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Please complete this Supplier Questionnaire electronically in detail and return it completed within five business days. Questions deemed not applicable; please mark as “N/A”. All information will be treated as confidential.
Shaded areas are to be completed by CooperSurgical, Inc. and its affiliates. 

A. GENERAL INFORMATION (By entering my name and title, I certify that information provided for this supplier questionnaire is truthful and accurate.)
	Prepared by (type your name): 

	Prepared by (type your title): [image: ] 

	Date completed: [image: ] [image: ] [image: ]


	Company name: 


	Company headquarters / primary address: 


	City: 

	State / province: 
	Zip / postal code: 
	Country: 
[image: ] 

	Phone number: 
Email address: 
Fax number:
Website:

	Shipping address (if different than primary address):

	City:
 
	State / province:
 [image: ]
	Zip / postal code 
	Country: 


	Company type:
☐Public Corporation
☐Private Corporation  
☐Sole Proprietorship
☐Partnership Minority Owned 
	Details of parent and / or subsidiary companies:
Does your company belong to a parent company? Yes   No 
If yes, please list parent company or subsidiaries:



	Does your company service multiple CooperSurgical facilities? Yes   No 
If yes, name all CooperSurgical’s locations that are serviced by your facility. 

	MANAGEMENT PERSONNEL (Please attach a copy of your organizational chart.)

	Top Management Name / Title: 
[image: ] [image: ] [image: ] [image: ] 

	Quality Management Name / Title: 
[image: ] [image: ] [image: ] [image: ] 

	Operation Management Name /Title: 
[image: ] [image: ] [image: ] [image: ] 

	Sales Management Name / Title: 
[image: ] [image: ] [image: ] [image: ] 


BUSINESS / FINANCIAL INFORMATION: 
	Date company was established:
	Supplier relation to CooperSurgical: ☐< 1year  ☐>1 year [image: ]

	Approximate Sales:
☐< $1M   ☐> $1M  ☐> $10M  ☐> $100M 
	Approximate % of sales to CSI %:[image: ] [image: ]

	% of sales gov. / military / NASA _____%
	% of sales commercial 
____ % 
	[image: ]% of sales medical
____ % 

	Revenue growth trends for past 5 years: 
☐Increasing year over year                   ☐Follow economic trends            ☐Declining > 25%

	Disaster recovery plan for each site / location: 
☐Documented business continuity plan in place 
☐Plans in place – not yet documented
☐No plan or system backup in place   

	Total number of employees:
	Full time:
	Temp staff (%):

	Mfg, warehouse, service (%):
	Office / administrative (%):
	Quality staff (%):

	Approximate square footage: 
Manufacturing area ____________sq. ft.         Warehouse____________sq. ft. 
Office________________sq. ft                         Other ____________sq. ft

	Facility built in year (YYYY):   

	Building construction material:  


	Facility ownership:
 ☐Own     ☐Lease  [image: ]
	Time in business producing principle commodity: 
☐> 5 years   ☐2-5 years   ☐< 2 years [image: ]

	Distance parts travel from this facility to CooperSurgical manufacturing site:
☐Within 300 miles or N/A (service)           ☐300–2,000 miles       ☐> 2,000 miles or international  

	Do you have a Code of Conduct for working practices? ☐Yes   ☐No

	Are you a member of any supply chain security program? If yes, please provide details. ☐Yes   ☐No 

	If necessary, are you able to supply test certificates, or Letters of Conformity with your goods? ☐Yes   ☐No

	Can you supply (FOC) copies of inspection reports with goods supplied? ☐Yes   ☐No 

	TRADE CUSTOMER

	Company: 
	Company: [image: ]

	Address: 
	Address: 

	Telephone: 
	[image: ]Telephone: 

	Contact: 
	Contact: 
[image: ]

	BUSINESS / FINANCIAL EVALUATION:
☐Acceptable, no further information is required. 
☐Acceptable, the following information is required:
☐Not acceptable.




C. FACILITY INFORMATION
	Do you have a certified or registered quality management system? (FDA registered, ISO 13485, ISO 9001, others) 
☐Yes (Please attach a copy of the QMS certification or FDA Registration.)

☐No, do you intend to register to a nationally recognized quality standard? ☐ Yes   ☐ No 
If yes, please give details:

	If your facility is audited by FDA or Notified Body, please provide:

Date of last FDA audit and results:      
                                
Date of last Notified Body audit and results (Please note if this is an MDSAP audit): 

	Can we audit your facility? ☐Yes   ☐No

	Has your facility ever been audited by CooperSurgical? ☐ Yes, list year of last audit (YYYY):                ☐No 

	Do you procure or manufacture components or materials that are required to meet the EU-Directive 2011 / 65 / EU for RoHS?   ☐Yes    ☐Yes Exempt    ☐No      ☐N/A

	Registration, Evaluation, Authorization, and Restriction of Chemicals (REACH) Regulation 1907 / 2006?   ☐Yes    
☐Yes Exempt    ☐No      ☐N/A

	Packaging and Packaging Waste Directive 94 / 62 / EC 2003?   
☐Yes    ☐Yes Exempt     ☐No      ☐N/A

	Do you procure or manufacture components or materials that contain phthalates? ☐Yes    ☐No

	Are components of raw materials or finished product from human or animal origins? ☐Yes, please attach a copy of the certification.  ☐No

	Conflict Minerals compliance (Dodd-Frank Section 1502)
The U.S. Dodd-Frank legislation mandates that suppliers report on the sources of any tin, tantalum, tungsten, and gold used in products, components, or materials supplied to CooperSurgical. These metals are present, for example, in electronics, wiring, certain metal alloys, RFID tags, and PVC, among other items.
Does the product you supply contain any conflict minerals?
☐Yes    ☐No     ☐N/A

	FACILITY EVALUATION: 
☐Acceptable, no further information is required. (Including evidence of all applicable certifications.) 
☐Acceptable, the following information is required:
☐Not acceptable. 


[image: ][image: ]
D. QUALITY MANAGEMENT SYSTEM (Mark as n / a and skip this section if you provide a copy of your FDA registration and / or ISO 13485 certificate.)  ☐N/A
	Quality Management and Resource Management 

	Do you have a quality system manual and policy? ☐Yes    ☐No (If yes, please attach a copy.) 

	Do you have a documented policy / process to ensure that quality system-related documents are controlled and available at point of use?  ☐Yes    ☐ No

	Do you have a documented process to control quality records? ☐Yes   ☐No

	Do you have a documented policy / process defining the qualification and training requirements for employees? ☐Yes   ☐No 

	Product Realization 

	Are design changes controlled and documented?  ☐Yes   ☐No

	Do you provide adequate training for your staff?  ☐Yes   ☐No

	Do you maintain training records on all your staff?  ☐Yes   ☐No

	Do you have a documented policy / process to ensure that customer agreements, contracts, specifications, and changes are reviewed?  ☐Yes   ☐ No 

	Do you have a process for communicating with customers including process / equipment / product design changes and complaints? ☐Yes    ☐No

	Does this process include advance notice of any change to CooperSurgical in writing prior to implementation? (This may include changes to the processes / locations / etc.)  ☐Yes    ☐No
If no, why? ___________________________________________

	Do you have a documented design control policy / process?  ☐Yes    ☐No

	Do you have a documented policy / process for supplier evaluation, control, and monitoring?  ☐ Yes    ☐No

	Do you have a documented process for initiating, evaluating, and implementing changes to processes?  ☐Yes    ☐No [image: ] 

	Do you complete IQ / OQ / PQs and / or capability studies?  ☐Yes    ☐No

	Can lot SPC, in-process, inspection / test data be provided upon request?  ☐Yes    ☐No

	Can data (measurement and inspection) be provided for each part # in a shipment?  ☐Yes   ☐No

	Are Certificates of Analysis, or Conformance and Sterility available?  ☐Yes    ☐No    ☐N/A

	Do you have a documented policy / procedure defining the requirements and methods used for identification and traceability of materials used to produce the final product to the customer?  ☐Yes   ☐No

	Are materials that have an expiration date controlled and maintained?  ☐Yes    ☐No

	Customer-owned property (includes customer-owned / supplied tooling)?  ☐Yes    ☐No     ☐N/A

	Is there a documented process for controlling and maintaining customer-owned property?  ☐Yes    ☐No

	Is there a documented process for notifying customer prior to molds and / or tooling being disposed of?  ☐Yes    ☐No

	Do you have a documented policy / process to control inspection, measuring and test equipment used to demonstrate product conformity?  ☐Yes   ☐No

	Can calibration activities be traced to NIST?  ☐Yes    ☐No

	Measurement, Analysis, and Improvement [image: ]

	Do you have a documented policy / process for conducting internal audits?  ☐Yes   ☐No

	Do you have a policy / process to verify that all requirements for customer product and documentation requirements have been met prior to shipment?  ☐Yes   ☐No

	Do you have a documented policy / process for controlling nonconforming material to ensure nonconforming material is identified and quarantined? Is there a quarantine area?  ☐Yes     ☐ No  

	Do you have a rework procedure including provisions for revalidation? ☐Yes   ☐No

	Do you have a continual improvement process? ☐Yes   ☐No

	Do you have a documented process to address corrective and preventive actions? ☐Yes   ☐No

	Suppliers and Subcontractors

	Do you evaluate and approve new suppliers / subcontractors based on their ability to meet your requirements?  ☐Yes          ☐No

	Do you monitor suppliers’ quality, cost, and delivery?  ☐Yes   ☐No

	Does your company subcontract any part of its core business? If yes, what part and % of your total business does it represent?  ☐Yes   ☐No

	Do you have formal procedure(s) in place for the management of subcontractors?  ☐Yes   ☐No

	To your knowledge, has any component that your company supplies to CooperSurgical been responsible for an issue resulting in recall or field corrective action?  ☐ Yes   ☐No   ☐N/A Market Withdrawal or Medical Device Safety Alert Class I, II, or III recall 

	Manufacturer

	Are you able to provide lot / batch traceability?  ☐Yes   ☐No

	Do you have design / drafting capabilities?  ☐Yes   ☐No   ☐N/A

	Do you have a "CAD" type computer design system?  ☐Yes   ☐No   ☐N/A
Is yes, what type? _____________________________________ 

	Do you have in-house tooling capability?    ☐Yes  ☐No ☐N/A

	Do you have prototype manufacturing capability?  ☐Yes   ☐No   ☐N/A

	Are you barcode-enabled to GS-1 Data Matrix / Linear Standards?  ☐Yes   ☐No   ☐N/A

	Are personnel certified for HAZMAT shipments, where required?  ☐Yes   ☐No   ☐N/A 
If yes, personnel recertified every __________ years. 

	Are procedures in place to ensure safe transport of temperature-sensitive and / or fragile products? ☐Yes   ☐No 
☐N/A

	Do you currently possess any CooperSurgical-owned tooling or property? ☐Yes  ☐No   ☐N/A
If yes, please attach a list including current condition. 

	Do you have capability of providing CooperSurgical with product drop / ship-testing reports to ISTA standards? 
 ☐Yes   ☐No   ☐N/A

	Is all test and inspection equipment regularly inspected, calibrated, and traceable to national standards?  ☐Yes   ☐No  ☐N/A  

	Can you confirm that only calibrated instrumentation and equipment shall be used on site?  ☐Yes   ☐No   ☐N/A  

	Do you have an incoming inspection procedure? ☐Yes   ☐No   ☐N/A  

	Have you defined the inspections required during production? ☐Yes   ☐No   ☐N/A  

	Are final inspections and tests performed before shipment? ☐Yes   ☐No   ☐N/A  

	Do you keep records of inspections and tests that prove that inspected products meet acceptance criteria? ☐Yes   ☐No    ☐N/A  

	Do you ensure that goods are handled, stored, protected, and packaged appropriately? ☐Yes   ☐No   ☐N/A  

	Are nonconforming units identified, segregated, and controlled? ☐Yes   ☐No   ☐N/A  

	Do you have a formal system to identify and follow up on customer complaints or rejects? ☐Yes   ☐No   ☐N/A  

	Do you subject reworked or repaired products to reinspection? ☐Yes  ☐No   ☐N/A

	Does your company conduct research and development work in your company? ☐Yes   ☐No   ☐N/A  

	Does your customer determine product and service requirements, and do you document these  (e.g., via specification)?  ☐Yes   ☐No   ☐N/A  

	Do you systematically assess, verify, and validate the development results regarding the requirements? And, do you document the measures?  ☐Yes   ☐No   ☐N/A   

	Do you document, check, approve, and carry out changes in the development process by following a defined method? Do you notify the client about any changes? ☐Yes   ☐No   ☐N/A

	Do you create / change, verify, and validate quality-relevant documents by following a defined process? ☐Yes       ☐No ☐N/A  

	Do you store purchasing documents, and do you systematically assess your suppliers? ☐Yes   ☐No   ☐N/A

	Do you have the ability to provide product with Unique Device Identification (UDI)? ☐Yes  ☐No   ☐N/A 

	Do you label your products with a serial number and / or batch number? ☐Yes  ☐No   ☐N/A

	Do you conduct in-process inspection (production / assembly)?  ☐Yes  ☐No   ☐N/A

	Do you periodically check and calibrate your test equipment, and do you document the results? ☐Yes  ☐No   ☐N/A

	Do you label the inspected products in such a way that the inspection status is visible? ☐Yes  ☐No   ☐N/A

	Do you carry out the production / assembly / packaging by following documented instructions?  ☐Yes  ☐No   ☐N/A

	Are there any regulations regarding handling, storage, packaging, and transport?  ☐Yes  ☐No   ☐N/A

	Is the withdrawal of nonconforming products from production cycle ensured?  ☐Yes  ☐No   ☐N/A

	Do you maintain defined processes for complaint handling?   ☐Yes  ☐No   ☐N/A

	Do you maintain defined processes for initiating and monitoring corrective actions?  ☐Yes  ☐No   ☐N/A

	Do you carry out internal quality audits?  ☐Yes  ☐No   ☐N/A

	Do you periodically carry out in-house trainings for your employees, and do you document the trainings?  ☐Yes  ☐No    ☐N/A

	QUALITY MANAGEMENT SYSTEM EVALUATION: 
☐Acceptable, no further information is required. 
☐Acceptable, the following information is required:
☐Not Acceptable.



E. CALIBRATION SUPPLIERS ONLY (COMPLETE ONLY this section if you are a calibration supplier. If you are not a calibration supplier, mark this section as n / a.)  ☐ N/A
	Provides ISO 17025 Quality Management System Certification? ☐Yes (Please skip this section if you provide a copy of your certificate.)        ☐No If no, please provide details below. 

	Do you have a documented calibration program? ☐Yes  ☐No   

	Do you provide NIST (or other recognized standard) traceable calibration certificate? ☐Yes  ☐No   

	Are your calibration providers ISO 17025-accredited? ☐Yes  ☐No   
If not, how do you assess their qualification as a calibration service provider? 

	Do you have documented procedures for notifying customers when their equipment is found out of tolerance? ☐Yes 
  ☐No   

	Do you have documented procedures for notifying customers when your calibration standard is found out of tolerance?  ☐Yes  ☐No   

	If calibration standard is found out of tolerance, do you have a procedure to investigate potential affect to previously calibrated customer equipment? ☐Yes  ☐No   

	Do you provide calibration certificates with range, accuracy, as-found data, and as-left data (when different from as found? ☐Yes  ☐No   

	CALIBRATION EVALUATION:  
☐Acceptable, no further information is required. 
☐Acceptable, the following information is required:
☐Not Acceptable.


F. LABORATORY SUPPLIERS ONLY (COMPLETE ONLY this section if you are a LABORATORY supplier. If you are not a laboratory supplier, mark this section as n / a.)  ☐N/A
	Is your facility state- / national- / country-licensed to operate? ☐Yes ☐No
If yes, please provide license and certificate number (if applicable).

	Is your laboratory GLP compliant? ☐Yes  ☐No   

	Does the service you provide include laboratory controls? ☐Yes  ☐No   

	Are standards traceable to NIST or other certifying organization such as Standard Reference Material (SRM) – certified reference materials (CRMs)? ☐Yes  ☐No   

	Are equipment use, maintenance logbooks, and history files maintained? ☐Yes  ☐No   

	Are operating procedures available for equipment and instrument? ☐Yes  ☐No   

	Are equipment manuals available? ☐Yes  ☐No   

	LABORATORY EVALUATION: 
☐Acceptable, no further information is required. 
☐Acceptable, the following information is required:
☐Not Acceptable.


G. REGULATORY SUPPLIERS ONLY (COMPLETE ONLY this section if you are an Authorized Representative, Regulatory Correspondence, Sponsor, or Registration Holder supplier, etc. If you are not, mark this section as n / a.)  ☐ N/A
	Do you have a certified or registered ISO Quality Management System? (ISO 9001 or ISO 13485) ☐Yes  ☐No   If yes, please provide a copy of the certificate.

	Is your organization and personnel physically located within the applicable jurisdiction? ☐Yes  ☐No   

	Does the service you provide include staff with the appropriate regulatory experience to review technical documentation, register medical device, and respond to any questions or concerns from the regulators? ☐Yes  ☐No   

	Can you confirm that you have the capability to secure online access to all your documentation and regulatory information, including technical documentation? ☐Yes  ☐No   

	Can you confirm that you have the capability to assist with Incident and Field Safety Corrective Action (FSCA) reporting, (near) incident reporting, product recalls, vigilance, complaint handling, and postmarket feedback? ☐Yes  ☐No   

	Are you able to provide frequent updates with important regulatory updates focused on your jurisdiction? ☐Yes  ☐No   

	Are you able to execute and deliver an agreement / written mandate clearly outlining and stipulating both parties’ responsibilities? ☐Yes  ☐No   

	REGULATORY EVALUATION:
☐Acceptable, no further information is required. 
☐Acceptable, the following information is required:
☐Not Acceptable.



H. IMPORTER AND DISTRIBUTOR SUPPLIERS ONLY (COMPLETE ONLY this section if you are an Importer or Distributor. If you are not, mark this section as n / a.)  ☐N/A
	Are you able to execute and deliver an agreement / written mandate clearly outlining and stipulating both parties’ responsibilities? ☐Yes  ☐No   

	Are there security controls?  ☐Yes  ☐No  (select all that apply)  
☐CCTV                         ☐ Camera           ☐ Badge Access              ☐ Key Access  
☐Burglar Alarm             ☐ Fire Detection / Suppression   

	Is there an ERP System?  ☐Yes, specify name:   
☐No, describe how resource planning is managed: 

	Is there a temperature monitoring / control system?  ☐Yes, specify name:  
☐No  

	Do you use a 3PL? ☐Yes, specify your 3PL:  
☐No  


	Do you distribute products that require special storage requirement?  ☐Yes, specify storage requirement:  
☐No  

	Do you perform any relabeling activities including instructions for use per country-specific languages or market requirement? ☐Yes, specify your relabeling activities:        
☐No

	Is there an inventory control procedure that ensures stock rotations are conducted AND First In First Out (FIFO)? ☐Yes   ☐No   

	Is there a medical device disposal procedure that prevents nonsalable products such as expired product, damaged product, recalled product, falsified products from re-entering supply chain, and is the disposal of such products conducted according to local environmental regulations? ☐Yes  ☐No   

	Is there a procedure that describes handling of customer orders including pick, pack, and ship? ☐Yes  ☐No   

	Is there a disaster recovery plan and / or business contingency plan in place? ☐Yes  ☐No   

	Are you an initial importer into the U.S.? ☐Yes  ☐No   If yes, please attach a copy of the FDA establishment registration.

	If you are an importer into the U.S., can you confirm compliance with the Reports of Corrections and Removals under 21 CFR 806, Medical Device Tracking under 21 CFR 821, and complaint reporting, including the Medical Device Reporting (MDR) under 21 CFR 803?  ☐Yes  ☐No   

	If you are an initial importer into the U.S., do you meet the Bureau of Customs and Border Protection (CBP) requirements? ☐Yes  ☐No   

	Can you confirm that you have the capability to secure online access to all your documentation and regulatory information, including technical documentation? ☐Yes  ☐No   

	Are you an initial importer into the EU? ☐Yes  ☐No   If yes, please attach a copy of the Eudamed registration as outlined in article 31.

	If you are an EU distributor or importer, do you have the capability to assist with Incident and Field Safety Corrective Action (FSCA) reporting, (near) incident reporting, product recalls, vigilance, complaint handling, and post market feedback? ☐Yes   ☐No   ☐N/A

	If you are an EU distributor or importer, do you have the capability to verify that the manufacturer and device meet the European MDR requirements before the device is imported or sold into the European Union? Specifically, Articles 13 and 14 of the EU MDR? ☐Yes   ☐No   ☐N/A

	If you are an EU distributor or importer, can you verify that the medical device has CE Marking by getting a copy of the device’s CE certificate and / or the Declaration of Conformity? ☐Yes   ☐No   ☐N/A

	If you are an EU distributor or importer, can you ensure that the manufacturer has labeled properly and has instructions for use (IFU) in appropriate languages for the market(s) in which the devices will be sold?  ☐Yes   ☐No   ☐N/A

	If you are an EU distributor or importer, can you ensure that the manufacturer has applied a Unique Device Identifier (UDI) in accordance with MDR Article 27?  ☐Yes   ☐No   ☐N/A

	If you are an EU importer or distributor, do you have the capability to check that manufacturers have added the appropriate information about the devices into the new Eudamed database? ☐Yes   ☐No   ☐N/A

	If a device is “imported” into the UK, does your organization comply with the Brexit requirements? 
☐Yes   ☐No   ☐N/A

	Are you an initial importer into Canada? ☐Yes   ☐No   ☐N/A If yes, please attach a copy of the Health Canada Establishment Registration Number.

	If you are a Medical device distributor and importer in Canada, can you verify that you have secured an MDEL? ☐Yes   ☐No   ☐N/A

	Are you an initial importer (legal representative) in Brazil?  ☐Yes   ☐No   ☐N/A    If yes, please attach a copy of the authorization by ANVISA to import, store, and distribute medical devices.

	IMPORTER AND DISTRIBUTOR EVALUATION:
☐Acceptable, no further information is required. 
☐Acceptable, the following information is required:
☐Not Acceptable.



 
 


I. COOPERSURGICAL SECTION (This section must be completed for all suppliers to document the appropriate level of controls necessary.)
	Questionnaire received return (date): 
	Risk Classification:

	Check below the appropriate level of purchasing control necessary for this supplier: (Review the supplier’s information, risk classification, and the supplier management procedure recommendations.)
Initial selection activities:
☐On-site audit is required as part of approval 
☐Desktop audit is required as part of approval
☐No audit is required (document rationale)
☐Supplier quality agreement or contract is required
 Monitoring activities:
☐On-site audit is required as part of future supplier monitoring activities 
☐Desktop audit is required as part of future monitoring activities
☐No audit is required (document rationale) 
Document any other controls, as necessary:


	 Evaluation and rationale for the selected purchasing controls: 




	Supplier reviewed by: 

Purchasing (date / sign): __________________________________________________________ 

Quality (date / sign): ______________________________________________________________ 

Other functions (date / sign): _______________________________________________________

Other functions (date / sign): _______________________________________________________







Guidance: This document uses the following color code indicator: 
· Black text: This information is mandatory text and shall not be deleted and / or amended without going through the change control process. 
· Green text: This information is guidance information and must be deleted.  

General instructions:
Quality shall evaluate the completed questionnaire to:
· Verify that all licenses, registration, and / or certifications are submitted with the returned questionnaire, 
· Document the review and approval of each section. If necessary, Quality shall consult any functional or department to ensure the information of each section is acceptable and no further information is required. 

Section I. COOPERSURGICAL SECTION

Provide the supplier risk rating classification using the impact to the patient or end user of the goods and / or services the supplier provides. In this section document the purchasing controls necessary using mainly the supplier risk classification level documented in the supplier management procedure. Utilize the procedure’s table and flow chart as a guidance to assist you in determining the appropriate level of controls suggested based on criticality level.  However, less or additional controls may be selected by documenting the appropriate rationale. 
Document the determination of the need to conduct an on-site, desktop, or no audit to approve the potential supplier.  
Document when a supplier quality agreement and / or contract is necessary. 

Note: Audits are Not Always required. For example, when an audit has already been performed on an approved supplier or when an audit will not provide additional assurance, there may be no need to do an additional audit. However, a rationale must be provided for all risk 1 suppliers that do not require an audit. 

Note: In case a supplier provides a prefilled supplier documentation in lieu of completing this supplier questionnaire form, please utilize this questionnaire as a checklist to ensure the provided documentation is appropriate and no further information is required. Attached the provided documentation and complete section I with the appropriate approvals. 

Other key elements to consider when reviewing the returned questionnaire:
Sterilizer, sterilized packaging material, Original Equipment Manufacturer (OEM), finished goods supplier, contract manufacturer, and Active Pharmaceutical Ingredient (API) must have a certified QMS to become an approved supplier.  
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