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Active Pharmaceutical Ingredients (API) Survey
Activities Conducted with Respect to Drugs for Human Use

Privacy Notice Statement

This Statement explains the purposes of collection and use of your company’s API information by Health Canada.  Collection and use of personal information is in accordance with the federal Privacy Act.
In an attempt to learn more about the Canadian API landscape and consequently to develop and effective, transparent and consistent API inspection approach, Health Canada invites you to participate in this nation-wide survey. This survey is one of the measures intended to gather information about the Canadian API industry, but also to allow stakeholders to send in their comments and obtain answers to their questions. All information that you will provide Health Canada will be retained as long as necessary and will be processed by the Drug Good Manufacturing Practices (GMP) Inspection Unit part of the Health Products and Food Branch Inspectorate. The Privacy Act gives you the right to access your personal information and request changes to incorrect information. Contact Health Canada’s Access to Information and Privacy Division to access your personal information, notify us about incorrect information or (if applicable) withdraw your participation after submitting your information. For more Information about your right to access, see section 12(1) of the Privacy Act.

This survey can be completed electronically using the text boxes and drop-down menus. Please see instructions in Appendix to complete this survey. In order to make this a successful endeavour, please redirect the present document to your Canadian API business partners.

	Section 1.  Company Profile

· Only one survey is required per company.  See instructions in Appendix for a definition of company.

	Name of the Company
	     


	Street Address
	     
	City 
	     

	Province
	     
	Postal Code
	     

	Website
	     

	Name of Contact for APIs
	     
	Title
	     

	Telephone Number
	     
	Fax Number
	     

	Email Address
	     

	Mailing Address (if different than the address above)
	     
	City
	     

	Province
	     
	Postal Code
	     


	2.  Activities 

	(a) Are you involved with or handle APIs (e.g. fabrication of APIs or API intermediates, including sterilization of APIs, packaging/ labelling, re-packaging/re-labelling, testing, importing, exporting, distribution, storage, trade (agent/ broker/trader), and finished dosage form fabrication using APIs)?                                                                                                                                
	 FORMDROPDOWN 


	If no to question 2(a), please complete section 9 and return the form using the coordinates on page 4 of this form.

	(b) If your company has conducted any of the activities listed below within the last year, do these occur only at the address indicated in Section 1?                                                         
	 FORMDROPDOWN 


	(c) If no to question 2(b), in how many facilities do these activities occur?                                  
	 FORMDROPDOWN 


	(d) Have you been a contracted company for any of the activities that you conduct?                                              
	 FORMDROPDOWN 



	Section 3.  Activity Breakdown

	(a) Of the activities in section 2(a), how many different APIs has your company handled this last year? 
	 FORMDROPDOWN 


	(b) Of the activities in section 2(a), how many different API intermediates has your company handled this last year?
	 FORMDROPDOWN 


	(c) Is the number of APIs in 3(a) expected to increase within the next year?
	 FORMDROPDOWN 


	(d) Of the different APIs in 3(a) handled by your company, estimate the percentage that were manufactured internationally or in Canada.

	International:       %
	Canada :       %
	Unknown :       %

	(e) Estimate the percentage of imported APIs from each of the original (fabricator) sources below for the last year? 

 (Refer to page 5 for a list of Mutual Recognition Agreement (MRA) and PIC/S countries.)

	MRA country(ies):        %
	PIC/S country(ies):        %
	Other:        %
	Unknown :       %

	(f) In the following table, choose the number range of APIs that apply.



	F: fabrication
	P/L:  packaging/labelling (including re-packaging and re-labelling)

	T:  testing
	I:  import

	A:  agents/brokers/ traders/distributors/storage providers
	N-S:  non-sterile and S:  sterile

	API Activities
	Other
	Clinical Trial Drugs
	Biologics
	Radiopharma ceuticals
	Schedule F
	Over The Counter
	Category IV

	F
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	P/L
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	T
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	I
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	A
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 



	Section 4.  Active Pharmaceutical Ingredients: Fabricators (includes sterilization of APIs) 
( If you are not an API fabricator, check this box  FORMCHECKBOX 
 and go to section 5)

	(a) Please check all other API activities that your company has conducted within the last year.

	 FORMCHECKBOX 
 Fabrication of API intermediates
	 FORMCHECKBOX 
 Export of APIs

	 FORMCHECKBOX 
 Packaging/Labelling of APIs
	 FORMCHECKBOX 
 Agents/Brokers/Traders of APIs

	 FORMCHECKBOX 
 Re-labelling/Re-packaging of APIs
	 FORMCHECKBOX 
 Distribution of APIs

	 FORMCHECKBOX 
 Testing of APIs (e.g. specifications, contamination, identity)
	 FORMCHECKBOX 
 Finished Dosage Form Fabrication (Uses APIs in manufacturing of drugs in dosage form) 

	 FORMCHECKBOX 
 Import of APIs
	 FORMCHECKBOX 
 Other (Please list activities below)

	 FORMCHECKBOX 
 Storage Provider of APIs
	

	(b) Please specify which of the following manufacturing processes your company uses.

	       Chemical synthesis                                      
	 FORMDROPDOWN 

	       Cell culture/fermentation                              
	 FORMDROPDOWN 


	       Extraction                                                    
	 FORMDROPDOWN 

	Recovery from animal sources                     
	 FORMDROPDOWN 


	       Any combination of these processes           
	 FORMDROPDOWN 

	       Other (Please specify)                                     
	 FORMDROPDOWN 


	     

	(c) Estimate the number of different APIs that your company has fabricated within the last year for the following purposes.

	Export only:       
	Domestic use only:       
	Export and domestic use:       

	(d)  Does your company issue original certificates of analysis with APIs to your customers?
	 FORMDROPDOWN 



	Section 5.  Active Pharmaceutical Ingredients: Agents, Brokers, Traders, Distributors, Storage Providers, Importers, Re-packagers, Re-labellers
(If you are not an API  Agent, Broker, Trader, Distributor, Storage Provider, Importer, Re-packager, Re-labeller , check this box  FORMCHECKBOX 
 and go to section 6)
For each question (a to e), check the API activities for which your answer applies. 
A: Agents, Brokers, Traders                               I: Importers

D: Distributors                                                    R: Re-packagers/Re-labellers

S: Storage Providers

	(a) Does your company take legal ownership of the APIs at any time during the transaction?


	   FORMDROPDOWN 
   

   FORMCHECKBOX 
 A                 FORMCHECKBOX 
 D                 FORMCHECKBOX 
  S                 FORMCHECKBOX 
 I                  FORMCHECKBOX 
 R

	(b) Do you receive APIs in their original packaging and labelling?


	   FORMDROPDOWN 

   FORMCHECKBOX 
 A                 FORMCHECKBOX 
 D                 FORMCHECKBOX 
  S                 FORMCHECKBOX 
 I                  FORMCHECKBOX 
 R

	(c) Do you receive APIs with a copy of the original certificates of analysis?


	   FORMDROPDOWN 

   FORMCHECKBOX 
 A                 FORMCHECKBOX 
 D                 FORMCHECKBOX 
  S                 FORMCHECKBOX 
 I                  FORMCHECKBOX 
 R

	(d) Do your customers receive APIs in their original packaging and labelling? 

	   FORMDROPDOWN 

   FORMCHECKBOX 
 A                 FORMCHECKBOX 
 D                 FORMCHECKBOX 
  S                 FORMCHECKBOX 
 I                  FORMCHECKBOX 
 R

	(e) Do your customers receive APIs with a copy of the original certificates of analysis?

	   FORMDROPDOWN 

   FORMCHECKBOX 
 A                 FORMCHECKBOX 
 D                 FORMCHECKBOX 
  S                 FORMCHECKBOX 
 I                  FORMCHECKBOX 
 R


	Section 6.  Active Pharmaceutical Ingredients: Exporters

(If you are not an API exporter,  check this box  FORMCHECKBOX 
 and go to section 7)

	(a) Are the APIs exported to countries where the International Conference on Harmonization (ICH) Q7: Good Manufacturing Practice (GMP) Guide for Active Pharmaceutical Ingredients has been implemented?
	 FORMDROPDOWN 



	Section 7.  Finished Dosage Form Fabricators

(If you are not a finished dosage form fabricator, check this box  FORMCHECKBOX 
 and go to section 8)

	(a) Please check all other API activities that your company has conducted within the last year.

	 FORMCHECKBOX 
 Fabrication of API intermediates
	 FORMCHECKBOX 
 Export of APIs

	 FORMCHECKBOX 
 Packaging/Labelling of APIs
	 FORMCHECKBOX 
 Agents/Brokers/Traders of APIs

	 FORMCHECKBOX 
 Re-labelling/Re-packaging of APIs
	 FORMCHECKBOX 
 Distribution of APIs

	 FORMCHECKBOX 
 Testing of APIs (e.g. specifications, contamination, identity)
	 FORMCHECKBOX 
 Finished Dosage Form Fabrication (Uses APIs in manufacturing of drugs in dosage form) 

	 FORMCHECKBOX 
 Import of APIs
	 FORMCHECKBOX 
 Other (Please list activities below)

	 FORMCHECKBOX 
 Storage Provider of APIs
	     

	(b) Does your company receive APIs with a copy or the original Certificate of Analysis?
	 FORMDROPDOWN 



	Section 8.  Quality Control 

(If you are a finished dosage form fabricator and do not conduct any API-related activity, please check this box  FORMCHECKBOX 
  and go to Section 9)

	(a)  Does your organization follow the ICH GMP Guide for Active Pharmaceutical Ingredients Q7?
	 FORMDROPDOWN 


	If no to question 8(a), specify below the standard used, if any. 

	     

	(b) Were external audits and/or inspections conducted at your facility(ies)?
	 FORMDROPDOWN 


	For example, regulatory authorities, customers, consultants, etc.

	     

	     

	     

	(c) If yes to 8(b), when was the last external audit or inspection?

     Was it conducted by a regulatory authority?  
	     
(YYYY-MM)
 FORMDROPDOWN 


	(d) Does your company outsource or subcontract any API activities listed in section 2(a)?
Please see the list of MRA and PIC/S countries on page 5.
	 FORMDROPDOWN 


	F: fabrication                                              T: testing                            
P/L: packaging/labeling                              R: re-packaging/re-labelling

	F
	 FORMCHECKBOX 
 Canada
	 FORMCHECKBOX 
 MRA countries
	 FORMCHECKBOX 
 PIC/S countries
	 FORMCHECKBOX 
 Other: (please list)

	     

	P/L
	 FORMCHECKBOX 
 Canada
	 FORMCHECKBOX 
 MRA countries
	 FORMCHECKBOX 
 PIC/S countries
	 FORMCHECKBOX 
 Other: (please list)

	     

	T
	 FORMCHECKBOX 
 Canada
	 FORMCHECKBOX 
 MRA countries
	 FORMCHECKBOX 
 PIC/S countries
	 FORMCHECKBOX 
 Other: (please list)

	     

	R
	 FORMCHECKBOX 
 Canada
	 FORMCHECKBOX 
 MRA countries
	 FORMCHECKBOX 
 PIC/S countries
	 FORMCHECKBOX 
 Other: (please list)

	     


	Would you be interested in volunteering for a compliance promotion visit performed by Health Canada Inspectors during the year 2011-2012?          
	 FORMDROPDOWN 



	Section 9.  Signature and Date

	Authorized Signing Official

(Name and Title)
	     
________________________________, ____________________________________


              Name 

                                                         Title

	Signature and Date



	___________________________________,         __ __ __ __ - __ __ __ - __ __

                     Authorized Signing Official                                          yyyy              mmm           dd


Submit the survey to

Thank you for taking the time to complete this survey. This document (pages 1 to 4) can be returned either via email at api_questions_ipa@hc-sc.gc.ca, by fax at (613) 957-6709, or by mail at 

                 

Health Products and Food Branch Inspectorate 
              

Drug GMP Inspection Unit (API Survey) 
                 

7th floor, A.L. 2007B

               

250 Lanark Avenue 

               

Ottawa, Ontario 

               

K1A 0K9

Should you have any questions or comments regarding this survey, please contact the Drug GMP Inspection Unit via email at api_questions_ipa@hc-sc.gc.ca. 

Appendix

Instructions to complete the Active Pharmaceutical Ingredients Survey

Countries with Mutual Recognition Agreements (MRA) with Canada covering drug/medicinal products Good Manufacturing Practices (GMP) Compliance Programs 

http://www.hc-sc.gc.ca/dhp-mps/compli-conform/int/mra-arm/update-miseajour/index-eng.php)
Australia



Germany



Portugal
Austria




Greece




Principality of Liechtenstein

Belgium



Hungary



Republic of Iceland

Cyprus




Ireland




Slovak Republic

Czech Republic



Italy
 



Spain

Denmark



Kingdom of Norway


Sweden


Finland




Malta




Switzerland

France




Netherlands



United Kingdom




Member Countries of the Pharmaceutical Inspection Co-Operation Scheme (PIC/S) that are not MRA Countries   http://www.picscheme.org/members.php
Argentina 

 
Malaysia

South Africa


Ukraine

Israel



Singapore

United States of America




General Instructions

All questions contained in this survey refer to the API activities conducted with respect to drugs for human use. This excludes drugs for veterinary use and Natural Health Products (NHPs). Please ensure that all applicable fields are completed. It should be noted that only one survey is required per company even if this company has several facilities within Canada. The below definitions are provided for your reference; however, these should be used solely for the purpose of this survey. 

Company: An established business or legal entity. 

Facility: A building where any API activities are conducted (e.g. fabrication, packaging/labelling, re-labelling/ repackaging, testing, import, export, agent/broker/trader/distributor, storage).

Section 1: Company Profile

Please complete all fields, as appropriate and provide a telephone number at which you can be reached during daytime hours.

Section 2: Activities

No further instructions.
Section 3: Activity Breakdown

3(a-b) When answering this question, please consider all activities checked in 2(a). The count should include APIs or API intermediates from all of your facilities. For example, the fabrication, packaging and testing of one API counts as one API. Identical APIs sourced from two different companies count as two APIs.

3(e) For each of the API activities that your company conducts, choose the appropriate number range of sterile and/or non-sterile APIs used for the following finished dosage forms: biologics, radiopharmaceuticals, Schedule F, OTC and Category IV drugs. 

For example, company ABC Inc. fabricates(1) and tests(2) 52 non-sterile APIs for use in Schedule F drugs, tests(3) 9 sterile APIs for use in biologics, and packages/labels 68 APIs of which 7 are sterile(4) and used in biologics, 49 are non-sterile(5) and for use in OTC drugs, and 12 are sterile(6) for use in Schedule F drugs.  Company ABC Inc. also fabricates(7) and tests(8) 2 non-sterile APIs but is uncertain as to the category of finished dosage form these APIs are used for.
F: fabrication


 

P/L: packaging/labeling (includes re-packaging and re-labeling)

T: testing



 
I: import 
A*: Agent/ Broker/Trader/Distributor/Storage Provider 

N-S: non-sterile, S: sterile
*It should be noted that wholesale is included in the below category A of activities (e.g. Agent/Broker/Trader/Distributor/ Storage Provider).
	API Activities
	Other
	Clinical Trial Drugs
	Biologics
	Radiopharma ceuticals
	Schedule F
	Over The Counter
	Category IV

	F
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	P/L
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	T
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	I
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	A
	N-S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	S
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 



Section 4: Active Pharmaceutical Ingredients: Fabricators

This section should only be completed if your company fabricates APIs (including sterilisation of APIs). If not, please check the box and continue to Section 5.

4(c) For example, company ABC Inc. fabricates APIs D, E, F, G, and H. The API D is fabricated only for export purposes. The APIs E and G are fabricated for customers within Canada, and APIs F and H are exported but also sold to domestic customers. This situation would translate in the following:

Export only:  


___1___

             

Domestic use only:  

___2___



Export and domestic use: 
___2___ 

Section 5: Active Pharmaceutical Ingredients: Agents, Brokers, Traders, Distributors, Storage providers, Importers, Re-packagers, Re-labellers

This section should only be completed if you are an API broker, storage provider, agent, trader, distributor, importer, re-packager and/or re-labeller. If not, please check the box and continue to Section 6.

Section 6: Active Pharmaceutical Ingredients: Exporters

This section should only be completed if you or your company exports APIs. If not, please check the box and continue to Section 7.

Section 7: Finished Dosage Form Fabricators

This section should only be completed if your company fabricates finished dosage forms. If not, please check the box and continue to section 8.

Section 8: Quality Control

This section should be completed by all companies who conduct one or more activities related to APIs (see Section 2(a)).
Section 9: Signature and Date

Please ensure that this section is completed prior to returning the survey.
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