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APPLICATION FOR GOOD LABORATORY PRACTICE (GLP) REGISTRATION 
	Part 1 Organisation Data


1. Organisation 

Name of Company 

	


Address

	



Tel : 








Fax :
	     
	
	     


	ACRA Company/Business Registration no.: (please attach a copy of ROC or ACRA business certificate) 
	
	Date of Registration 



	     
	
	     


Major activities of Organisation : 

	     



	Part 2 – Facility Information


	Please identify the facility operator who will have the overall responsibility for compliance with the Principles of Good Laboratory Practice for the premises claiming compliance. 


	Name : 
	     

	
	

	Designation:  
	     

	
	

	Tel:
	     
	
	Fax No: 
	     


	Email:
	     


Person that we can contact regarding this application ( if different from above) 
	Name : 
	     

	
	

	Designation:  
	     

	
	

	Tel:
	     

 FORMTEXT 
     
	
	Fax No: 
	     


	Email:
	     


	Part 3  – Information regarding Study


Please tick one or more boxes below to indicate the current activities undertaken by the facility 

	1. 
	Physical-Chemical Testing 
	

	
	
	

	 
	a. Analysis for active constituents and/or impurities 
	     

	
	
	

	
	b. Characterisation of test items
	     

	
	
	

	
	c. Stability Studies 
	     

	
	
	

	2. 
	Toxicity Studies 
	

	
	
	

	
	a. Acute Studies 
	     

	
	
	

	
	b. Subacute and chronic toxicity studies 
	     

	
	
	

	
	c. Cytotoxicity studies 
	     

	
	
	

	
	d. Toxicokinetic studies 
	     

	
	
	

	
	e. Target species safety studies 
	     

	
	
	

	3. 
	Mutagenicity studies 
	

	
	
	

	
	a. Genotoxicity studies 
	     

	
	
	

	4. 
	Environmental toxicity studies on aquatic and terrestrial organisms
	     

	
	
	

	5. 
	Studies on behaviour in water, soil and air, bioaccumulation 
	     

	
	
	

	6. 
	Residue Studies 
	

	
	
	

	
	a. Crop Studies 
	     

	
	
	

	
	b. Veterinary Studies 
	     

	
	
	

	
	c. Transfer feeding studies 
	     

	
	
	

	7. 
	Studies on effects on mesocosms and natural ecosystems 
	     

	
	
	


	8. 
	Analytical and clinical chemistry associated with non-clinical studies 
	     

	
	
	

	
	a. Histopathology 
	     

	
	
	

	
	b. Clinical Chemistry 
	     

	
	
	

	
	c. Analytical Chemistry 
	     

	
	
	

	
	d. Dose Formulations 
	     

	
	
	

	9. 
	Others 
	     

	
	Eg Microbiology, medical devices testing. 
	

	
	Please elaborate here 


	


If others, please provide details 

	     


	

	

	

	


	Please provide answers to the following questions. Please use a separate sheet for additional information if necessary. 

	1. What are the types of product or substance being studied? Is it a new chemical entity or biological product, ie a pharmaceutical, a pesticide, an industrial or agro chemical or a new feed or food additive? Please describe. 

	     

	

	

	

	2. Describe the objective of the work / studies you intend to perform. 

	     

	

	

	

	3. Is the study required to be conducted to GLP?  Is this requirement specifically laid down in any national legislation? Please provide a reference. 

	     

	

	

	

	4. Has a national receiving authority requested that the work/study be conducted in compliance with GLP? Please give details and identify the receiving authority. 

	     

	

	

	

	5. Why does this work need to be conducted to GLP? ( Only applicable if you have answered “no” to both questions 3 or 4) 

	     

	

	


	

	6. Do you intend to conduct work that does not constitute a full GLP study but will be used to support a full GLP study?

	     

	

	

	

	7. Please provide details regarding the management and organisation of facilities/areas for which a claim of compliance is being made, ie a private company, a wholly subsidiary, a department of a larger facility. 

	     

	

	

	

	

	8. Are there other facilities owned by your company that are carrying out GLP work which are not located at the above address? If so, please give their addresses

	Addresses : 

	     

	

	

	

	9. Are Quality Assurance systems in place and independent of the conduct of GLP studies? 

	     

	

	10. Are systems for the control of formal documented procedures in place? 

	     

	

	11. What is the approximate number of scientific staff who may take part or assist in GLP studies?

	     

	

	12. Is there evidence that shows staff have received recent training in GLP, i.e. within the last two years? 

	     

	

	

	13. Are the premises for the study shared with non-GLP activities? If so please give details. 

	     

	

	

	

	14. Is the archive located on-site? Please give details. 

	     


	

	

	

	15. Are services or phases of studies routinely contracted out? If so please give details. 

	     

	

	

	

	16. Please indicate how the master schedule for study is compiled and maintained. 

	     

	

	

	

	17. Are there any other independently verified / qualified systems (eg Accreditation to ISO/IEC 17025) maintained in the areas claiming compliance? If yes, please give details. 

	     

	

	

	

	

	Computerised systems and instrumentation 

	18. List the computer applications that are used in GLP studies to capture, manipulate or store raw data.

	     

	

	

	

	19. How are the raw data of computer system defined? ( For example first paper printout, electronic signal) 

	     

	

	

	

	20. Is all instrumentation acceptance tested and authorised for use? 

	     

	

	


	Part 4 – Declaration 

	21. I hereby submit this application for GLP recognition under SPRING Singapore’s GLP programme. As the operator of this facility, I undertake to ensure that the premise and the studies conducted in the facility remain in compliance with the Principles of Good Laboratory Practice. 



	22. I agree to comply with the Terms and Conditions as stipulated in the document, “Procedures and Conditions of GLP Registration” and shall pay to SPRING Singapore the necessary fees as described in the document, “GLP Fee Schedule” 

	

	23. I agree to allow SPRING inspector(s) reasonable access to the facility premise, resources, operations, procedures, records and staff so that the inspector(s) can effectively inspect the GLP system and activities of my facility. I agree to allow the inspector(s) the right to take samples, inspect records and to produce copies and photographs on site, if it is necessary for reasons of perpetuation of evidence. I understand that failure of which will lead to the removal of my facility registration in the SPRING Singapore GLP programme.  

	

	24. I agree to waive the confidentiality of information for SPRING Singapore to communicate information regarding non-GLP compliant studies or of the non-implementation of GLP system in my facility to the other members of the OECD Working Group.     

	

	Note: SPRING Singapore reserves the right to review the above terms and conditions and fees as and when necessary. 

	


I declare that the information given in this application is correct to the best of my knowledge and belief. 
Authorised Signature :


      Name :

	     
	
	     

	
	
	

	
	
	Designation : 

	
	
	     

	
	
	

	
	
	Date : 

	
	
	     


23. Application Fee 

The application fee of S$ 1000 plus prevailing GST is enclosed. 

Cheque no. :      ________________________________

Bank : _     _____________________________________

24. Note: 

a. Cheque(s) shall be crossed and made payable to SPRING Singapore. 
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