phase Checklist
(4Week~)

(2-4Week) [ ;

/
!
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Emergency pack




Flow Chart for Acute Phase of Disaster

Setting up for Disaster
Emergency Message Dial
( Refer to attached sheet )

Collect the damaged information
and establish the road map of
the clinical trial
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Template for Safety Confirmation of Subjects
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« Name of Subject ( kana )
« Contact with [Subject Other

« Medical department / Name of Investigator / Name of
Clinical trial etc.
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Template for Report to Sponsor
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Medical care in the medical institution Is

providing partly providing

not providing = We will notify when restarted.
Next time, we will contact by

e-mall Internet website others
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Acute Phase Checklist 1

Confirmation of damaged situation (Excerpt)

Power supply in the institution

* Power supply outage [yes [Ono (emergency power supply Oyes [Ono)

* The issue which may be affected by the disaster in clinical trials

[Electronic medical chart system [EDC [other( )

Management section of
investigational drug (ex. pharmacy)

* Response to clinical studies

O as usual
O some limits ( )
O Impossible/Power supply outage [yes [dno

* Preparation /dispensing / inventory of pharmaceutical products

—[yes [Osome limits [Ino

» Limits on prescription and/or period of presctiption [Oyes ( ) Ono

How to fill, notes and concerns are included with

every item.

© 2017 DIA, Inc. All rights reserved.
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Acute Phase Checklist 2

Total 14 items

« System of Initial response (2 items)

« Confirmation of damaged situation (5 items)

« Safety confirmation of subjects (4 items)

* Information service (3 items)

© 2017 DIA, Inc. All rights reserved. 13 D |A



Normal Time Checklist 1

Total 24 items

* In-hospital response system (10 items)
« Information management (3 items)

« Confirmation with sponsor (6 items)
 Communication system (3 items)

 IRB (2 items)

© 2017 DIA, Inc. All rights reserved.
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Normal Time Checklist 2

IRB(Excerpt)

[Selection of the external IRB]
@ The following items must be listed in the SOP.
*The director of the hospital (institution) may select appropriate IRB to commit the investigation and deliberation.
—Ovyes [Ono
*In case of request to 'the external IRB’, the director shall confirm the latest documents of committee for proper judgement.
— [ yes — [OIRB-SOP [1 List of committee menbers [1 Other necessary information
O no
*The documents requested to submmit for the deliberation in the selected external IRB
O The outline of medical institution
O Curriculum vitae of investigators

Description in the SOP on O Informed consent form
the selection and contract [0 The implementation status of the clinical trial (The documents submitted to annual continued investigation)
with the external IRB O Copy of the IRB minutes and the documents of the past deliberation (if possible)

O Results of the consultation to PMDA, and so on (if possible)

[Contract with the external IRB]
@ The following item must be listed in the SOP
In case of request to 'the external IRB’, the director shall make a contract with the manager of selected external IRB according to
'the contract involving the request of investigation and deliberation in IRB’ beforehand.
—Ovyes [Ono

How to fill, notes and concerns are included with
every item.

© 2017 DIA, Inc. All rights reserved. 15 D |A



Message Dial / Message Board

For Safety confirmation of subject

(example) Disaster
(limited in 100 letters in

Japanese) Emergency

This is (Name), from(Hospital Message Dial

Name). I'd like to ask you about
your current situation and to

know how many clinical trial
medicine you have. Please make
a contact to us if you can.

Our telephone number is
(Number). Available time is
between (time) and (time).

EENEMErgency
“Message Bgard



http://ord.yahoo.co.jp/o/image/RV=1/RE=1482313215/RH=b3JkLnlhaG9vLmNvLmpw/RB=/RU=aHR0cDovLzAxLmdhdGFnLm5ldC9pbWcvMjAxNTA2LzMwbC9nYXRhZy0wMDAwOTAzOS5qcGc-/RS=^ADB8X_VFkTPe4cexi1YFu8ClcB3MN4-;_ylc=X3IDMgRmc3QDMARpZHgDMARvaWQDQU5kOUdjUjBBcUhQbmRkUkhtRm5sWk8zT0F4RVhQT1VYbzZyOWVTdWZ0ZjJqclNBbzZNVXJnQlhwYTNhc3RnBHADNVkuWDZLbXg1Wm1vNDRLUzVveUI0NEdrBHBvcwMyNwRzZWMDc2h3BHNsawNyaQ--
http://ord.yahoo.co.jp/o/image/RV=1/RE=1482313215/RH=b3JkLnlhaG9vLmNvLmpw/RB=/RU=aHR0cDovLzAxLmdhdGFnLm5ldC9pbWcvMjAxNTA2LzMwbC9nYXRhZy0wMDAwOTAzOS5qcGc-/RS=^ADB8X_VFkTPe4cexi1YFu8ClcB3MN4-;_ylc=X3IDMgRmc3QDMARpZHgDMARvaWQDQU5kOUdjUjBBcUhQbmRkUkhtRm5sWk8zT0F4RVhQT1VYbzZyOWVTdWZ0ZjJqclNBbzZNVXJnQlhwYTNhc3RnBHADNVkuWDZLbXg1Wm1vNDRLUzVveUI0NEdrBHBvcwMyNwRzZWMDc2h3BHNsawNyaQ--

® \We developed some documents which could be disaster
manuals specialized in clinical trials.

- Checklists by stage (Acute/Subacute/Chronic/Normal time)
- Flow Chart for Acute phase of Disaster

- Template for safety confirmation of subjects

- Template for report to sponsor

® Useful in case of a Disaster in a medical institution.

® Useful as educational-training and self-check tools for all
staffs who participate in clinical trials.

© 2017 DIA, Inc. All rights reserved. 17 D |A



Discussion 1

To use these tools more effectively

e Customization
- modify the content suitable for own institution

« Training
- announce to every related staff,

and train staffs continuously
 Maintenance

- make appropriate update rules,
and keep them available

© 2017 DIA, Inc. All rights reserved. 18 D |A



Discussion 2

Future Investigation:

« Collaboration between sponsors and a medical
Institutions

« Security of personal information
— eX.) Subjects, Staffs etc.
* Frequency of information update
* Information delivery system
— ex.) Emergency Message Dial

How to get familiar with System

© 2017 DIA, Inc. All rights reserved. 19 D |A



Conclusions

* It's required to prepare disaster manuals specialized
In clinical trials, but still not enough.

 We developed several tools specialized in clinical
trials that can be disaster manuals.

 We reconfirmed the importance to make the
preparation in normal time.

* We can utilize tools (Checklist, Flowchart etc.)
effectively in time of disaster by appropriate
Customization, Training and Maintenance.

© 2017 DIA, Inc. All rights reserved. 20 D |A
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