Consolidated Annual Report for Lentiviral Vector Work

<Name of Company>

<Inclusive Date of Report>

	S/N
	Name of the PI and address of the laboratory
	Title of the Project
	Relevant Approvals Secured 

(Please tick (√) all that applies)
	Project
	Project Status (NS, OG, OH, C, T )

	Type of work

(CT, H,HO,HE, A)

	Vector Generation

(1st, 2nd, 3rd, 4th , etc)
	Nature of Transgene

 (C, T, N, O) 

	Amount of the vector and its derivatives in stock 

(in mL)
	Changes to the protocol

(Yes/No)
	Changes to the replication properties of the vector

(Yes/No)
	Incidents or accidents for the year

(Yes/No)
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*Pls use additional pages if necessary

Page left blank

Biosafety Branch

Ministry of Health

Annual Report for Yr ______

(Please use separate annual report form for each proposal)

General Information
	Project Title:



	Date of IBC Approval:
	Brief summary of the IBC Risk assessment as to the containment laboratory level requirement and safety practices:

	GMAC Reference Number:
	Date of GMAC Approval:
	GMAC Classification:

	Was this proposal submitted to MOH for approval?

 FORMCHECKBOX 
  Yes, Please specify the date of approval from MOH: _____________________

 FORMCHECKBOX 
  No. Please state the reason why it was not submitted to MOH: _____________

__________________________________________________________________



	Type of work involved: 

 FORMCHECKBOX 
 Tissue/cell culture

 FORMCHECKBOX 
 Human subjects  

 FORMCHECKBOX 
 Animal subjects

 FORMCHECKBOX 
 Human eggs

 FORMCHECKBOX 
 Human embryo

 FORMCHECKBOX 
 Others. Specify:_______

______________________
	Was approval granted from the relevant authority such as AVA, IACUC, IRB, etc? 

 FORMCHECKBOX 
  Yes. Please specify the name of the agency and the date of approval. 

 FORMCHECKBOX 
  No. Please state the reason for not seeking approval from the relevant authority.



	Principal Investigator:



	Name of Facility/Laboratory:



	Address of Facility/Laboratory:



	Department:



	Company Name:




Status of the Project

	Date of Commencement of the Project:


	Date of Expected Completion of the Project:
	Date of Actual Project Completion:



	Status of the Project: 

 FORMCHECKBOX 
 Projects have not commenced. Please state the reason why the project has not started:___________________________________________________________

_________________________________________________________________

 FORMCHECKBOX 
 Ongoing

 FORMCHECKBOX 
 Project started but currently on hold. Please state the reason why it is on hold: _________________________________________________________________
_________________________________________________________________

 FORMCHECKBOX 
 Completed

 FORMCHECKBOX 
 Terminated. Please state why the project was terminated: ______________________
_________________________________________________________________

_________________________________________________________________



	For completed or terminated projects, please state the date of destruction of all the stock of the vector and its derivatives:



	Outline of the progress of work: (Use additional pages if necessary)




Changes to the Protocol/Methods

	Was there any deviation made to the original proposal submitted to BLB?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify the changes from the original proposal and the associated risk level, whether an approval was secured from IBC/GMAC and other relevant authorities on the changes? Please attach a copy of the IBC and/or GMAC approval of the changes in the protocol.



	Do you foresee any change that may be made to the method or procedure in the future?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify: 




Vector information/Materials:

	Name of Lentiviral Vector Used:



	Date acquired:



	Generation of the lentiviral vector being used:

 FORMCHECKBOX 
 First generation 

 FORMCHECKBOX 
 Second generation

 FORMCHECKBOX 
 Third generation

 FORMCHECKBOX 
 Fourth generation

 FORMCHECKBOX 
 Others. Pls specify: ________________


	Source of the lentiviral vector:

 FORMCHECKBOX 
 Commercial purchase. Specify the name of the company where the vector was bought: ________
___________________________

 FORMCHECKBOX 
 Non-commercial source. Please specify: __________________



	Was a replication competency testing done?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please state the details (including the date of the test and the findings) of the RCL testing.



	Were there any changes in the replication properties of the viral constructs since the approval for this proposal has been granted?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify (e.g. altered characteristics and measures put in place): 



	Any foreseeable changes that will be made in the vector/construct?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify: 



	The amount of the viral vector and its derivatives is >100 mL

 FORMCHECKBOX 
 Yes, Please specify the volume ___________                  FORMCHECKBOX 
 No



	Describe the type of stock materials (cell lines, nucleic acid constructs) generated in the work and provide the estimated amount for each.



	Is there any new development (related to Biosafety) on the viral vector construct or technique used?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify: 




Information on the Transgene (Please use additional pages for more transgenes)

Transgene 1:

	Name of Transgene:



	Characteristic/features of the transgene: 



	Nature of the transgene:

 FORMCHECKBOX 
 Non-oncogenic and non-toxic

 FORMCHECKBOX 
 Oncogenic. Please provide a description on the oncogenic properties of the transgene and any safety measures taken.

 FORMCHECKBOX 
 Toxic. Please provide a description on the toxic properties of the transgene and any safety measures taken.

 FORMCHECKBOX 
 Others. Please specify the nature of the gene and if it is known to cause harm to humans or animals and provide a description of its pathogenicity and if there are any safety measure in place




Transgene 2

	Name of Transgene:



	Characteristic/features of the transgene: 



	Nature of the transgene:

 FORMCHECKBOX 
 Non-oncogenic and non-toxic

 FORMCHECKBOX 
 Oncogenic. Please provide a description on the oncogenic properties of the transgene and any safety measures taken.

 FORMCHECKBOX 
 Toxic. Please provide a description on the toxic properties of the transgene and any safety measures taken.

 FORMCHECKBOX 
 Others. Please specify the nature of the gene and if causing harm to humans or animals and provide a description of its pathogenicity and if there are any safety measure in place




Incident Report

	Are there any incident or accident (theft or laboratory accident that may have adverse effect to the staff) related to the work?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please give a brief account of the incident, immediate actions taken (e.g. brought to hospital, cleansed wound, etc) and long term plans (e.g. follow up with medical doctor for review, etc) to prevent the incident from happening again (e.g. SOPs created in response to the incident, changes in practices, etc). 




Other Information

	Is there any transfer activity between labs on the vector or constructs?

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify the date, the item, and the name of the receiving laboratory 



	Is there any other information that you would like to share with the MOH regarding the project:

 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 No

If yes, please specify:



	Was an in-house audit done for this research work?

 FORMCHECKBOX 
 Yes. Please state the date of audit: _______________________

 FORMCHECKBOX 
 No. Please state the reason why an audit was not done: 



	State the findings of your in-house audit, if applicable:




Declaration

I hereby declare that the statements and claims I have made in this report on the 

possession and use of ___________ ________________ are true and correct to the 

(Name of scheduled agent) 

best of my knowledge.

Printed Name and Signature:______________________________________

Date: ___________________________

� NS – not started, OG – on-going, OH – on-hold, C – completed, T - terminated


� Specify the type of work involved as to the research subjects as animal, human, human eggs or human embryo, cell/tissue culture only.


� CT – cell/tissue only, H – human subjects, HO – human eggs, HE – human embryo, A - animal


� C – oncogenic or cancerous, T – toxic, N - non-toxic and non-oncogenic, O – others (If others, pls specify the details under the remarks column)


� Refers to the Institutional Biosafety Committee
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