

	Insert Your Letterhead Here		
Supplier Audit Questionnaire
	1. General Company Information

	Type of Review
	X
	Supplier Self Survey
	
	SQA On-Site Audit

	Company Name
	

	Address
	

	Telephone Number
	

	Fax Number
	



	Request
	Name
	Title
	Phone
	e-mail address

	Person completing this review
	
	
	
	

	Senior company official’s name
	
	
	
	

	Senior quality official’s name
	
	
	
	



	Approximate number of employees
	

	Approximate number of employees in Quality Assurance/Quality Control
	

	Number of buildings/facilities
	

	Approximate total square footage of facilities
	

	Number of years in business
	

	Approximate annual sales
	

	Is there an organizational chart? (circle one)
	 (please attach)
	

	Has the organization been audited by the FDA for Good Manufacturing Practices? (circle one)
	when?  
	

	Has this company been certified by an outside (NNFA, NSF, USP, CL, etc.) certification organization? (circle yes or no)
	 please list:  

	

	Comments





	
Instructions for completing sections 2 through 14:
Using the following rating system, answer each non-shaded question by circling the number that best describes your response.
0     = No procedure or system exists at this time.
1     = Procedure or system exists but may be undocumented or inconsistently followed.
2     = Procedure or system exists, and is followed consistently with few (uncorrected or undocumented) exceptions.
3     = The procedure or system is thoroughly documented and is consistently adhered to.
n/a = Not applicable.

· Where indicated with ***, please attach a one page example from your supporting document.
· Underlined questions are essential criteria for your company’s approval process. All questions must be answered.
· Space is provided after each section for any comments. Please provide any details not described by documents. Additional example documentation may be attached.



	2. Management Responsibility 

	a. Is there a quality policy defined and supported by executive management? ***     
	0   1   2   3   n/a

	b. Are regular management reviews held and documented via meeting minutes?
	0   1   2   3   n/a

	c. Do procedures describe which quality information is to be reported to executive management?
	0   1   2   3   n/a

	d. Are customer complaints reported to (or summarized for) executive management?
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 3.

	1. Do management reviews demonstrate active participation (in matters of quality) by executive management (e.g. resource allocation)?
	0   1   2   3   n/a

	2. Is there evidence that Management Responsibility procedures are being followed? 
	0   1   2   3   n/a

	Comments:














	3. Personnel

	a. Is there a written Standard Operating Procedure (SOP) in place that addresses disease control related to the receiving, storage, manufacture, and distribution of product? ***
	0   1   2   3   n/a

	b. Is there a written SOP in place defining personal Good Manufacturing Practices (GMP), in addition to training records that indicate that employees are aware of and abide by such requirements. ***
	0   1   2   3   n/a

	c. Does each employee possess an education as required on his or her job description?
	0   1   2   3   n/a

	[bookmark: _Hlk211848804]STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 4.

	1. Does management adequately train its employees in the area of GMP’s?
	0   1   2   3   n/a

	Comments
	





	4. Plant and Grounds

	a.  Are the grounds surrounding the plant maintained in such a way to protect against adulteration of product: frequent litter removal, proper water drainage, proper waste containment/location/removal, pest elimination measures, proper storage of equipment, and proper control of vegetation?
	0   1   2   3   n/a

	b. Is there a written SOP in place to define the standard requirements for grounds maintenance? ***
	0   1   2   3   n/a

	c. Is the plant constructed in such a manner to provide for adequate, safe, and sanitary conditions for the storage of raw materials, packaging materials, and finished goods? 
	0   1   2   3   n/a

	d. Is there adequate lighting in the manufacturing and storage areas? Are film-coated light bulbs and covers used to prevent product adulteration?
	0   1   2   3   n/a

	e. Is proper ventilation provided to control microorganisms, dust, humidity, and temperature within the plant?
	0   1   2   3   n/a

	f. Is screening provided to protect against pests?
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 5.

	1. Does this organization operate at a location that is suitable for the manufacturer of dietary supplements?
	0   1   2   3   n/a

	Comments:	








	

	5. Sanitation of Buildings and Facilities

	a. Is there a written SOP in place to define the standard requirements for building maintenance? ***
	0   1   2   3   n/a

	b. Are records kept documenting the cleaning of structures, fixtures, and equipment?
	0   1   2   3   n/a

	c. Are cleaning and sanitizing agents, pesticide chemicals, and fungicides used at this facility safe and effective for the intended use? *Please provide an MSDS for each type chemical used. 
	0   1   2   3   n/a

	d. Are these chemicals stored in such a way to prevent the adulteration of raw materials, finished goods, and packaging materials?
	0   1   2   3   n/a

	e. Are pest control measures utilized and are inspections adequate? *Please provide latest inspection record..
	0   1   2   3   n/a

	f. Does this organization routinely test water quality for microorganisms? * Please provide latest analysis.
	0   1   2   3   n/a

	g. Is floor drainage adequate to prevent pooling?
	0   1   2   3   n/a

	h. Does this organization manage its own water treatment? 
	0   1   2   3   n/a

	i. Is sewage water treated prior to release?
	0   1   2   3   n/a

	j. Are toilet and hand-washing facilities adequate?
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 6.

	1. Does this organization operate in an environment that is suitable for the manufacturer of dietary supplements?
	0   1   2   3   n/a

	Comments:











	













	6. Equipment and Utensils

	a. Is there a written procedure that defines the requirements of equipment and utensil design? ***
	0   1   2   3   n/a

	b. Are records kept documenting cleaning/preventative maintenance/calibration of equipment and cleaning of utensils?
	0   1   2   3   n/a

	c. Is equipment swabbed for microbial activity prior to use? 
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR Insert your co name here USE ONLY. Proceed with Section 7.

	1. Does this organization utilize equipment that is suitable for the manufacturer of dietary supplements?
	0   1   2   3   n/a

	2. Does this organization correctly utilize cleaners and sanitizers to prevent product adulteration?
	0   1   2   3   n/a

	Comments:













	


	






















	7. Receiving Control

	a. Is there written Quality Standard Operating Procedures? *Please attach SOP.
	0   1   2   3   n/a

	b. Does the SOP describe sampling and testing plans, equipment, and techniques?
	0   1   2   3   n/a

	c. Are there procedures in place to ensure that only acceptable material is issued to the manufacturing floor? ***
	0   1   2   3   n/a

	d. Are raw materials stored under conditions that protect them from adulteration and deterioration?
	0   1   2   3   n/a

	e. Are raw materials inspected for filth, insect infestation, extraneous materials, microbial contamination, aflatoxins, and all other established specifications?
	0   1   2   3   n/a

	f. Are procedures in place to verify the identity of each lot of raw material?
	0   1   2   3   n/a

	g. Is a FIFO system used and tracked for raw materials?
	0   1   2   3   n/a

	h. Are raw materials re-evaluated after exposure to adverse storage conditions to determine purity, quality, or composition?
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 8.

	1. Do individual lots (or batches) have a unique, recorded identification code (i.e., lot number) clearly visible?
	0   1   2   3   n/a

	2. Is test equipment selected appropriate for inspecting incoming materials?
	0   1   2   3   n/a

	3. Do records demonstrate that accepted materials have passed Incoming Inspection, including applicable tests performed on material? 
	0   1   2   3   n/a

	Comments:

















	8. Manufacturing/In-Process Control

	a. Are there written SOP’s for performing all manufacturing processes? ***
	0   1   2   3   n/a

	b. Are such procedures approved and modified by authorized personnel?
	0   1   2   3   n/a

	c. Do written procedures dictate how a material’s status can be identified throughout the manufacturing steps (e.g., process records, tags, labels, material segregation, etc.)? *** 
	0   1   2   3   n/a

	d. Do records indicate when manufacturing steps were completed and who performed them?
	0   1   2   3   n/a

	e. Do records indicate set-up parameters under which the process was run?
	0   1   2   3   n/a

	f. Do written set-up procedures for production processes include acceptable ranges within which operators can make adjustments in addition to prior inspection of the packaging and labeling areas?
	0   1   2   3   n/a

	g. Is there a lot number scheme that guarantees traceability to raw material lots/batches? Please describe how the manufacturing lot numbering system works and what differentiates one lot from another.
	0   1   2   3   n/a

	h. If rework is performed, are there documented SOP’s for rework which include re-inspection to original requirements?
	0   1   2   3   n/a

	i. Is there a procedure in place that assures all customer requirements (including quality requirements) are accurately translated for internal use?
	0   1   2   3   n/a

	j. Regarding batch records, is the following information provided?
i. Are all raw materials used to manufacture a product listed on the batch record and further defined by product code, lot number, and unit of measure?
ii. Is the amount of raw material used defined on the batch record and not less than 100% of each claimed dietary ingredient?
iii. Is there a statement concerning any calculated excess of dietary ingredient contained in the product?
iv. Is there a statement of the total theoretical and actual weights per production batch?
v. Is there a statement of theoretical and actual weights of each ingredient per production batch?
	
0   1   2   3   n/a
0   1   2   3   n/a
0   1   2   3   n/a
0   1   2   3   n/a
0   1   2   3   n/a

	k. Is a metal detection system used when manufacturing products?
	0   1   2   3   n/a

	l. Is there a SOP for labeling operations: revision control, purging, inspection, chain of custody? ***
	0   1   2   3   n/a

	m. How are label inventories maintained and controlled? ***
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 9.

	1. Is housekeeping controlled by procedures?
	0   1   2   3   n/a

	2. Does housekeeping appear adequate for insert your company’s name needs?
	0   1   2   3   n/a

	3. Are there sufficient resources and personnel for management, production, and verification?
	0   1   2   3   n/a

	4. Does the manufacturing equipment used appear adequate and suitable for the intended purposes?
	0   1   2   3   n/a

	5. Do records and personal observations indicate that the quality procedures are being followed?
	0   1   2   3   n/a

	Comments:






































	9. Quality Control/In-Process and Final Inspection

	a. Is there a SOP in place that ensures each lot of production meets all customer requirements (as stated in the customer purchase order or general specification)? ***
	0   1   2   3   n/a

	b. If the above is accomplished through in-process and/or final inspections, describe what sampling plans are used.
	0   1   2   3   n/a

	c. Describe any in-process statistical control measurements which contribute to final product acceptance:

	0   1   2   3   n/a

	d. Does your business have the capability to statistically summarize inspection data for demonstrating lot conformance? 
	0   1   2   3   n/a

	e. Is raw material inspection measurement data maintained on file and traceable to each lot? If yes, for how long?  

	0   1   2   3   n/a

	f. Are all inspections performed using calibrated measurement equipment with sufficient accuracy to distinguish between acceptable and unacceptable materials?
	0   1   2   3   n/a

	g. Are procedures in place for the identification, control, and disposition of discrepant product? ***
	0   1   2   3   n/a

	h. Does final inspection assure all required manufacturing and inspection processes have been completed?
	0   1   2   3   n/a

	i. Are final release criteria clearly defined for each item? *** Who releases?   
                                                                                            
	0   1   2   3   n/a

	j. Are the test methods used, reliable and yield reproducible results? What are the primary reference manuals used (please list):

	0   1   2   3   n/a

	k. Do you utilize a contract or an in-house laboratory to analyze critical characteristics of finished products/raw materials?
Name of contract laboratory:  

	0   1   2   3   n/a

	l. How do you support shelf life claims? * Please provide an example of a stability study recently performed that confirms recommended shelf life of a product.
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 10.

	1. Was there evidence of adequate identification, including inspection and test status throughout the process?
	0   1   2   3   n/a

	2. Is nonconforming material/products identified and segregated as such?
	0   1   2   3   n/a

	3. Is there evidence the quality procedures or systems are being followed?
	0   1   2   3   n/a

	Comments:






	10. Measurement Equipment Control

	a. Does a SOP exist that describes how measurement equipment must be stored and maintained? ***
	0   1   2   3   n/a

	b. Does a procedure ensure that all measurement equipment is recalled at established intervals for recalibration? ***
	0   1   2   3   n/a

	c. Is all measurement equipment clearly labeled with the last date of calibration and due date for recalibration?
	0   1   2   3   n/a

	d. Are calibration records maintained for all measurement equipment that requires calibration?
	0   1   2   3   n/a

	e. If during calibration, equipment is found to be out of tolerance, are procedures in place to evaluate the impact it may have on manufactured material? ***
	0   1   2   3   n/a

	f. Are all measurement equipment users trained in the proper use, handling, and maintenance of the equipment, especially in using only equipment with a valid calibration?  
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 11.

	1. Does the inspection equipment appear adequate to perform the necessary inspection with the proper accuracy?
	0   1   2   3   n/a

	2. Are there adequate environmental, handling, and maintenance of the equipment, especially in using equipment with a valid calibration?
	0   1   2   3   n/a

	3. Are calibration stickers used to indicate the calibration and recalibration date? If not, how is this information made available to the user?

	0   1   2   3   n/a

	4. Is there evidence the quality procedures or systems are being followed?
	0   1   2   3   n/a

	Comments:
















	11. Document Control/Record Retention

	a. Is there an up-to-date Quality Manual available which provides an overview of quality policies and procedures? * Attach copy of table of contents.
b. 
	0   1   2   3   n/a

	b. Is there a procedure that defines approval authority for making document changes?
	0   1   2   3   n/a

	c. Is there a control system in place for maintaining and distributing specifications?
	0   1   2   3   n/a

	d. Is there a procedure in place that ensures the removal of obsolete documents?  Who is responsible for maintaining and distributing documents?                               
	0   1   2   3   n/a

	e. Is there a master list identifying active procedures or work instructions and their current revisions?
	0   1   2   3   n/a

	f. Is there a system for retention and storage of quality records and data? 
	0   1   2   3   n/a

	g. Where are the records stored and for how long? 

	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 12.

	1. Do retained quality records demonstrate conformance to product requirements?
	0   1   2   3   n/a

	2. Is there evidence the quality systems and procedures are being followed?
	0   1   2   3   n/a

	Comments:
















	12. Training

	a. Is there a policy or procedure in place that defines the company’s training program?
	0   1   2   3   n/a

	b. Has each employee received a copy of their written job description, which includes education requirements?
	0   1   2   3   n/a

	c. Are there training and development plans implemented for all employees who have an impact on product quality, including operators and inspectors?
	0   1   2   3   n/a

	d. Are training records maintained for all employees?
	0   1   2   3   n/a

	e. Do in-plant training programs include safety considerations?
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 13.

	1. Do operators appear to be adequately trained for assigned tasks? 
	0   1   2   3   n/a

	2. Is there evidence that training records are current, and that the system is functioning?
	0   1   2   3   n/a

	Comments:




















	13. Packaging/Storage/Shipping

	a. Is there a procedure in place that assures proper handling, packaging, storage, preservation, and shipping methods are employed so as to meet customer requirements? ***
	0   1   2   3   n/a

	b. Where environmental conditions can impact quality, are finished goods stored in a suitable environment?
	0   1   2   3   n/a

	c. Does a procedure require that finished goods be shipped in FIFO order?
	0   1   2   3   n/a

	d. Is product in shipping containers segregated by manufactured lot numbers?
	0   1   2   3   n/a

	e. Does a procedure assure that all labeling, certification, supplied data, and other documentation complies with customer requirements, and is shipped with product? ***
	0   1   2   3   n/a

	f. Is expired material removed?
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY. Proceed with Section 14.

	1. Do materials in storage reflect proper identification and inspection status?
	0   1   2   3   n/a

	2.Is material handled and stored in such a way to prevent damage?
	0   1   2   3   n/a

	3. Is there evidence the quality systems and procedures are being followed?
	0   1   2   3   n/a

	Comments:




























	14. Post-Distribution Procedures

	a. Is a sample of finished goods retained in the same container/closure system in which the finished product is marketed? How long is it stored?:                                                                           
	0   1   2   3   n/a

	b. Is there a written SOP in place to address recalled product? ***
	0   1   2   3   n/a

	c. Is there a written SOP in place to address market withdrawals? ***
	0   1   2   3   n/a

	d. Is there a written SOP in place to address complaints? ***
	0   1   2   3   n/a

	e. Is there a written SOP in place to address returned products: segregating, examination, testing, reworking, destroying, etc. ***
	0   1   2   3   n/a

	STOP. The following NUMBERED questions are FOR insert your company’s name USE ONLY.

	1. Does this organization take an active role in handling the issues associated with post-distribution of product? 
	0   1   2   3   n/a

	Comments:



	0   1   2   3   n/a



Please mail completed questionnaire and *** documents to:
insert your company’s name 
[777 Anystreet]
[Anytown, TX  75013]
Attention: add name, email and contact info. 
    Add Job title of contact person
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