	Transmissible Spongiform Encephalopathies (TSE) Questionnaire


	Introduction

	This questionnaire is designed to facilitate the collection of information to enable self assessment and certification of materials of ruminant origin used in the manufacture of raw materials and/or finished products against the TGA Supplementary requirements for therapeutic goods for minimising the risk of transmitting transmissible spongiform encephalopathies (TSE) (TGA Supplementary Requirements). 
The TGA Supplementary Requirements is specifically concerned with Category C ruminant materials that will be subject to self-assessment. Materials of ruminant origin include those of bovine (cattle), ovine (sheep), caprine (goat) and cervid (elk, deer) origin. Materials of human origin are not self-assessable and require viral and prion safety evaluation by the TGA. Materials using tissues and fluids that are classified as Category A or B (see Appendix 1 of the TGA Supplementary Requirements) are not self-assessable and must be evaluated for viral and prion safety by the TGA. If materials originating from a ruminant source are classified as Category A or B, the manufacturer or supplier should inform the Sponsor. These ruminant materials should be evaluated for viral and prion safety by the TGA. Blood is specifically excluded from the scope of the Supplementary Requirements and does not undergo self-assessment. Blood and blood derivatives require viral and prion safety evaluation by the TGA.

This questionnaire should be updated when any information changes or every three years.

Your assistance in completing this questionnaire will enable self assessment and certification of materials of ruminant origin used in the manufacture of raw materials and/or finished products in compliance with current Australian regulatory requirements and help maintain the quality and safety of medicines produced and supplied in Australia.


	1
	Company and Contact Details

	1.1
	Company Name:
	     

	
	Address:
	     

	
	Phone:
	     

	
	Facsimile:
	     

	
	E-mail:
	     

	
	Website:
	     


	2
	Declaration

	
	I declare that information supplied in this questionnaire, is to the best of my knowledge correct. I undertake to inform customers in the event of any change to the information supplied.

	
	Signature:
	

	
	Name:
	     

	
	Title:
	     

	
	Date:
	     

	
	

	
	This questionnaire contains the following (please indicate):

	
	Part A
	 FORMCHECKBOX 


	
	Part B
	 FORMCHECKBOX 


	
	Part C
	 FORMCHECKBOX 


	
	Part D
	 FORMCHECKBOX 


	
	Description and flowchart of the manufacturing process 
	 FORMCHECKBOX 


	
	Description of the quality system
	 FORMCHECKBOX 


	
	Country of origin certificates
	 FORMCHECKBOX 


	
	Veterinary health certificates
	 FORMCHECKBOX 


	
	EDQM certificates
	 FORMCHECKBOX 


	
	Other certificates
	 FORMCHECKBOX 


	
	Supplier statements
	 FORMCHECKBOX 


	
	Validation reports for prion reduction claims
	 FORMCHECKBOX 



	Part A

	1

	Is an appropriate quality system in place to monitor starting materials of ruminant origin including any changes to the TSE status of these starting materials?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	Please provide a brief description of the quality system including traceability of ruminant starting materials during manufacture

	
	     

	
	

	2
	Does the raw material contain any starting materials of ruminant origin?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes or unknown, please provide a description and flowchart of the manufacturing process of these starting materials.

	
	     

	
	

	3
	Is the raw material manufactured using any starting materials of ruminant origin?           

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes or unknown, please provide a description and flowchart of the manufacturing process of these starting materials.

	
	     

	
	

	4


	Is the raw material exposed to any starting materials of ruminant origin during manufacture or in the primary packaging, including culture media, processing aids and enzymes?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes or unknown, please provide a description and flowchart of the manufacturing process of these starting materials.

	
	     

	
	

	
	If the answer was no to all of questions 2-4, the raw material complies with the TGA Supplementary Requirements, please return the completed questionnaire.

If the answer was yes or unknown to any of questions 2-4, please continue with Part B.


	Part B

	5


	Is the starting material sourced from countries with a high incidence of TSE? (see Appendix 3 of the TGA Supplementary Requirements)

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	

	
	If the answer was yes or unknown to question 5, the starting material does not comply with the TGA Supplementary Requirements, please provide any additional information you may hold and continue with Part C.

If the answer was no to question 5, please continue with Part C.


	Part C

	6

	Are the animals used in the manufacture of the starting material from countries that are considered free or provisionally free of TSE according to Appendix 3 of the TGA Supplementary Requirements?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, which countries?

	
	     

	
	Are country of origin certificates available?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please attach copies.

	
	

	7
	Do you know the species that the starting material is derived from?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, which species?

	
	     

	
	

	8
	What tissue/fluid/part of the animal is the starting material derived from?

	
	     

	
	

	
	Is this a Category C tissue? (Please refer to Appendix 1 of the TGA Supplementary Requirements)

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	

	9


	Are the animals used in the manufacture of the starting material veterinary inspected and found healthy?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please attach copies of veterinary health certificates if available, or a letter of assurance from your supplier.

	
	

	10


	Are the animals from countries that have a surveillance system in place for TSE and have banned the feeding of ruminant material to ruminants? (Please refer to Appendix 3 of the TGA Supplementary Requirements)

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	

	11


	Has the potential for cross-contamination of the starting material with Category A or B ruminant materials or with ruminant materials from countries with an incidence of TSE been eliminated during the collection, manufacture, storage and transport of the starting material?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please attach a copy of a letter of assurance from your supplier.

	
	

	12


	Do you know the name of the manufacturer and the address of the manufacturing site from which you obtained the starting material or have you received written confirmation from all other suppliers in the supply chain to confirm the information provided for questions 6 -11?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please provide further details from your supplier.

	
	     

	
	

	
	If the answer was yes to all of questions 6-12, the raw material complies with the TGA Supplementary Requirements, please continue with Part D, and return the completed questionnaire.

If the answer was no or unknown to question 6, the raw material may comply with the TGA Supplementary Requirements only if the answer to question 15 is yes, please continue with Part D, and return the completed questionnaire.

If the answer was no or unknown to any of questions 7-12, the raw material does not comply with the TGA Supplementary Requirements, please provide any additional information you may hold, continue with Part D, and return the completed questionnaire.


	Part D

	13
	Are any prion reduction claims made for the manufacturing process?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please attach details of the process used to achieve this and any validation reports.

	
	

	14
	Is the starting material derived only from hide/skin, wool, tallow or milk without any exposure to other ruminant materials including enzymes such as rennet?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please attach a copy of a letter of assurance from your supplier.

	
	

	
	If the answer was yes to question 14, the raw material complies with the TGA Supplementary Requirements, please provide any additional information you may hold, and return the completed questionnaire.

If the answer was no or unknown to question 14, please continue with the following more specific questions.

	
	

	15


	Is rennet or other enzymes that are used sourced from animals from countries that are considered free or provisionally free of TSE according to Appendix 3 of the TGA Supplementary Requirements, have a surveillance system in place for TSE and have banned the feeding of ruminant material to ruminants?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown
	 FORMCHECKBOX 

Not applicable

	
	If yes, which countries?

	
	     

	
	Are country of origin certificates available?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown

	
	If yes, please attach copies.

	
	

	16
	Where gelatin and collagen are sourced from countries with a low or moderate risk of TSE, are vertebrae, along with skulls and spinal cords excluded from the manufacture of the raw material?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown
	 FORMCHECKBOX 

Not applicable

	
	

	17


	Is the manufacturing process equivalent to one of the processes outlined in the Scientific Steering Committee report Updated opinion on the safety with regard to TSE risks of gelatin derived from ruminant bones or hides adopted by the Scientific Steering Committee at the Meeting of 6-7 March 2003?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown
	 FORMCHECKBOX 

Not applicable

	
	

	18
	Is mechanically recovered meat excluded from the manufacture of derivatives such as amino acids?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown
	 FORMCHECKBOX 

Not applicable

	
	

	19
	Are animals of cervid origin derived from countries that are free of Chronic Wasting Disease (CWD)?

	
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

Unknown
	 FORMCHECKBOX 

Not applicable

	
	

	
	If the answer was yes to any of questions 15-19 that are applicable, the raw material complies with the TGA Supplementary Requirements, please provide any additional information you may hold, and return the completed questionnaire.

If the answer was no or unknown to questions 15-19 that are applicable, the raw material does not comply with the TGA Supplementary Requirements, please provide any additional information you may hold and return the completed questionnaire.
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