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Quality Agreement between YOUR COMPANY and YOUR CONTRACT MANUFACTURER


	
Warning Letter
	Section
	Description
	YOUR COMPANY
	CMO

	
	1.0 Purpose of the Quality Agreement
	The intent of this quality agreement is to establish, clarify and communicate the quality expectations for products and services to be performed by YOUR CONTRACT MANUFACTURER. (abbreviated as CMO) for YOUR COMPANY (YOUR COMPANY), pursuant to the Manufacturing Services Agreement, dated_________, otherwise referred to as the “BUSINESS CONTRACT”. 

This Agreement shall be considered in effect when all authorizing signatures and dates have been obtained from CMO and from YOUR COMPANY  

The Agreement covers the following materials further indicated as “Product”:
· [Insert Product 1 here] [CMO Supply Site]
· [Insert Product 2 here] [CMO Supply Site]

This Agreement will be reviewed periodically, at a minimum every two Calendar Years, and revised as needed upon written agreement of the parties hereto. Either party can initiate a proposed revision or amendment to this Agreement for consideration by the other party.  Any change to the BUSINESS CONTRACT will require a concurrent review of this Agreement to ensure implementation of quality requirements.

In the event that a dispute arises between CMO and YOUR COMPANY, the parties will attempt to resolve such dispute in accordance with the terms of the Manufacturing Services Agreement.  In the event of a conflict between the terms of this Agreement and the BUSINESS CONTRACT, the Quality Agreement will govern. 
	
	

	
	2.0 Quality Agreement Specific Information
	This matrix of responsibilities delineates the primary (P) and secondary (S) responsible parties for the various aspects of this Quality Agreement. The Contact List for YOUR COMPANY and CMO is located in Section 23.0.
	
	

	
	3.0 Quality Agreement General Requirements
	CMO will maintain a Quality System for commercial supply of [Insert Product Type here] product compliant with [Insert Regulations here examples ICH Q7, 21CFR820, etc.].

Conditions and process for termination of the contract manufacturing arrangement are contained in the Manufacturing Service Agreement. There are certain provisions of this Quality Agreement that will remain in force as required by applicable laws and regulations or by regulatory commitment (e.g., complaint reporting, record retention and notification of regulatory agency inspection) for all products remaining in the marketplace after termination of the main business agreement.

	
	

	
	4.0 Documentation Requirements
	The documentation of the activities covered by this Agreement must be readily accessible for review and inspection by YOUR COMPANY and/or Governmental Authorities. 

	
	

	
	5.0 Design Controls
	Design Controls will be administered per 21 CFR 820.30.

A responsibility matrix will be developed to assign responsibilities for all design control deliverables for the products identified in Section 1 (see Attachment 1).

KEY DELIVERABLES: 
· Co-Approved Design Control Responsibility Matrix (See Attachment)
· Design History File
· Design Inputs
· Design Outputs Including
· Assembly Diagram(S)
· Process Characterization / DOE Studies
· Drawings / Specifications / Test Methods
· Verification and Validation Test Matrix
· Design Verification
· Design Validation




	
	

	
	6.0 Design Transfer
	YOUR COMPANY will provide a Technology Transfer Protocol.  This protocol evaluates the demonstrated capability of the receiving CMO site to adequately perform the process by either an approved Design and Manufacturability Review or a Technology Transfer Report. [May adapt per Design Control Responsibilities Matrix attachment 1]

Note: The Commercial, Quality and Manufacturing Requirements agreements must be approved prior to design transfer.  Facilities, Utilities, Maintenance, Equipment and Computer System Qualification must be complete. 

KEY DELIVERABLES: 
· Process Validation Protocol
· Process Flow Document
· Control Plan
· Manufacturing Requirements Document
· Demonstration batch approval
· Co-Approved management approval to commence validation

	
	

	
	7.0
Specifications
	YOUR COMPANY will provide Product testing and manufacturing specifications.  Specifications will comply with the Final Product dossier.
KEY DELIVERABLES: 
· PRODUCT TESTING AND MANUFACTURING SPECIFICATIONS


	
	

	
	8.0 Infrastructure, Facilities and   Equipment
	CMO will ensure that infrastructure, facilities and equipment involved in the Manufacture of the Product is adequately managed, operated, cleaned and maintained to prevent any type of contamination and ensure the cleanliness and general quality of the materials supplied.  CMO will keep buildings free from infestation by rodents, birds, insects and other vermin.  CMO will submit equipment to a preventive maintenance program.  CMO will ensure that computer systems have sufficient control for operations and maintenance and will prevent unauthorized access or changes to software, hardware or data.  Any automated or electronic systems used in the Manufacture of Product must be 21 CFR Part 11 compliant as applicable.

CMO will not produce in the facility used to manufacture YOUR COMPANY products any product classified as penicillin’s or beta-lactam antibiotics, cytotoxic drug substances, hormonal drug substances, or other toxic, non-drug substances including, without limitation, pesticides, herbicides and fungicides (“Restricted Categories”).

CMO will maintain controlled access to the facility where Product is manufactured.   
	
	

	
	9.0  Manufacturing Equipment and Laboratory Instrument Qualification
	The Product Manufacturing equipment and testing instruments which CMO intends to use must have documented evidence of passing qualification and documented evidence that quality parameters can be achieved successfully by trained personnel.  CMO will make available to YOUR COMPANY all procedures (including cleaning procedures, where applicable) associated with the manufacture of the Product.  CMO shall adhere to the validated equipment cleaning procedure(s).  YOUR COMPANY may review and approve CMO’s equipment cleaning program and redacted reports of cleaning validation for other products where equipment is shared, such approval will not be unreasonably withheld. YOUR COMPANY reserves the right to review and approve production and laboratory qualification documents for Product supplied by CMO.  CMO will implement an equipment qualification/calibration plan which will require preventive maintenance, operational qualification and performance qualification and or calibration to be performed at least once each Calendar Year in order to maintain equipment used in the Manufacture and testing of Product in a state of qualification and/or calibration consistent with cGMP and ICH Q7 guidelines.  CMO shall maintain complete and accurate cleaning, use and maintenance logs of equipment used for the Manufacture of Product. 

CMO will ensure, via validation or verification that cleaning processes carried out on Product contact surfaces between batches of different products and raw materials are adequate to prevent contamination within the requirements outlined in CMO Cleaning Master Plan for Multi-product suites and Quality Policies.

CMO will label and store any equipment dedicated to the manufacture of Product to adequately prevent its use for other products.

CMO will maintain the facilities, equipment and production environment to ensure Product quality and compliance with Product.
	
	

	
	10.0 Control of Measuring and Monitoring Instruments
	Quality-critical measuring and test instruments used in the manufacture of Product, including computerized systems, shall be calibrated and maintained by CMO according to approved procedures, consistent with industry standards.
	
	

	
	11.0 Training and Personnel Hygiene
	CMO will use personnel in the performance of the BUSINESS CONTRACT and this Agreement that have adequate education, experience and competency to carry out the obligations required under this Agreement and the BUSINESS CONTRACT and shall maintain a system for documenting the same.  CMO will manage all refresher training for personnel and will verify training effectiveness.  CMO’s system must ensure personal hygiene requirements are understood and enforced.  
KEY DELIVERABLES: 
· TRAINING RECORDS
· PERSONAL HYGIENE PROCEDURES 


	
	

	5. Failure to adequately control products that do not conform to specifications. [21 CFR 820.90(a)]

Specifically, during the inspection, the FDA investigator found eleven non-conforming spinal fixation device assemblies in the manufacturing area with no identification and no non-conformance form completed.
	12.0 Manufacturing,
Testing and Labeling of Product



































12.0 Manufacturing,
Testing and Labeling of Product continued

	The manufacture of Product by CMO will be performed in accordance with CMO and YOUR COMPANY approved master batch records, Product Specifications and regulatory requirements.  CMO shall manufacture and test Product according to effective versions of CMO and YOUR COMPANY co-approved Product Master Batch Documents and validated test methods.
YOUR COMPANY and CMO must develop and agree upon requirements for handling non-conforming product and rejected material. Non-conforming product and rejected material must be ____________________________________________________________________________________________________________________ to prevent its use in manufacturing or processing operations for which they are unsuitable. Rejected materials must be promptly ___________________________________________________________________________________________________________________
CMO will provide appropriate documentation related to any situation that may cause rejection of the product to YOUR COMPANY for review.  Rejection notices of product will follow CMO’s procedures. Records of rejection will be available to YOUR COMPANY upon request. 
Testing:
CMO will be responsible for:
1) Performing all in-process testing in accordance with approved procedures. 
2) QC testing of intermediates for downstream processing.
3) Sampling each batch of Product for QC testing in accordance with approved Master Batch Records. 
4) QC testing on Product in accordance with agreed analytical methods and specifications. 
5) Testing of finished Product in accordance with agreed upon sampling and testing plan
6) Obtaining and maintaining retain samples for each batch of Product enough to perform all finished product tests in duplicate, except for sterility.
CMO acknowledges that YOUR COMPANY has the right to be present at CMO during the manufacture of Product, during actual production time, with appropriate notice.

CMO shall not use subcontractors for the manufacture of Product. CG shall approve the use of subcontractors for other purposes such as release testing.
KEY DELIVERABLES: [Identify at least 3-4 key deliverables]
· __________________________________________________
· __________________________________________________
· __________________________________________________

	
	

	6. Failure to include in the device history records complete acceptance records that demonstrate the device is manufactured in accordance with the device master record. [21 CFR 820.184(d)] 

Specifically, 14 of the 17 device history records reviewed were incomplete, had discrepancies in the number of devices in the lot, did not show all final acceptance tests were performed, and/or show out of specification test values.
	13.0 Batch Records
	KEY DELIVERABLES: [Identify at least 3-4 key deliverables]
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________

	
	

	
	14.0  Incoming Inspection of Materials  
	CMO must have procedures for conducting inspections and performing quality release on all incoming materials prior to use in the manufacture of the product in accordance with applicable law and identified YOUR COMPANY requirements. CMO will ensure that incoming starting materials are suitably stored.
To ensure conformance to specifications, incoming materials must be sampled, tested, and approved in writing by CMO quality unit prior to use in manufacturing. CMO shall:
· Conduct incoming inspections on all materials involved in the manufacturing of YOUR COMPANY device components and sub-assemblies
· Verify quantity received against packing list
· Verify conditions of deliver
· Verify lot numbers
· Record all receipts in CMO inventory system upon arrival
· Maintain incoming inspection documentation as official documents
· Ensure incoming inspection documentation will be readily available for examination 
	
	

	
	15.0 Expiry or Retest Period/
Stability
	YOUR COMPANY must provide an expiry date or retest period for Product within the scope of the agreement.

The YOUR COMPANY is responsible for Product stability testing and associated protocols.  YOUR COMPANY will notify the CMO as soon as reasonably possible of any confirmed stability/retest failure of the Product that might be attributed to manufacturing of the Product.
KEY DELIVERABLES: 
· Expiry / Retest Periods
· Stability Testing Protocols
· Stability Failure Notification Form

	
	

	
	16.0 Release and Shipment of Material/ 
Reprocessing

	YOUR COMPANY will be responsible for final release of Product in accordance with the clinical trial and/or commercial applications.  CMO will provide a copy of the Batch Production Records package including testing results for each batch of product to the YOUR COMPANY

YOUR COMPANY will ensure that review will be performed for each Batch of Product by CMO's authorized and qualified personnel with release authority.   

CMO must store Product in accordance with the approved storage conditions.  

Reprocessing:

CMO will not reprocess or rework or remanufacture lots of Product without prior notification and prior approval from YOUR COMPANY and doing so will only be acceptable if the procedures for reworking and remanufacturing the lots are validated as part of the registered process for manufacturing the Products and approved by YOUR COMPANY Any reprocessed batch will be assigned a new, unique batch number.

CMO will ship YOUR COMPANY released materials in accordance with YOUR COMPANY specification and methods.
KEY DELIVERABLES: 
· Batch Approval Checklist
· Qualification For CMO Personnel With Release Authority
· Reprocessing / Rework / Remanufacture Procedures And Protocols
· Validation Reports
	
	

	2. Failure to establish and maintain procedures to ensure that all purchased and or otherwise received product and services conform to specified requirements, as required by 21 CFR 820.50.  Specifically,

You have not established purchasing control procedures. 

You have not evaluated your supplier of titanium used to manufacture your implants; and you have not verified the Certificate of Analysis from this supplier.

You have not evaluated the XYZ Co, where you send the implants to for polishing.
	17.0 Purchasing Controls / Supplier Management
	KEY DELIVERABLES: [Identify at least 6-10 key deliverables]
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
 
	
	

	3. Failure to adequately validate a process whose results cannot be fully verified by subsequent inspection and test, as required by 21 CFR 820.75(a). Specifically,

The passivation process, the swag process; and the cutting, milling and threading processes which are performed by Computerized Numeric Controlled (CNC) machines have not been validated. 


4. Failure to establish procedures and failure to monitor and control the process parameters for validated processes to ensure that the specified requirements continue to be met, as required by 21 CFR 820.75(b).  Specifically,

For the passivation process, the pH, temperature, and specific gravity are not monitored.  Additionally, the FDA investigator observed the specific gravity to be out of the required specification; and the temperature on the ultrasonic cleaning machine is not monitored. 

	18.0 Validation
	Quality Agreement Content:

KEY DELIVERABLES: [Identify at least 6-10 key deliverables]
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
 
	
	

	
	19.0 Identification and Traceability 
	CMO will ensure that all Materials are clearly identified and traceable to the original manufacturer’s lot number.
KEY DELIVERABLES: 
· Bill of Materials
· Batch/Lot Numbering Procedure
· Configuration Management Procedure
	
	

	
	20.0 Change Control
	KEY DELIVERABLES: 
· Co-Approved Change Control Process Flow
· Change Control Templates
· Change Leveling Table
· Minimum Change Control Review Approval Contact List

	
	

	1. Changes to methods and procedures needed to correct and prevent identified quality problems have not been fully validated and are not effective, as required by 21 CFR 820.100(a)(4 and 5).

Specifically, your firm opened four separate corrective action reports, between March 9, 2016 and August 1, 2016, to address failures of a spinal fixation device to pass the torque test.  None of the four different corrective actions that you implemented to fix this problem were effective and the actions implemented were not properly validated.  This problem has not yet been resolved.  
	21.0 
OOS and CAPA/Deviation
Notification 
	KEY DELIVERABLES: [Identify at least 4 key deliverables]
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________
· __________________________________________________


	
	

	
	22.0 Complaint Handling and Product Return
	Product quality complaints and any associated documentation will be reviewed and approved by YOUR COMPANY CMO will investigate the Product quality complaint as it relates to precursor material (Product) and provide YOUR COMPANY with a written summary of the investigation and the impact on SISPQ, within 15 business day from the notification.  The parties will agree on a CAPA plan and such plan will be implemented by CMO to avoid reoccurrence of the issue if applicable. 

YOUR COMPANY is responsible for product complaint information and product complaint sample, if available, and for determining if it needs to be forwarded to C.A for further investigation. If an investigation at CMO is required, YOUR COMPANY will forward the product complaint and/or product complaint sample within three (3) business days of receipt for investigation to CMO 


YOUR COMPANY is responsible for decision to initiate Product recalls or returns and inform CMO.  CMO will fully cooperate with YOUR COMPANY requests for information in a timely manner. If the issue potentially affected distributed drug product, YOUR COMPANY is responsible for notification of the Product recall to appropriate agencies. YOUR COMPANY is responsible for management of the Product recall.
KEY DELIVERABLES: 
· Co-Approved Complaint Handling and Product Return Process Flow
· Complaint Handling and Product Return Templates
· Complaint Handling Leveling Table

	
	

	
	23.0 Record Retention and 
Sample Retention
	CMO will maintain Batch record documentation and associated quality records in secure and fire protected storage and will maintain the original Batch Release Document Package (including batch record, raw data) in a secure manner for a minimum period as follows:
· Manufacturing Batch and Testing Records: DOM+ 8yrs
· Change Controls: Creation date + 10yrs
· Other Documents: 3 years from creation 

CMO will notify YOUR COMPANY prior to destruction of any documentation or records and will either (a) transfer such documentation and records to YOUR COMPANY or (b) only with YOUR COMPANY’s prior written approval, destroy such documentation and records.  
KEY DELIVERABLES: 
· Co-Approved Record and Sample Retention Process Flow
· Destruction of Records and Samples


	
	

	
	24.0 External Audits, Internal Audits and Regulatory Inspections of Facilities 

	Subject to the restrictions set forth in the BUSINESS CONTRACT,  YOUR COMPANY shall have the right once each Calendar Year to conduct a cGMP compliance audit and inspect the site, the Manufacturing of Product, and to interview personnel of CMO, including inspection of and interviews, to the extent necessary with respect to:  (a) the Materials and Critical Materials used or to be used in the Manufacture of Product, (b) the holding facilities for such Materials and Critical Materials, (c) the equipment used in connection with the Manufacture of Product, (d) all records relating to such Manufacturing of Product with 4 weeks written notice to the Quality Assurance/Regulatory Affairs contact and Manufacturing Operations contact identified in Section 24.0, as long as the BUSINESS CONTRACT is effective.. 
“For cause” audits may also be conducted in addition to regular audits with limited notice to CMO, with no less than two (2) weeks written notice to the Quality Assurance/Regulatory Affairs contact and Manufacturing Operations contact identified in Section 24.0.
CMO will respond to critical observations within 5 calendar days or other period as mutually agreed but not exceeding fifteen (15) business days from the closing meeting. Responses to any remaining observations will be provided by CMO to YOUR COMPANY within 20 business days.  
CMO shall conduct internal self-inspection audits at planned intervals according to approved procedures.  
Inspections by a Governmental Authority: 
YOUR COMPANY has the right to have a representative present at the manufacturing facility during any regulatory agency inspection relating to product; the level of participation to be determined by the CMO. The CMO quality unit must notify the responsible YOUR COMPANY quality unit within one (1) business day of the initiation of any regulatory inspections, or regulatory actions related to the contracted product x. CMO must also notify YOUR COMPANY in advance of any pre-announced regulatory agency inspections or regulatory actions associated with the contracted product. CMO must provide YOUR COMPANY with regulatory inspection cGMP observations with the potential to impact the production of YOUR COMPANY Product within twenty-four (24) hours of receipt and be provided with copies of all GMP observations within forty-eight (48) hours of receipt, with the exclusion of those observations that solely impact another product that is not Product. YOUR COMPANY must be consulted regarding responses to observations related to YOUR COMPANY products prior to submission to the regulatory agency.
KEY DELIVERABLES: 
· CO-APPROVED GOVERNMENTAL AUTHORITY INSPECTION PROCESS FLOW/PLAN
· MINIMUM GOVERNMENTAL AUTHORITY INSPECTION CONTACT LIST

	
	



25.0 Contact Information
	YOUR COMPANY
	Function
	Person
	Title
	Contact Details

	Quality Assurance
	
	
	Name
Phone
Email

	Quality Assurance
	
	
	

	Manufacturing 
	
	
	

	Regulatory Affairs
	
	
	



CMO 
	Function
	Person
	Title
	Contact Details

	Manufacturing
	
	
	

	Quality Assurance
	
	
	

	Regulatory Affairs
	
	
	






BONUS DOCUMENT: EXAMPLE DESIGN CONTROL TRACE MATRIX TEMPLATE
	Phase
	Procedure/
Process Owner
	Deliverable
	Document
Name
	Performed by
	Your Company Approves (A), Reviews (R), is Informed (I)
	Comments

	
	
	
	
	
	A
	R
	I
	‘R’ at Design Phase Gate
	

	-
	Your Company
	Your Company Requirements
	Your Company Requirements Document XYZ
	Your Company
	X
	
	
	
	

	Design Development Planning (Feasibility) Stage
	CMO
	Intended Use Statement
	Your Company Requirements Document 31 Jul XYZ
	Your Company/ CMO
	X
	
	
	
	

	
	SOP______ 

CMO
	Design and Development Plan 
	XYZ-1-23 Design Feasibility Plan Approved
	CMO
	
	X
	
	
	

	
	SOP______ 

CMO
	Risk Management Plan (including usability plan)
	CMO to provide citations to embedded plan
	CMO
	
	X
	
	
	

	
	SOP______ 

CMO
	Verification Planning
	
	CMO
	
	
	X
	
	

	
	SOP______ 

CMO
	Validation Planning
	
	Your Company/ CMO
	X
	X
	
	
	

	
	SOP______ 

CMO
	Design Development Planning (Feasibility) Report
	
	CMO
	
	
	X
	
	

	
	CMO
	Gantt Chart-Master schedule
	
	CMO
	
	
	X
	
	

	
	SOP______ 

CMO
	Preliminary Hazard Analysis
	
	CMO
	
	
	X
	
	

	Design Review I: Design Development Planning – Feasibility Stage: product is feasible from a marketing and science standpoint
	CMO_ Design Review Plan_001
	
	
	
	
	X
	

	Design Input
	SOP______ 

CMO
	Table of Design Inputs (Traceability matrix, user needs, product requirements document and specifications that are linked to Your Company requirements, regulatory requirements, and human factors)
	
	CMO
	X
	X
	
	
	

	
	SOP______ 

CMO
	Risk Analysis of Design Inputs
	
	CMO
	
	
	X
	
	

	Design Review II: Design Input: Design inputs locked
	CMO_ Design Review Input_001
	
	
	
	
	X
	

	Design Pre-Pilot Phase I
	Phase I 

SOP______ 

CMO 
	· Qualification Methods for raw materials and sub-processes drafted
· Manufacturing specifications approved for clinical trial kits
· Design Pre-Pilot Phase I Report
	
	CMO
	
	
	X
	
	

	
	Phase I 

SOP______ 

CMO
	· Pre-Pilot kits available for Your Company evaluation (if desired)
	
	CMO
	
	
	X
	
	

	Design Review III: Design Pre-Pilot Phase I: Subsystem of Design Lock- Design ready for formal design verification
· 
	
	
	
	
	
	X
	

	Pilot Lot Manufacture
	CMO Draft DMR and sub- documents
	· 3 Pilots for Analytical, Stability and Clinical Performance Testing
· Pilot Lot Kits available for evaluation by Your Company
	
	CMO
	
	
	X
	
	

	Design Pre-Pilot Phase II
	CMO SOP______ Phase II
	· Analytical Protocol Approved 
	
	CMO
	
	X
	
	
	

	
	CMO
	· Stability Protocol approved
	
	CMO
	
	
	X
	
	

	
	CMO
	· Risk Analysis updated
	
	CMO
	
	
	X
	
	

	
	CMO
	· Timeline Reviewed
	
	CMO
	
	
	X
	
	

	Design Review IV: Design Pre-Pilot Phase II (Subsystem of Design Pre-Pilot Stage – Review Prior to Design Validation – NA for RUO Product)
	ABCD Design Review IV Document 1
ABCD Design Review IV Document 2
	
	
	
	
	X
	

	Design Verification
	SOP______ 

CMO
	· Design Outputs for Design Verification Inputs
	
	CMO
	
	
	X
	
	

	
	SOP______ 

CMO
	· Design Verification Report- traceability matrix completed
	
	CMO
	X
	X
	
	
	

	
	SOP______ 

CMO
	· Update of Risk Analysis of Inputs post Verification
	
	CMO
	
	
	X
	
	

	
	Analytical Performance and Stability Testing SOP______


CMO

	· Report on Analytical Performance Results
	

	CMO
	
	
	X
	
	

	
	SOP______


CMO

	· Report on Stability Testing Results
	
	CMO
	
	
	X
	
	

	
	SOP______


CMO

	· Update of Package Insert and labeling
	
	CMO
	
	
	X
	
	

	
	SOP______


CMO

	· Preparation for IUO labeling of kits
	
	CMO
	
	
	X
	
	

	
	SOP______


CMO

	· Kit Shipping Validation Plan and Report
	
	CMO
	
	
	X
	
	

	
	SOP______


CMO

	· Production of Clinical Trial material batches
	
	CMO
	
	X
	
	
	

	
	SOP______


CMO

	· Risk Management Report(s)
	
	CMO
	
	
	X
	
	

	Design Review V: Design Verification: 
Design Verification complete; analytical performance acceptable

	
	
	
	
	
	x
	

	Design Review VI:  Analytical and Stability Testing Results
	
	
	
	
	
	x
	

	
	SOP______


CMO

	Training Protocol
· Training of laboratory  (clinical) sites 
	
	CMO

	
	
	X
	
	

	
	SOP______


CMO

	· Pilot kits (Lot 3) provided for laboratory use in studies
	
	CMO
	
	X
	
	
	

	
	Per Protocol
______ 

CMO
	· Reproducibility testing to validate laboratory (clinical) site (as part of training or during clinical studies)
	
	CMO
	
	
	X
	
	

	
	Design Validation Phase I SOP______


CMO

	· Design Outputs for Design Validation Inputs 
	
	CMO
	
	X
	
	
	

	
	SOP______


CMO

	· Design Validation Phase I report includes Human Factors report and market launch
	
	
	
	
	
	
	

	
	SOP______


CMO

	· Update of Risk Analysis of Inputs post Validation
	
	
	
	
	X
	
	

	Design Transfer
	SOP______


CMO

	· Design Transfer Report

	
	CMO
	
	X
	X
	
	

	
	SOP______


CMO

	· Routine IUO production lots may be produced based on Design Verification acceptance
	
	
	
	
	X
	
	

	
	SOP______


CMO

	· DMR complete
	
	
	
	
	X
	
	

	
	SOP______


CMO

	· Design control checklist complete
	
	
	
	
	X
	
	

	
	SOP______


CMO

	· Final Packaging and Labeling approved
	
	
	
	
	X
	
	

	· Design Review VII: Clinical Site Set-up and Testing Results
	
	
	
	
	
	X
	

	· Design Review VIII: Design Validation – Phase I (Subsystem of Design Validation Stage – Validation of Inputs) 
	
	
	
	
	
	X
	

	Design Validation Phase IV
	SOP______


CMO
Phase IV
	Obtain registrations in markets per business agreement.
	
	CMO
	
	
	X
	
	

	Design History File Closure
	SOP______


CMO

	· Documentation to DHF
	
	CMO
	
	
	X
	
	

	Post Market Surveillance and Customer Expectations
	SOP______


CMO

	· Annual report to Management during Management Quality Review
	
	CMO
	
	
	X
	
	

	Complaint Handling
	SOP______


CMO

	· CMO Complaint Files and annual report to Management during Management Quality Review 
	
	CMO
	
	
	X
	
	

	Regulatory Reporting for Changes to an Existing Device
	SOP______


CMO

	· If the product is changed (2nd material supplier for example), assessment of whether a new 510(k) is required. Changes to the device are tracked to evaluate cumulative effect.
	
	CMO
	
	
	X
	
	


End of document


