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Originated By: _____________________


Date: ___________________

DermaMed Coatings Company 

Quality Management
Approved By: ____________________


Date: ___________________

DermaMed Coatings Company 

Purchasing Management
Approved By: _____________________


Date: ____________________

Supplier:
1.0
PURPOSE
To specify responsibilities for major elements of the Quality Assurance Program for (“Supplier”) and DermaMed Coatings Company, LLC. (“______”), located at 381Geneva Avenue, Tallmadge Ohio 44278.   This document is neither a Purchase Agreement nor does it limit or supersede any other contractual agreement and is applicable to all DermaMed Coating Company products supplied by _________.
This agreement covers all materials purchased by DermaMed Coatings Company from supplier as defined by the purchase order and meeting the specifications agreed upon with __________.
2.0
APPROVAL
Any changes to this agreement must be approved minimally by DermaMed Coatings Company Quality Assurance.

3.0
QUALITY SYSTEM

A quality system will be established, documented and maintained by Supplier as a means of insuring that products conform to specifications.

Supplier will have written procedures for the control of planned and unplanned change(s) to materials, packaging components, suppliers, equipment, processing steps, product requirements, sampling, test methods and releasing requirements.

No changes may be made to materials, packaging components, suppliers, product requirements or processing changes affecting safety, efficacy or stability requirements of materials purchased by DermaMed Coatings Company without prior written approval of DermaMed Coatings Company Quality Assurance.  

4.0
MANAGEMENT RESPONSIBILITY
Executive Management at Supplier is responsible for planning for quality and assuring that resources are dedicated to achieve quality requirements.

5.0
REGULATORY

5.1
COMPLIANCE: Supplier shall manufacture all DermaMed Coatings Company products under applicable requirements of U.S. FDA Current Good Manufacturing Practices and local regulatory requirements.

5.2
COMPLIANCE AUDITS: Supplier may be periodically audited by DermaMed Coatings Company Quality Assurance for compliance to current Good Manufacturing Practices, requirements and to assess the effectiveness of the quality system.

DermaMed Coatings Company Quality Assurance will assume full access (except restricted areas) of Supplier’s facility used for the manufacture, filling, packaging, testing and storage of DermaMed Coatings Company products.  DermaMed Coatings Company will provide Supplier at least one week notification prior to scheduling an audit of the facility.  The Supplier response to any audit report finding must be received within 30 days of receipt of an audit report unless otherwise agreed upon by the two companies.

5.3
RECALLS:  Prior to public announcement, Supplier will notify DermaMed Coatings Company Quality Assurance of any recalls involving other products produced by the company that are related to DermaMed Coatings Company products. 

5.4
REGULATORY BODY ADUDITS:  Supplier will notify DermaMed Coatings Company Quality Assurance of any USFDA audit, and will provide daily updates of audit progress to DermaMed Coatings Company Quality Assurance for any issues related to DermaMed Coatings Company products
6.0
QUALIFICATIONS & TRAINING
Procedures shall be established by Supplier to assure that all personnel are adequately educated and/or trained to perform their job functions.  Training shall be documented.

cGMP training shall be conducted by qualified individuals on a continuous basis and with sufficient frequency to assure that employees remain familiar with applicable cGMP requirements.

7.0
CHANGE CONTROL
Supplier is responsible for establishing and maintaining a Formal Change Control System to evaluate all changes that may affect the production and quality control of all of DermaMed Coatings Company products.  Such changes are to be reviewed and approved prior to manufacture by DermaMed Coatings Company Quality Assurance.  The Change Control System should assure compliance with cGMP and pertains to all manufacturing and quality control related changes. 

8.0
DOCUMENT CONTROL

8.1
SPECIFICATIONS & PROCEDURES:  Control, approval and issuance are the responsibility of:



Material Specifications: Supplier 


Process Specifications:  Supplier


Product Specifications:  Supplier 


Packaging Component Specifications: Supplier 


Label Text Specifications: Supplier
Test Methods: Supplier
Standard Operating Procedures: Supplier


Master Batch Manufacturing and Packaging Records:  Supplier
8.2
DOCUMENT CONTROL SYSTEM: Supplier shall have a documented system to assure that the most recently received specifications are used and that old versions are obsolete and archived.

9.0
INCOMING INSPECTION: Supplier is responsible for the incoming identification, sampling, testing and disposition of each lot of materials and packaging components. 

9.1
Supplier shall identify rejected materials and store in a segregated area to prevent from use.

9.2
Supplier shall provide expiry dates for products (where applicable) and use only approved stock of materials.
9.3
RETAIN SAMPLES: Shall be maintained by Supplier according to written specifications.  Retention period: 7 years after the last use in production unless otherwise agreed to by DermaMed Coatings Company.
10.0
IDENTIFICATION & TRACEABILITY
Supplier shall maintain a system to assure proper identification and acceptance status of materials, components and products throughout the manufacturing cycle and records to allow for traceability of materials & components used in a particular lot or batch of finished product.  Systems may be manual or validated computerized.

Systems must guarantee that DermaMed Coatings Company’s Lot Number and Expiration Date (if applicable) requirements are met.

11.0
PRODUCTION & PROCESS CONTROLS
11.1
All Master Batch Records shall be retained by Supplier.
11.2
Supplier is responsible for the identification, sampling, testing and disposition of in-process materials according to written specifications & procedures.

11.3
Supplier shall have facilities, work flow and material handling such that materials, components and products are protected from damage, contamination or mix-up during production or storage.

11.4
Supplier shall have written validated procedures for the cleaning of equipment immediately prior to the manufacture of DermaMed Coatings Company products.

11.5
Equipment used for the manufacture of DermaMed Coatings Company products may not also be used for the manufacture of hazardous, toxic or poisonous materials and any type of penicillin, steroids, hormones or other patent drugs without specific approval by DermaMed Coatings Company Quality Assurance.



Such approval is not to be unreasonably withheld.
11.6
Supplier shall maintain records of equipment cleaning, maintenance and use.

11.7
Supplier shall ensure equipment and/or materials used for the manufacturing of DermaMed Coatings Company products are free from latex or latex products.
12.0
PRODUCT CONTROLS
12.1
Supplier is responsible for the identification, sampling, and testing and of raw materials according to product specifications.

12.2
Supplier (Quality Unit) shall perform a complete batch record review to determine compliance with all established, approved written procedures prior to batch release and distribution.  Any unexplained discrepancy or failure of a batch or any of its components to meet specification shall be thoroughly investigated.  
12.3
Reserve (Retain) Samples shall be maintained by Supplier according to requirements in the Product Specification.  Retention period: 7 Years same as Device Batch records unless otherwise agreed to by DermaMed Coatings Company.
12.4
Batch Record Documentation.  Supplier is to maintain batch record documentation onsite at the completion of each production lot.  Documentation shall be made available to DermaMed Coatings Company upon request.
13.0
INSPECTION, MEASURING & TEST
13.1
Supplier shall assure that measuring & test equipment is capable, reliable and periodically serviced and/or calibrated according to written procedures.

13.2
Supplier shall have written procedures to document the investigation of any out-of-specification test result, which is subsequently discarded or disregarded as an error.

13.3
Test Method Validation shall be the responsibility of the Company generating and issuing the Test Method Specification.
14.0
VALIDATION
14.1
Supplier is responsible for the ongoing monitoring of processes to assure compliance to specifications and to evaluate deviations for corrective action or possible revalidation.

14.2
Supplier is responsible for the development of validation protocols and documentation of validation results.

14.3
Supplier is responsible for execution of validations.

14.4
Unless otherwise specified, Supplier is responsible for the development and approval of protocols, execution of validation and approval of reports for Installation and Operational Qualifications (IQ/OQ).

14.5
Unless otherwise specified, Supplier is responsible for the development of Process Validation protocols, execution of validation and writing of reports.  

14.6
Validation responsibilities are outlined below and may be modified for individual projects by written agreement between both companies:

· Cleaning Procedures: Supplier
· Equipment Qualification:  Supplier
· Process Validation: Supplier
Supplier is responsible for maintaining all validation documentation.

15.0
NON-CONFORMING MATERIALS OR PRODUCTS
15.1
DermaMed Coatings Company is to be notified of any change potentially affecting product safety, stability, performance or compliance to specifications Non-conforming material cannot be used without the explicit approval of DermaMed Coatings Company Quality Assurance.

15.2
Supplier shall immediately notify DermaMed Coatings Company Quality Assurance regarding all non-conformances, which may adversely impact product supply.

15.3
Supplier shall thoroughly investigate all non-conformances and take appropriate corrective & preventive action.

15.4
Supplier shall have a system for logging non-conformances and tracking corrective & preventive action.

16.0
LABELING
Batch numbers/Lot numbers and Expiry dates if required shall be clearly legible and identifiable on each roll or container when received by DermaMed Coatings Company.

17.0
RECORDS
All documentation (manufacturing records, packaging records, inspection records, quality records, batch 
tickets/card/records etc.) generated during the manufacturing process shall be maintained by Supplier for 7 years from the date of manufacture unless otherwise agreed to by DermaMed Coatings Company.

.

18.0
PRODUCT COMPLAINT SYSTEM
DermaMed Coatings Company Quality Assurance will maintain complaint files for finished products.  Supplier shall be responsible for complaint sample testing, as well as, investigating the root cause of manufacturing related complaints, as requested by DermaMed Coatings Company Quality Assurance.
19.0
BATCH HISTORY RECORD
Supplier shall prepare a Batch History Record for each batch or lot produced to demonstrate that product was manufactured in accordance with specifications.

Supplier shall prepare a Certificate of Conformance and/or a Certificate of Analysis for each batch/lot released.  This must indicate that the batch/lot meets all required specifications.
20.0
CONFIDENTIALITY
Information contained in specification procedures and test methods relating exclusively to DermaMed Coatings Company products is confidential.

FRM.172
REV.06/15


[image: image1.jpg]