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FOIST

Application for Approval of Recombinant DNA Experiments

Committee Report Date Approval Date
Refi « *provided by the Research Safety Section for new
clerence applications

Date Received

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

Date of Application: Month Date, Year

To: the Provost

I hereby apply for approval to conduct (modify or renew) the following Recombinant DNA experiment, in accordance
with Paragraph 1, Article 9 of the OIST Graduate University Recombinant DNA Experiment Rules.

Lead Investigator

Name(Print) Signature/Seal
Phone# : (e-mail) :

Total years of experience in Recombinant DNA experiment: years
Faculty

Name(Print) Signature/Seal
Protocol Title:

Name of Unit :

Scheduled Experiment Duration: ~ Month Date, Year >>>  Month Date, Year

*As a general rule, each approved Experimental Protocol shall be valid until March 31, three years after the date of approval.

1 Form #1 related to Article 9
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1. Main Items

Protocol Title [T New [ Modification/Renewal [~ (Corresponding to Article 11ofthe Rules )
[~ Researcher [~ Location of Experiment, Storage or Disposal of
For Modification; Living Modified Organisms
Category of Change [™ Inserted DNA [~ Host Organism
[~ Others ( )

Aim of Experiment

Experimental Protocol

Title and Summary of
Experiment for Public
Information

[T Experiment Using Microorganisms [T Institute-Approved Experiment *1
[~ Large-Scale Cultivation Experiment [~ Minister-Confirmed Experiment *2
[~ Experiment Using Animals
[~ Animal Development Experiment
[~ Animal Inoculation Experiment
Type of Experiment
[~ Experiment Using Plants
[~ Plant Development Experiment
[~ Plant Inoculation Experiment

[~ Mushroom Development Experiment

[~ Cell Fusion Experiment
[T Pl [TP2 [P3[ PIA [ P2A [ P3A [ Other( )

Physical Containment Level

Living Modified Organisms |[~ Yes ( [~ Microorganisms [~ Animals [~ Plants) [~ No
From Other Institutions Acquiring From:
[ Yes*3 [ No

Animal Experiment

*1: Experiments specified in Article 4 1 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use of Living

Modified Organisms in Research and Development.
*2: Experiments specified in Annexed Table No. 1 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use

of Living Modified Organisms in Research and Development..
*3: If the submitted application involves animal experiment, a copy will be forwarded to the Animal Resources Section.

2 Form #1 related to Article 9
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FOIST

2. Location of Experiment, Storage and Disposal of Living Modified Organisms

. Building Name and Room Number Required Protection Level and
Location # Remarks

( or Room Name) Safety Installation

*Attach a floor map on which the experiment room is indicated. PDF files of floor map are available at the web site of buildings and
facilities management division and research safety section.

3. Information on Inserted DNA

Organism From

Which Inserted |Name of Gene with Indication of cDNA or| Identified or Experiment
DNA Were Genomic DNA Unidentified | Classification*2
Cloned*1

Accession Number
and Other Necessary|
Information

*1: Genes of widely used vectors do not need to be mentioned, but if the vector harbors genes derived from infectious organisms (e.g.
retrovirus), the information of the vector and gene should be mentioned.

*2: See Article 3 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use of Living Modified Organisms in
Research and Development.

4. Combination of Host Organism and Inserted DNA

Experiment Inoculated Inserted

X . .

Host Vector*2 Clasii fication Animal/Plant/ DNA # Experiment Protection Level Ground for

Organism*1 Cultured Cell, Location # Protection Level*3
etc.

*1: In the case of active/live virus or viroid, the virus or viroid is considered as a host organism.

*2: Attach the vector map

*3: Describe the ground by referring to Article 5 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use of
Living Modified Organisms in Research and Development.

5. List of Researchers Implementing the Recombinant DNA Experiment

Name Title/Position ])letglgie ;;:i;ﬁeif%ir;:ri;?ge Date of Training*1 Remarks
1 (MM DD 20YY)
2 (MM DD 20YY)
3 (MM DD 20YY)
4 (MM DD 20YY)
5 (MM DD 20YY)

*1: as of the date when an application was submitted to the secretariat.

6 Remarks

3 Form #1 related to Article 9
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OIST
Termination Report of Recombinant DNA Experiments/
Status Report of Recombinant DNA Experiments

Committee Report Date Approval Date

Reference #

Date Received

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

Date of Application: Month Date, Year

To: the Provost

I hereby report the completion/progress of Recombinant DNA experiment as follows, in accordance with Paragraph 6,
and 7, Article 9 of the OIST Graduate University Recombinant DNA Experiments Rules.

Lead Investigator

Name(Print) Signature/Seal

Phone# : (e-mail) :

Total years of experience in Recombinant DNA experiment: years

Faculty

Name(Print) Signature/Seal

Protocol Title:

Name of Unit :

Scheduled Experiment Duration: ~ Month Date, Year >>>  Month Date, Year

1 Form #2 and 3 related to Article 9
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1. Main Items

Protocol Title ™ New

[~ Modification/Renewal [~ (Corresponding to Article 110f the Rules )

[~ Researcher

For Modification;

Category of Change [™ Inserted DNA

[~ Others (

[~ Location of Experiment, Storage or Disposal of
Living Modified Organisms

[~ Host Organism
)

Aim of Experiment

Summary of Results

Title and Summary of
Experiment for Public

[~ Experiment Using Plants
|~ Plant Development Experiment
[~ Plant Inoculation Experiment
[~ Mushroom Development Experiment

[~ Cell Fusion Experiment

Information
[~ Experiment Using Microorganisms [ Institute-Approved Experiment *1
[~ Large-Scale Cultivation Experiment [0 Minister-Confirmed Experiment *2
[~ Experiment Using Animals
[~ Animal Development Experiment
[~ Animal Inoculation Experiment
Type of Experiment

Physical Containment Level

[~ P1 ["P2 ["P3 [ PIA [T P2A ["P3A [ Other ( )

Living Modified Organisms
From Other Institutions

[T Yes( [T Microorganisms [~ Animals [~ Plants) [~ No

Acquiring From:

Animal Experiment I~ Yes*3

[™ No

*1: Experiments specified in Article 4 1 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use of Living

Modified Organisms in Research and Development.

*2: Experiments specified in Annexed Table No. 1 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use

of Living Modified Organisms in Research and Development..

*3: If the submitted application involves animal experiment, a copy will be forwarded to the Animal Resources Section.

2. Location of Experiment, Storage and Disposal of Living Modified Organisms

Building Name and Room Number

Location #
(or Room Name)

Required Protection Level and
Safety Installation

Remarks

*Attach a floor map on which the experiment room is indicated.

facilities management division and research safety section.
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PDF files of floor map are available at the web site of buildings and

2 Form #2 and 3 related to Article 9
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3. Information on Inserted DNA

OIST

Organism From

Which Inserted |Name of Gene with Indication of cDNA or| Identified or
DNA Were Genomic DNA Unidentified
Cloned*1

Experiment
Classification*2

Information

Accession Number
and Other Necessary|

*1: Genes of widely used vectors do not need to be mentioned, but if the vector harbors genes derived from infectious organisms (e.g.
retrovirus), the information of the vector and gene should be mentioned.

*2: See Article 3 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use of Living Modified Organisms in
Research and Development.

4. Combination of Host Organism and Inserted DNA

Experiment Inoculated

X .

Host Vector*2 Clasps fication Animal/Plant/

Organism* 1 Cultured Cell,
etc.

Inserted

DNA # Experiment

Location #

Protection Level

Ground for
Protection Level*3

*1: In the case of active/live virus or viroid, the virus or viroid is considered as a host organism.

*2: Attach the vector map
*3: Describe the ground by referring to Article 5 of the Ministerial Ordinance Providing Containment Measures to Be Taken in Type 2 Use of
Living Modified Organisms in Research and Development.

5. List of Researchers Implementing the Recombinant DNA Experiment

Total Years of Recombinant
Name Title/Position DNA Experiment Date of Training*1 Remarks
Experience*1
1 (MM DD 20YY)
2 (MM DD 20YY)
3 (MM DD 20YY)
4 (MM DD 20YY)
5 (MM DD 20YY)

*1: as of the date when the an application was submitted to secretariat.

6 Remarks

Form #2 and 3 related to Article 9
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FOIST

Form No. 11 (Article 35)

Name, Address and Contact Details of the Exporter
Name :

Address :

Phone, Telex or Fax Number :

Contact Person :

Name, Address and Contact Details of the Importer
Name:

Address:

Phone, Telex or Fax Number:

Contact Person:

Name and Identity of the Living Modified Organism
Name
Identity

Intended Date or Dates of the Trans-Boundary Movement, If Known
Date:

Taxonomical Status, Common Name, Point of Collection or Acquisition, and Characteristics of

Recipient Organism or Parental Organisms Related to Biosafety

Taxonomical Status:
Common Name:
Point of Collection or Acquisition:

Characteristics:

Centers of Origin and Centers of Genetic Diversity, If Known, of the Recipient Organism and/or the

Parental Organisms and a Description of Environment Where the Organisms May Inhabit or Multiply

Taxonomical Status, Common Name, Point of Collection or Acquisition, and Characteristics of the

Donor Organism or Organisms Related to Biosafety

Taxonomical Status:
Common Name:
Point of Collection or Acquisition:

Characteristics:

1 Form #11 (related to article 35)
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OIST

Description of the Nucleic Acid or the Modification Introduced, the Technique Used, and the Resulting
Characteristics of the Living Modified Organism

Intended Use of the Living Modified Organism or Products Thereof, Namely, Processed Materials That
Are of Living Modified Organism Origin, Containing Detectable Novel Combinations of Replicable
Genetic Material Obtained Through the Use of Modern Biotechnology

Quantity or Volume of the Living Modified Organism to be Transferred

A Previous and Existing Risk Assessment Report Consistent with Annex III to Cartagena Protocol on

Biosafety to the Convention on Biological Diversity

Suggested Methods for the Safe Handling, Storage, Transport and Use, Including Packaging, Labeling,

Documentation, Disposal and Contingency Procedures, Where Appropriate

Regulatory Status of the Living Modified Organism Within the State of Export (for example, whether it
is prohibited in the State of export, whether there are other restrictions, or whether it has been approved
for general release) and, If the Living Modified Organism Is Banned In the State of Export, the Reason

or Reasons for the Ban

Result and Purpose of Any Notification By the Exporter to Other States Regarding the Living Modified

Organism to Be Transferred

A Declaration That the Above-Mentioned Information Is Factually Correct

I certify that the above information is factually correct.

Name /Signature
Date :
(Notes)
1. All entries except the signature should be in English, typed, or written with pen and ink in block letters.

Once entered, correction by using an eraser or applying white out is not allowed. The signature must
not be reproduced by any means.
2. Dates should be written in 6 digits, i.e. “01/10/03” for October 1, 2003.

2 Form #11 (related to article 35)
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OIST

Application of Approval for Experiments Handling Pathogens and Toxins

Committee Report Date Approval Date

*provided by the Research Safety Section for new
Reference # -
applications

Date Received

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

Application Date: Month Date, Year

To: the Provost

I hereby apply for approval to conduct (modify or renew) the following experiment handling pathogens and toxins, in
accordance with Paragraph 1, Article 10 of the OIST Graduate University Biosafety Management Rules.

Lead Investigator

Name(Print) Signature/Seal
Phonet : (e-mail) :
Total years of experience handling pathogens and toxins : years
Faculty

Name(Print) Signature/Seal
Protocol Title:

Name of Unit :

Scheduled Experiment Duration: ~ Month Date, Year >>>  Month Date, Year

*As a general rule, each approved Experimental Protocol will expire on March 31%, three years after the date of approval.

1 Form #1 related to Article 10
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1. Main Items

Protocol Title [T New [~ Modification/Renewal [~ (Corresponding to Article 110f the Rules )
' ) [T Researcher [~ Location of Experiment and
For Modification; Storage of Pathogens and Toxins
Category of Change I Others ( ) [ Pathogens and Toxins

Aim of Experiment

Experimental Protocol

Title and Summary of
Experiment for Public

Information
Name of Pathogens [TBSL1 [T BSL2 ["BSL3
. BSL
and Toxins
Animal Experiment [T Yes*1 [T No

*1: If the submitted application involves animal experiment, a copy of the application will be forwarded to the Animal Resources Section.

2. Location of Experiment and Storage and Disposal of Pathogens and Toxins

Building Name and Room Number

Location # ( or Room Name)

Safety Installation Remarks

*Attach a floor map on which the experiment room is indicated. PDF files of floor map are available at the web site of buildings and
facilities management division and research safety section.

3. Acquiring From:

Name of Organization
Office of Contact Person
Name

Telephone #, e-mail

Scheduled Acquisition Date (MM DD 20YY)

4. List of Researchers Handling Pathogens and Toxins

Name Title/Position Total Years ofExperlencev Handling Date of Training*1 | Remarks
Pathogens and Toxins:
1 (MM DD 20YY)
2 (MM DD 20YY)
3 (MM DD 20YY)
4 (MM DD 20YY)
5 (MM DD 20YY)

*1: as of the date when an application was submitted to the secretariat.

5. Remarks

2 Form #1 related to Article 10
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FOIST

Termination Report of Experiments Handling Pathogens and Toxins/
Status Report of Experiments Handling Pathogens and Toxins

Committee Report Date Approval Date

*provided by Research Safety Section in the case of a
Reference # .
new application

Date Received

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

Report Date: Month Date, Year
To: the Provost

I hereby report the completion/progress of experiment handling pathogens and toxins as follows, in accordance with
Paragraph 6/7, Article 10 of OIST Graduate University Biosafety Management Rules.

Lead Investigator

Name(Print) Signature/Seal
Phone# : (e-mail) :
Total years of experience in handling pathogen and toxins: years
Faculty

Name(Print) Signature/Seal
Protocol Title:

Name of Unit :

(Scheduled) Experiment Duration: ~ Month Date, Year >>>  Month Date, Year

1 Form #2 and 3 related to Article 10
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OIST

1. Main Items

Protocol Title

Aim of Experiment

Summary of Results

Title and Summary of
Results for Public

Information
Name of Pathogens and BSL ™ BSL1 [ BSL2 I~ BSL3
Toxins
Animal Experiment [ Yes*1 ™ No

*1: if the submitted application involves animal experiment, a copy will be forwarded to the Animal Resources Section.

2. Location of Experiment, and Storage and Disposal of Pathogens and Toxins

Experiment
Location
No.

Building Name and Room Number

( or Room Name) Safety Installation Remarks

*Attach the floor map on which experiment room is indicated. PDF files of floor map are available at the web site of buildings and facilities
management division and research safety section.

3. Acquiring From:

Name of Organization
Office of Contact Person Scheduled Acquisition Date (MM DD 20YY)
Name
Tel, e-mail
4. List of Researchers Handling the Pathogens and Toxins
Name Title/Position Total years of exp erience handling Date of Training*1 | Remarks
pathogens and toxins:

1 (MM DD 20YY)

2 (MM DD 20YY)

3 (MM DD 20YY)

4 (MM DD 20YY)

5 (MM DD 20YY)

*1: as of the date when an application was submitted to the secretariat.
5. Remarks

2 Form #2 and 3 related to Article 10
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FOIST

Notification of Acquiring of Biological Agents

Reference #

Date Received

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

MTA Concluded / To be Concluded / N/A

Date: Month Date, Year

To: Biosafety Officer

From:
Lead Investigator

Name Signature/Seal

Name of Research Unit:

Faculty

Name Signature/Seal

I hereby submit a Notification of Acquiring of Biological Agents, in accordance with provisions of the OIST Biosafety
and/or Recombinant DNA Rules.

Information on Biological Agent:

-for LMOs: host, name of inserted nuclei acid and
protection level

-for pathogens and toxins: name of pathogen and
toxins, BSL and the category for pathogens and
toxins.

*The classification of the category is defined in Act

Concerning Prevention of Infectious Diseases and
Medical Care for Patients Suffering Infectious Diseases.

* Strain name and type name must also be identified accordingly.

Provider Information:

institute/organization, department, address, name
of person in charge, phone number and e-mail
address

(Scheduled) Date of Acquisition:

*LMO: living modified organism
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EOIST

Notification for Taking-Out of Biological Agents

Reference #

Date Received *provided by Research Safety Section

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

To: Biosafety Officer

From:
Lead Investigator

Date: Month Date, Year

Name Signature/Seal
Name of Research Unit:

Faculty

Name Signature/Seal

I hereby submit a Notification of Taking-Out of Biological Agents, in accordance with the stipulations of the OIST
Graduate University Recombinant DNA and Biosafety Rules.

Information on Biological Agents

-for LMO: host, name of inserted nuclei acid and
protection level

-for pathogens and toxins: name of pathogen and
toxins, BSL and the category for pathogens and
toxins.

*The classification of the category is defined in Act
Concerning Prevention of Infectious Diseases and

Medical Care for Patients Suffering Infectious Diseases.

*Strain name and type name shall also be identified.

Institution where Biological Agents are
being taken in:
Institute/organization, department, address, name

of person in charge, phone number and e-mail

address

(Scheduled) Duration

APFREARHF B H U
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Information Disclosure Form for Biological Agents

Reference #

Date Received

* provided by Research Safety Section

Biosafety Officer, Signature/Seal

Research Safety Section Leader, Signature/Seal

MTA

Concluded / To be Concluded / N/A

To: (Recipient)

From:

Date: Month Date, Year

Lead Investigator

Name Signature/Seal
Name of Unit:

Faculty

Name Signature/Seal

I hereby provide information concerning Living Modified Organisms, in accordance with Article 26 of the Act on
Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Living Modified
Organisms (Act No. 97 0of 2003) or Pathogens and Toxins as follows:

Information on Biological Agent:

-Type of Use, Host/Parental Organism, Gene Name of]
Inserted DNA, applicability of the exemption defined in Item
1/2/4 of Article 16 of the Regulations for the Cartagena Act

-Name of the Biological Agent, BSL and the category of
specified pathogens for pathogens and toxins.

Recipient Information:

Institute/Organization, Department, Address, Name of Person
in Charge, Phone Number, e-mail Address

Precautions and/or Instructions for Handling

Contact Information of Biosafety Officer

Toshinori Tanaka, Ph. D.

1919-1 Tancha, Onna-son, Okinawa 904-0495, Japan
Tel: +81-98-966-2385 Fax: +81-98-966-2889
E-mail: research_safety@oist.jp

AR T




OIST

\)/

BIOHAZARD

ADMITTANCE TO AUTHORIZED PERSONNEL ONLY

Biosafety Level:

Lead Investigator:

In case of emergency call:

Daytime phone: Home phone:

Authorization for entrance must be obtained from
the Lead Investigator named above.

Form #4 related to Article 12
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