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Dear valued customer,
In order to fulfil the requirements of ISO 9001 or and similar standards, DWK Life Sciences understands the importance of supplier qualification and evaluation programs for your company. Due to the high demand and intricacy of the surveys, at this time DWK is not able to complete each customer-provided survey. This document was developed to cover all aspects of DWK's Integrated Management System (IMS) and organizational structure. By providing this pre-filled questionnaire, long response times can be avoided, and inquiries will be answered immediately. This standard questionnaire is applicable to DWK Life Sciences operations in North Americaworldwide. 

If there are any questions not answered in this Self-Audit, please do not hesitate to contact us at: quality@dwk.com
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	Company Name
	DWK Life Sciencess


	At a glance
	- A portfolio company of ONE EQUITY PARTNERS
- A leading global manufacturer of premium scientific labware and solutions for a wide range of life science, storage, and technical applications.
- Owner of the highly recognized brands DURAN®, WHEATON®, KIMBLE®, and Müller + Müller ®
- 1,.800 employees worldwide 
- Sales in totaltotaling 300,000,000 EUR in 2023
-30.000 products in total

	Our vision 
	We will be present in every laboratory and production environment around the world and will accelerate scientific progress by providing a full range of products and solutions for customers in drug discovery, life science, pharma packaging, and industrial markets.

	Product and service offerings 
	- Over 35,000 laboratory and industrial products
- Solutions for storage and packaging 
- Customization capabilities
- Post Processing Premium Services

	Web URL
	https://www.dwk.com/na/www.DWK.com

	Years in operation 
	About ~ 130 years 

	Type of business
	Manufacturer, Distributor, and Assembler

	Corporate Management

	CEO, DWK LLC
	Jeff Schempp  

	VP, Global Quality
	Alexander Cross  

	VP, Sales
	Scott Roler  

	Director, Customer Service 
	Geri Skinner  

	Site-Specific

	New Jersey Sites
	Quality:  Anton Stetsenko                    Operations:  Gene Concordia 

	Rockwood, TN
	Quality:  Ronald Hall                            Operations: Jason Surgenor 

	Queretaro, Mexico
	Quality: Pablo Gutierrez                       Operations: Janette Granados 

	Percent of business in Pharmaceutical industry 
	50%

	Shift system 
	2 – 4 shift system, depending on the site 

	Organization Chart
	Confidential Information
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	Customer Service:
	us.customerservice@dwk.com


	Quality:
	quality@dwk.com

	Certificates:
	certrequest.na@dwk.com

	Compliance and Regulatory:
	compliance.na@dwk.com

	Sustainability and ESG:
	esg@dwk.com

	CEO, DWK LLC
	Jeffrey Schempp
Jeff.schempp@dwk.com

	VP, Global Quality
	Alexander Cross
Alexander.cross@dwk.com 

	VP, Sales
	Scott Roler
scott.roler@dwk.com

	Customer Service and Project Management Director
	Geri Skinner
Geri.skinner@dwk.com

	Design & Engineering Manager
	Joe Costrino
joe.costrino@dwk.com

	Supply Chain Director
	Jon Cavicchia
Jon.cavicchia@dwk.com 

	Procurement Director
	Michael Sontag
michael.sontag@dwk.com

	ESG Manager
	Robyn Burroughs
robyn.burroughs@dwk.com

	Site Contacts

	New Jersey Sites
	Quality:  Anton Stetsenko  Anton.stetsenko@dwk.com
Operations:  Gene Concordia  Gene.concordia@dwk.com

	Rockwood, TN
	Quality:  Ronald Hall  ronald.hall@dwk.com 
Operations: Jason Surgenor  jason.surgenor@dwk.com

	Queretaro, Mexico
	Quality: Pablo Gutierrez  pablo.gutierrez@dwk.com
Operations: Janette Granados  janette.granados@dwk.com
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	DWK Life Sciences LLC (North America)

	Corporate address
	1501 N 10th Street, Millville, New Jersey 08332228 West Landis Avenue, Vineland, NJ, 08360, US (Suite 100)
· Headquarters of DWK Life Sciences in North America, warehouse, and distributionCorporate management for North America, including Customer Service, Supply Chain, Engineering, and Quality Management.
· Size of site: 11.4003.700 m²                   Employees: 9930
· 1 Shift, M-F, 08:00 – 17:00 EST
· ISO Accreditation: ISO 9001
· In-House Certification: ISO 50001, 14001, 45001

	Site addresses



	234 Cardiff Valley Road, Rockwood, Tennessee, 37854, US
· Manufacturing and processing of glass, especially for culture tubes, test tubes, vials, and pipettes.
· Size of site: 21.000 m²                    Employees: 250230
· 24/7, shifts vary by department
· ISO Accreditation: ISO 9001, 15378
· In-House Certification: ISO 50001, 14001, 45001

	
	1501 N. 10th Street, Millville, New Jersey 08332, US
· Warehousing; distribution; manufacturing of culture flasks and lab equipment; repack and assembly.
· Size of site: 11.400m²                    Employees: 100
· 2 Shifts, M-F, 06:00 – 14:30, 14:30 – 23:00 EST
· ISO Accreditation: ISO 9001
· In-House Certification: ISO 50001, 14001, 45001

	
	1649 Castpa Place, Vineland, New Jersey 08360, US (“DWK Life Sciences Closure Systems, LLC”)
· Manufacturing of rubber stoppers and aluminum seals, ; assembly, printing, glass washing,  aand glass inspection services.
· Size of site: 5.600 m²                     Employees: 10990
· 3 Shifts, M-F, varies by department
· ISO Accreditation: Pending ISO 9001, planned for 2026
· In-House Certification: ISO 9001, 50001, 14001, 45001

	
	578 Crystal Avenue, Bldg 202, Vineland, New Jersey 08360, US
· Warehousing and distribution.
· Size of site: 9.200 m²                     Employees: 1110
· 1 Shift, M-F, 07:00 – 15:30 EST
· ISO Accreditation: ISO 9001
· In-House Certification: ISO 50001, 14001, 45001

	
	600 Orange Street, Millville, New Jersey 08332, US
· Warehousing.
· Size of site: 6.500 m²                     Employees: 3
· 1 Shift, M-F, 06:00 – 14:30 EST
· ISO Accreditation: ISO 9001
· In-House Certification: ISO 50001, 14001, 45001

	
	DWK Life Sciences, S. de. R. L. de. C.V., Querétaro, MexicoX
· Manufacturinge and processing of laboratory glassware. such as cups, flasks, ground glass articles, measuring flasks, and measuring cylinders
· Size of site:8.000m²                        Employees: 200290
· 3 shifts, 7 days/week, 06:00 - 14:00, 14:00 - 23:00, 23:00 - 06:00 CST
· ISO Accreditation: ISO 9001, 17025
· In-House Certification: ISO 50001, 14001, 45001

	DWK Life Sciences GmbH (Europe)

	Corporate address
	DURAN Glastechnik GmbH & Co. KG, Otto-Schott-Str. 21, 97877 Wertheim/Main, Germany
· Production and processing of laboratory glass and industrial products.
· Size of site: 10.614 m2                     Employees: 150
· ISO Accreditation: ISO 9001, 50001
· In-House Certification: ISO 14001, 45001Otto-Schott-Str. 21, 97877 Wertheim/Main, Germany

	Site addresses
	DURAN Produktions GmbH & Co. KG, Hattenbergstr. 10, 55122 Mainz,
 Germany
· Melting furnace for the production of laboratory glass and consumer glass products. with a capacity of 45 tons per day
· Size of site: 19.000 m2                    Employees: 220
· ISO Accreditation: ISO 9001, 50001
· In-House Certification: ISO 14001, 45001

	
	DURAN d.d., Mazuraniceva 3, 52100 Pula, Croatia
· Melting furnace with a 15 tons per days capacity for the production of laboratory glass and industrial products.
· Size of site: 16.000 m2                     Employees: 240
· ISO Accreditation: ISO 9001, 50001, 14001
· In-House Certification: ISO 45001

	
	Scherf Präzision Europa GmbH, Herpfer Strasse 31, D-98617 Meiningen, Germany 
· Production and processing of laboratory glassware including test tubes, bottle inserts, and pipettes.
· Size of site: 2.500m²                         Employees: 60
· ISO Accreditation: ISO 9001
· In-House Certification: ISO 50001, 14001, 45001

	
	Müller + Müller-Joh. GmbH + Co. KG, Weseraue 1, 37603 Holzminden
· Manufacturing and processing of tubular glass, especially serum and roll neck vials.
· Size of site: 13,000 m²                         Employees: 150
· ISO Accreditation: ISO 9001, 15378
· In-House Certification: ISO 50001, 14001, 45001

	DWK Life Sciences Limited (UK)

	Corporate address
	Unit 4, Riverside 2, Campbell Road, Stoke-on-Trent, ST4 4RJ, UK

	Site addresses
	4 Gordon Banks Drive, Trentham Lakes North, Stoke-on-Trent, ST4 4TW, UK
· Manufacturer of laboratory and diagnostic glassware; distributor of laboratory/diagnostic plasticware.
· Size of site: 3000m2                           Employees: 140
· ISO Accreditation: ISO 9001, 13485, 17025, 15378
· In-House Certification: ISO 50001, 14001, 45001

	Site addresses
	4 Gordon Banks Drive, Trentham Lakes North, Stoke-on-Trent, ST4 4TW 
UK
· Manufacturer of general laboratory and diagnostic glassware & distributor of general laboratory and diagnostic plasticware
· Size of site: 3000m2                           Employees: 140
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DWK Life Sciences has implemented a worldwide applicable Integrated Management System (IMS) in order toto ensure methods and instruments meet requirements from various areas (e.g., quality, environmental protection and occupational safety, security, and energy) in a uniform structure.
Site certificates are available at https://www.dwk.com/na/iso-certifications.
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 Any comments or questions or if you need further information that was not provided within this standard questionnaire, please contact US.Millville.1501.Quality@dwk.com
Effective Date: 2023-06-21	                     ID/Rev: DWKID-282592259-32208 / 

Page 2

The following table specifies the ISO compliance of each site. Each site is responsible for ensuring the scope is accurate and reviewed regularly. 

	DWK Group Sites
	ISO 9001 Quality Management
	ISO 50001 Energy Management
	ISO 14001 Environ-mental Management
	ISO 45001 Occupational health and safety management systems
	ISO 13485 Quality Management Medical Devices
	ISO 17025 testing and calibration laboratories
	ISO 15378 Primary packaging materials for medicinal products

	DWK Life Sciences, Wertheim, Germany 
	A
	A
	OPS
	OPS
	n/a
	n/a
	n/a

	DURAN Produktions GmbH, Mainz, Germany
	A
	A
	OPS
	OPS
	n/a
	n/a
	n/a

	DURAN Glastechnik GmbH, Wertheim, Germany
	A
	A
	OPS
	OPS
	n/a
	n/a
	n/a

	Scherf Präzisions Europa GmbH, Meiningen,Germany
	A
	OPS
	OPS
	OPS
	n/a
	n/a
	n/a

	Müller + Müller-Joh. GmbH + Co. KG, Weseraue 1, 37603 Holzminden
	A
	OPS
	OPS
	OPS
	n/a
	n/a
	A

	DURAN d.d, Pula, Croatia
	A
	A
	A
	OPS
	n/a
	n/a
	n/a

	DWK Life Sciences Limited, Stoke, UK
	A
	OPS
	OPS
	OPS
	A
	A
	A

	DWK Life Sciences LLC, Millville USA
	A
	OPS
	OPS
	OPS
	n/a
	n/a
	n/a

	DWK Life Sciences Closure Systems, Vineland USA
	(A)
	OPS
	OPS
	OPS
	n/a
	n/a
	n/a

	DWK Life Sciences LLC, Rockwood USA
	A
	OPS
	OPS
	OPS
	n/a
	n/a
	A

	DWK Life Sciences LLC (Campus – Vineland)
	A
	OPS
	OPS
	OPS
	n/a
	n/a
	n/a

	DWK Life Sciences, S. de. R. L. de. C.V., Querétaro, Mexico
	A
	OPS
	OPS
	OPS
	n/a
	A
	n/a



A – certified by means of accredited body, (A) - accreditation to be established, OPS –inhouse certification, n/a – not applicable
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*A full list of our DWK Policies and Procedures can be found in Appendix 1

	Quality Policy
	Available at https://www.dwk.com/quality-standards

	Site specific ISO Certificates
	Available at  https://www.dwk.com/iso-certifications

	Quality Policy
	Available at https://www.dwk.com/quality-standards

	Code of Conduct
	Available at https://www.dwk.com/na/health-safety

	EHS Policy and Code of Conduct
	Available at https://www.dwk.com/na/health-safety

	Sustainability Policy 
	https://www.dwk.com/na/sustainability





	Key Process Information

	Certificates
	Certificates are included with specific items or according to customer requirements.  Depending on the individual item type, DWK can provide a certificate of compliance, analysis, processing, irradiation, etc.  Certificates are issued by Quality.
Certificates can be requested via email: certrequest.na@dwk.com

	Change Control
	SOP: 32215  “Engineering Change Control”
All changes are reviewed by Quality, Engineering, and other relevant departments.
Customer notification is provided according to individual Quality Agreements. 
Custom items cannot be changed without written customer approval.

	Crisis Management 
	Business Continuity Plans are in place and include requirements for immediate actions, damage assessment, and recovery.  Specific response plans and contacts differ by site.

	Customer Complaints
	SOP: 4558  “Customer Complaint Management”
Complaints are investigated and tracked.  When applicable, CAPAs and Supplier Corrective Action Reports (SCARs) are issued to address the root cause. 

	Data Integrity
	SOP: 4678  “IT Use Policy”
All employees are subject to the IT Use Policy and controls related to passwords and authentication.

	Deviations and CAPAs
	SOP: 7155  “Deviations and CAPAs”
Deviations are initiated in response to nonconformities.  Based on the assessed risk level, a CAPA will be initiated to implement further actions and assess effectiveness after implementation.
Product deviations must be approved by Quality and Engineering management, as well as any other impacted departments.  Customer approval is obtained for customer-specific items or orders.

	Document Control 
	SOP: 7043  “Document and Record Management”
The document retention period is 10 years or as required by local laws/regulations.  All controlled documents (SOPs, WIs, Forms) are reviewed and approved by department heads and Quality prior to issuance. 

	Good Documentation Practices
	SOP: 7250  “Good Documentation Practices”
All facilities are required to follow GDP. Employees receive annual refresher training.

	IMS (Quality) Manual
	SOP: 7438  “DWK-GP-Integrated Management System”
The IMS is applicable to all DWK sites globally.  Employees receive annual training on the IMS and applicable standards (ISO, cGMP, etc.).

	Incoming, In-Process, and Final Inspections
	SOP: 64602  “Inspections and Control of Non-Conforming Ware”
Inspections are according to ANSI/ASQ Z1.4 special inspection level S4 or General Level II (site-dependent).  Accept/Reject is according to internal AQL levels, based on product type.  Quality is responsible for final release.  

	Internal Audits
	SOP: 6884  “Internal Audit Procedure”
Each department/site is audited annually. Auditors must complete a certification course and must be independent of the area being audited.

	Management Review
	SOP: 7046  “Management Review”
Management reviews are performed annually with top management and department heads.  Action items are tracked and CAPAs issued for any nonconformities.

	Measuring Devices and Equipment
	SOP: 7041  “Calibration, Preventive Maintenance, and Equipment Management”
Equipment that is out of calibration is identified and removed from use until calibration is restored.
External calibration providers must be approved and certified to ISO 17025.  Internal calibrations are performed according to site-specific procedures by qualified personnel.

	Non-conforming Product
	SOP: 64602  “Inspections and Control of Non-Conforming Ware”
Product pending inspection is placed on hold and segregated until released by Quality.  Storage areas are separate and controlled to prevent mixing of product.
Quality has authority to stop production if a nonconformity is identified.  Reworked product is subject to Quality inspection prior to release.

	Pest Control and Facilities
	SOP: 6991  “General Facilities Maintenance”
Pest control is performed monthly at minimum.  Results are reviewed monthly.


	Production Controls
	SOP: 7047   “Product Identification and Traceability”
While production processes are generally site-specific, for all sites:
· Production personnel use written procedures
· Line clearances are performed
Manufacturing can be continuous or by campaign, depending on the item.
For sites with an ISO Class 7 or Class 8 cleanroom, recertification is performed annually.  Cleanroom procedures are site-specific.

	Product Recall
	SOP: 5910   “Product Recall & Recovery”
Mock recalls are conducted every 3 years minimum.  

	Risk Assessment
	SOP: 4559   “Risk Assessment”
Risk assessments are conducted for all major processes (FMEAs) and during investigations for Deviations and CAPAs.

	Supplier Qualification
	SOP: 7191  “Supplier Evaluation and Qualification”
New suppliers must be approved by Quality.  Suppliers and service providers are audited at regular intervals according to criticality.

	Training
	SOP: 4557  “Learning Management”
In addition to job-specific training, employees receive annual ISO/Quality awareness training.  This includes ISO 9001:2015, review of key DWK policies, Good Documentation Practices, and additional site-specific requirements (GMP, ISO 15378, etc.).

	Validations
	SOP: 7400  “Validation Master Plan”
Validation requirements are site-dependent, according to facility ISO certifications and the intended use of the item. 

	Warehousing
	While warehouse procedures are site-specific, for all sites:
· Raw materials are used on a “first-in first-out basis (FIFO)
· All wooden pallets are required to be heat-treated
· Product is protected from moisture, damage, and direct light



	Key Procedure References:

	Integrated Management System (IMS) manual
	7438 DWK-GP-Integrated Management System

	Continuous improvement procedure 
	427 OPS (Operational Performance System)

	Data integrity guideline 
	 4678	IT Use Policy

	Product Recall Procedure
	5910 Product Recall & Recovery

	Risk assessment Procedure
	4559 Risk Assessment



	Key Process Information

	Change Control
	SOP: 32215 “Engineering Change Control”
All changes are reviewed by Quality and relevant departments before and after implementation.
Customer notification is provided according to individual Quality Agreements. 
Custom items cannot be changed without written customer approval.

	Supplier Qualification
	SOP: 7191 “Supplier Evaluation and Qualification”
New suppliers must be approved by Quality.
Suppliers are audited at regular intervals according to criticality.

	Deviations and CAPAs
	SOP: 7155 “Deviations and CAPAs”
Deviations are initiated in response to nonconformities.  Based on the assessed risk level, a CAPA will be initiated to implement further actions and assess effectiveness after implementation.

	Management Review
	SOP: 7046 “Management Review”
Management reviews are performed annually with top management and department heads.

	Internal Audits
	SOP: 6884 “Internal Audit Procedure”
Each department/site is audited annually. 
Auditors must complete a certification course and must be independent of the area being audited.

	Customer Complaints
	SOP: 4558 “Customer Complaint Management”
Complaints are fully investigated.  CAPAs or Supplier Corrective Actions (SCARs) are issued in response to identified nonconformities.

	Training
	SOP: 4557 “Learning Management”
In addition to job-specific training, employees receive annual ISO/Quality awareness training.  This includes ISO 9001:2015, review of key DWK policies, Good Documentation Practices, and site-specific additional requirements (GMP, ISO 15378, etc.).

	Incoming Inspection and 
Control of Non-conformance Procedure
	64602 Inspections and Control of Non-Conforming Ware

	Design and Development Procedure
	32215 Engineering Change Control

	Document Control Procedure
	7043 Document and Record Management
Retention period is 10 years or as required by local laws/regulations 

	Crisis Management Procedure
	Business Continuity and Emergency Response plans are site-specific 

	Pest Control and facilitates maintenance Procedure
	6991 General Facilities Maintenance

	H&S Incident/Accident Procedure
	7222 Environment, Health & Safety Incidents 

	Organizational charts 
	Yes, Confidential Information

	Are customer specifications and requirements included in the design process?
	Yes - refer to 64185 Customer Specifications

	Business continuity plan 
	 Site-specific procedures

	Control of Measuring and Monitoring Devices Procedure
	7041 Calibration Preventive Maintenance and Equipment Management
Equipment that is out of calibration is identified and removed from use until calibration is restored.

	Product Traceability Procedure
	7047 Product Identification and Traceability

	Pest Control Procedure
	6991 General Facilities Maintenance

	Certificate of Conformity (CoC) or Analysis (CoA), or sterilization or irradiation
	Different types of certificates are available depending on the product.
Certificates can be requested via email or downloaded from the following website: https://cert.dwk.com/search

	Is Quality independent from production?
	Yes, Quality reports directly to the CEO

	Inspection sampling program?
	Yes, in accordance with ANSI/ASQ Z1.4 special inspections level S4 or General Level II (site-dependent)

	Is product held until the required inspection and testing is complete?
	Yes

	ln-Process and Final Inspections?
	Performed and documented by Quality Associates - Procedures are site-specific

	Expiration dates for products 
	Depends on application and media

	 Do you offer customer audits?
	Yes, on demand (depends on the products)

	Is a Non-Disclosure Agreement mandatory?
	Yes, in the case of a customer audit or when confidential information is shared, a mutually signed NDA is mandatory. 
Draft / template available upon request.

	Can a Quality Agreement be put in place?
	Yes, draft/template available upon request.
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	Do production personnel use written procedures?
	Yes

	Continuous manufacturing process or by campaign?
	Depends on the product. For some products, production is spread over different sites

	Approved products / intermediates 
	Stored separately, product status clearly marked

	Blocked products / intermediates
	Stored separately, product status clearly marked

	Re-sorting area
	Products stored separately; product status clearly marked

	Storage conditions of the products 
	Dry and /or under normal storage conditions, protected from moisture, dust and direct sunlight. For further information, see product specification 

	Are raw materials used on a “first-in first-out” basis? 
	Yes

	ls a line clearance process defined?
	Yes

	ls product produced in Clean Rooms?
	Product specific - DWK has Class 7 & Class 8 Certified Clean Rooms.  Procedures are site-specific.

	Is the product sterile?
	Item-dependent.

	Are customer orders reviewed before final release of product(s)?
	Yes

	In the event of non-conformance does Quality have authority to stop production?
	Yes

	Are storage areas controlled and adequate to ensure product materials are handled in a manner to prevent mix-ups, damage, and deterioration?
	Yes 

	Do you identify the lot or batch on the packing slip?
	Yes

	Are defective components/products correctly identified, labelled, and physically segregated from acceptable product?
	Yes

	Are rejected materials controlled?
	Yes

	Is there lot control? 
	Yes
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	EHS Policy
	https://www.dwk.com/na/health-safety

	Conflict Minerals Statement
	https://www.dwk.com/na/health-safety

	Social Responsibility (Employment and Remuneration, Equal Opportunities Policy, Human Rights Policy)
	https://www.dwk.com/na/social-responsibility

	Sustainability
	https://www.dwk.com/na/sustainability

	[image: ]
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	FDA RegistrationIs DWK registered with the FDA?
	 Only the Rockwood, TN site is FDA registered. Tennessee site manufactured Heparin Capillary tubes only apply 
  ID number: 3006808300

	Are you registered with any other government agency?
	UKAS (UK) for UKAS specific volumetric devices 

	Regulatory Compliance Monitoring Procedure?
	7220 Product Regulatory and Legal Requirements

	Drug Master Files (DMFs)
	 Drug Master Files for DWK Life Sciences are available for the following products:
· DWK Rockwood Type I glass vials (DMF 39109)
· DWK Closure Systems stoppers and seals (DMF 24097)
· DURAN PURE premium lip seal cap (DMF 31063)
· DURAN PURE premium screw cap (DMF 28044)
· DURAN PURE bottles clear and amber (DMF 28042)
Please contact compliance.na@dwk.com to request a Letter of Authorization for the items listed above, or to request DMF information on other products (e.g. manufactured by third party).

	cGMP Compliance? 
	DWK adheres to applicable cGMP's, depending on the product 

	Shelf Life and Expiration
	Shelf life and expiration dates are item dependent.  

	FDA Drug Master File Submission for any product?
	Drug Master Files issued by DWK Life Sciences are available for the following products:
· DURAN PURE premium lip seal cap (DMF 031063)
· DURAN PURE premium screw cap (DMF 28044)
· DURAN PURE bottles clear and amber (DMF 28042)
Drug Master Files for other products (e.g. manufactured by third party) available on request. 
Rockwood Tennessee site FDA registration number for manufactured Heparin Capillary tubes is 3006808300. ADD ROCKWOOD AND CLOSURES

	Are you products BSE/TSE free?
	All glass products are free from nonconforming animal derivatives. 
BSE/TSE information for all non-glass items can be supplied upon request.

	What is your policy on Conflict Minerals?
	Our products do not contain any 3TG
DWK has an established responsible minerals sourcing policy and are committed to only sourcing from suppliers that are free from Conflict Minerals.

	DURAN Borosilicate glass 3.3
	Naturally occurring latex free
Allergen free according to Annex II of Regulation (EU) No. 1169/2011
Complies with Kashrut regulations
Food compliant
Compliant with 94/62/EC (VerpackV)-Packaging and Packaging Waste
REACH/SVHC Compliant
RoHS Compliant
Please not that analysis of the raw materials and/or finished goods for presence of the above-mentioned regulations is not performed on a routine basis.

	Glass
	· Type I Borosilicate Glass – Product  meets the requirements for the glass grain test limits for Type I Glass when tested according to the current revisions of USP <660> and EP 3.2.1 Pharmacopeias for hydrolytic resistance and arsenic extraction.
· Type III Soda Lime Glass – meets the requirements for the current revisions of the USP <660> and EP 3.2.1 for hydrolytic resistance and arsenic extraction.
· Arsenic Extraction – Product will meet the requirements as described in the current revisions of USP<660> and EP 3.2.1 Pharmacopeias
· Type III Soda Lime Glass – Product meets the requirements for the glass grain test limits according to the current revisions of the USP <660> and EP 3.2.1 Pharmacopeias.
· Amber Glass – Product conforms to the light transmission limits specified in the current revision of the USP and EP Pharmacopeias
· Hydrolytic Resistance – Type I and Type III glass meet the requirements for the current revisions of USP <660> Surface Test and EP 3.2.1A – Test for surface hydrolytic resistance. 
· Heavy Metals – Heavy metals are not intentionally added to glass compositions. Thus, contents of lead, cadmium, mercury, and hexavalent chrome are in compliance with the limit values of 100 ppm by weight for US (TPCH and CONEG) and EC regulations. 

	Plastic
	DWK certifies that all product made in-house from resin material has been manufactured under controlled conditions and is in compliance with all applicable procedures and specifications.

	Rubber
	We certify that all product made in-house from rubber has been manufactured under controlled conditions and is in compliance with all applicable procedures and specifications.

	Aluminum
	We certify that all product made from aluminum in-house has been manufactured under controlled conditions and is in compliance with all applicable procedures and specifications. 

	Additional Regulatory Information?Additional Information
	Can be supplied upon request.Item-specific regulatory information can be supplied upon request: compliance.na@dwk.com.
A selection of technical papers and other resources is available at: https://www.dwk.com/na/resources
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	Subcontractor
	We ensure all subcontractors we use meet or exceed the standards we set for ourselves

	Compliance with DWK Code of Conduct 
	DWK Life Sciences expects from its customers and suppliers that they share the principles of this Code of Conduct, which DWK Life Sciences has set in regard to corporate responsibility and to observe all applicable laws and regulations.

	Suppliers with impact on product quality 
	Subcontractors manufacture a greater part of the accessories (e.g. caps, pouring rings, plastic connections); the names of the companies are confidential.

	Supplier qualification and evaluation
	· Subcontractor management according to ISO 9001
· Subcontractors with an impact on the product quality are audited in dependence of their criticality (on site-audit or desktop audit)
· Quality Agreements with key suppliers
· Change Control Agreements with key suppliers
· Supplier evaluation procedure 
· Approved supplier list

	Incoming material inspection 
	Depending on product criticality

	Incoming document control 
	Depending on product criticality

	External laboratories?
	Yes, certified according to ISO 17025 
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	Is DWK willing to accommodate customer audits?
	Yes, dependent on the product history and Quality Agreements.  DWK recommends at least 3 months’ notice to ensure availability.

	Is DWK audited by the FDA?
	No, DWK is not subject to audits from the FDA or any other governmental agencies.  

	Is a third party audit available?
	No, at this time DWK does not have a third-party audit available for review or purchase.  To arrange an audit, contact quality@dwk.com.

	Is a Non-Disclosure Agreement mandatory?
	Yes, in the case of a customer audit or when confidential information is shared. Template available upon request.

	Can a Quality Agreement be put in place?
	Yes.  Template available upon request.

	Can DWK provide change notifications?
	Yes, DWK can provide change notifications according to individual Quality Agreements.  For custom items, change approval requests are sent prior to change implementation.

	Can DWK provide copies of its Quality Manual, SOPs, or Organizational Chart?
	Due to confidentiality, DWK is unable to share most internal documents.  These documents are available for review during an onsite or live remote  audit.





Appendix 1: List of DWK Policies and Procedures
	Doc#
	Title

	Level I

	7438
	DMS-GP-Integrated Management System

	427
	DWK-GP-Operating Performance System

	Level II

	55667
	Access Control Plan

	6161
	AQL Sampling Plan for A Sorted Glass Bottles & Vials.docx

	6160
	AQL Sampling Plan for Glass Apparatus Items.docx

	6372
	AQL Sampling Plan for Molded Glass Bottles.docx

	6341
	AQL Sampling Plan for Phenolic Products.docx

	6365
	AQL Sampling Plan for Plastics.docx

	6045
	AQL Sampling Plan for Specialty Tubular Glass Vials.docx

	6190
	AQL Sampling Plan for Tubular Glass Ampoules.docx

	6165
	AQL Sampling Plan for Tubular Glass Vials, Premium Level.docx

	5958
	AQL Sampling Plan for Tubular Glass Vials.docx

	6374
	AQL Sampling Procedure.docx

	6360
	AQL Sampling Plan for Stoppers and Seals.docx

	7101
	Backup Policy.docx

	7041
	Calibration Preventive Maintenance and Equipment Management.docx

	4609
	Control of Hardware and Software.docx

	7155
	Corrective and Preventive Actions.docx

	56725
	Creating and Revising Manuals

	4665
	Customer Communication Handling.docx

	4558
	Customer Complaint Management.docx

	4561
	Customer Feedback Analysis

	7042
	Customer Satisfaction Performance Index

	64185
	Customer Specifications 

	32223
	Deviation Procedure.docx

	7043
	Document and Record Management.docx

	56862
	Employee Hiring and Termination

	32215
	Engineering Change Control.docx

	52754
	Engineering Document Request.docx

	52751
	Engineering Drawing Standard.docx

	56726
	Engineering Process for Quoting Instruments

	56724
	Engineering Project Request Document Control

	7222
	Environment, Health & Safety Incidents.docx

	63427
	GagePack Calibration and PM

	6991
	General Facilities Maintenance.docx

	7250
	Good Documentation Practices.docx

	64602
	Inspections and Control of Non-Conforming Ware

	6884
	Internal Audit Procedure.docx

	7156
	Internal Communication.docx

	5703
	IT Office and Server Room Security.docx

	4678
	IT Use Policy.docx

	4679
	Job Descriptions.docx

	4557
	Knowledge Management.docx

	4680
	KPI Global Policy.docx

	7046
	Management Review.docx

	4683
	Network Password Policy.docx

	5911
	Non-Disclosure Agreements.docx

	52601
	Packaging Procedure Guideline.docx

	5620
	Packaging Specification Guideline.docx

	56727
	Printed Circuit Board and Schematic Files

	7047
	Product Identification and Traceability.docx

	5621
	Product Label Formatting Guideline.docx

	53287
	Product Management ECN Customer Notification

	5910
	Product Recall & Recovery.docx

	5705
	Product Validation Strategic Suppliers

	4576
	Public Relations and Media Policy

	4559
	Risk Assessment.docx

	52783
	SharePoint Training.pptx

	7191
	Supplier Evaluation and Qualification.docx

	7400
	Validation Master Plan




Site-Specific Work Instructions/Procedures list available upon request.


[bookmark: _Toc198541897]Appendix 1: List of DWK Policies and Procedures
	Doc#
	Title

	Level I

	7438
	DMS-GP-Integrated Management System

	427
	DWK-GP-Operating Performance System

	Level II

	54758
	6S, Housekeeping, and Safety Audits

	55667
	Access Control Plan

	6374
	AQL Sampling Procedure

	7101
	Backup Policy

	52495
	Business Continuity Plan – NJ Sites

	7041
	Calibration Preventive Maintenance and Equipment Management

	103803
	CapEx ESG Evaluation

	57249
	Closing Production Orders in SAP

	4609
	Control of Hardware and Software

	5712
	Completing SCARs

	63320
	Control of Records

	4665
	Customer Communication Handling

	4558
	Customer Complaint Management

	4561
	Customer Feedback Analysis

	7042
	Customer Satisfaction Performance Index

	64185
	Customer Specifications

	7155
	Deviations and CAPAs

	105063
	DMFs (Drug Master Files)

	7043
	Document and Record Management

	7173
	Document Control in SharePoint

	56862
	Employee Hiring and Termination

	32215
	Engineering Change Control

	52754
	Engineering Document Request

	56724
	Engineering Project Request Document Control

	63427
	GagePack Calibration and PM

	6991
	General Facilities Maintenance

	7250
	Good Documentation Practices

	68644
	Housekeeping WI – NJ Warehouses

	64602
	Inspections and Control of Non-Conforming Ware

	6884
	Internal Audit Procedure

	7156
	Internal Communication

	5703
	IT Office and Server Room Security

	4678
	IT Use Policy

	4679
	Job Descriptions

	4557
	Learning Management

	64430
	Legal and Regulatory Requirements

	57282
	Loading and Unloading Trailers

	7046
	Management Review

	4683
	Network Password Policy

	5911
	Non-Disclosure Agreements

	66775
	Process SAP Quotes

	7047
	Product Identification and Traceability

	5621
	Product Label Formatting Guideline

	53287
	Product Management ECN Customer Notification

	5910
	Product Recall & Recovery

	4576
	Public Relations and Media Policy

	4559
	Risk Assessment

	69671
	Safety Manual

	69136
	Safety Manual – EHS and Managers

	104367
	Salesforce

	65017
	Suggestion Program

	7191
	Supplier Evaluation and Qualification

	7400
	Validation Master Plan



Site-Specific Work Instructions/Procedures list available upon request.




 Any comments or questions or if you need further information that was not provided within this standard questionnaire, please contact olivia.gentilini@dwk.com
Effective Date: 2023-06-21	                    			 ID/Rev: DWKID-282592259-32208 / 
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